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I. 
Executive Summary  

   
The National Institutes of Health (NIH) is the primary agency of the United States 

government responsible for biomedical and public health research. It is one of 13 
subcabinet agencies1 within the Department of Health and Human Services (HHS), with an 
annual budget of more than $40 billion. As noted by the National Academies of Science 
(NAS)�à�Ù �
�>�:�j�2�î�ô�î�Ù ���2�Ù �e���ô�Ù �+�Í�e�ô�Ù �P�W�V�O�\�à�Ù �b�I�F�Ù ���Í�\�Ù �U�X�:�î�j�è�ô�î�Ù �ô�„�e�X�Í�:�X�î���2�Í�X�…�Ù �Í�î�}�Í�2�è�ô�\�Ù ���2�Ù �e���ô�Ù
treatment of common and rare diseases and leads the world in biomedical research. It is a 
�è�X���e���è�Í�+�Ù�2�Í�e���:�2�Í�+�Ù�X�ô�\�:�j�X�è�ô�Ù�e���Í�e�Ù�U�+�Í�…�\�Ù�Í�2�Ù���1�U�:�X�e�Í�2�e�Ù�X�:�+�ô�Ù���2�Ù�\�j�U�U�:�X�e���2���Ù�2�Í�e���:�2�Í�+�Ù�\�ô�è�j�X���e�…�ß��2 

 
�b�:�Ù �è�:�1�U�:�2�ô�2�e�Ù �:���Ù �F�F�‹�Ù �
���\�Ù �\�j�æ�$�ô�è�e�Ù �e�:�Ù ���X�ô�Í�e�ô�X�Ù �\�e�Í�e�j�e�:�X�…�Ù �è�:�2�e�X�:�+�Ù �•���e���Ù �X�ô�\�U�ô�è�e�Ù �e�:�Ù ���e�\�Ù

internal organization than the NIH.��3  The NIH was established by the Public Health Service 
Act (PHSA), which specifies the statutorily named national research institutes and national 
centers.4  Title IV of the PHSA sets forth in detail the mission, programs, and grant authority 
of each of the institutes and centers of NIH.5 It also provides that the director of the National 
Cancer Institute shall be appointed by the President (no advice and consent) and the 
directors of the remaining institutes shall be appointed by the HHS secretary, acting through 
the NIH director.6 

 

�‹�ô�+�ô�è�e���2���Ù�Í�2�î�Ù�X�ô�e�Í���2���2���Ù�e���ô�Ù�+�ô�Í�î�ô�X�\�����U�Ù�:���Ù�e���ô�Ù�b�I�F�
�\�Ù���2�\�e���e�j�e�ô�\�Ù�Í�2�î�Ù�è�ô�2�e�ô�X�\ is vital to 
the success of the NIH. Since at least 1985, the Secretary of HHS has had the statutory 
responsibility, in accordance with the Appointments Clause power, to appoint these 
leaders. The NIH Institute and Center Directors �ü���ô�X�ô���2�Í���e�ô�X�Ù�
�I���Ù�"���X�ô�è�e�:�X�\���ý, through their 
accomplishments and professional standing, have demonstrated the highest levels of 
scientific leadership. However, this responsibility requires focus and engagement by the 
Secretary of HHS and its immediate office. Based on various documents and responses 
produced in response to congressional inquiries, it is apparent that HHS Secretary Xavier 
Becerra failed to re-appoint the Institute and Center Directors in a timely fashion and then 
engaged in a campaign of misinformation and obstruction in an attempt to cover it up. 
 

 
1 HHS website, HHS Agencies and Offices (last reviewed August 19, 2024), 
https://www.hhs.gov/about/agencies/hhs-agencies-and-
offices/index.html#:~:text=HHS%20has%2013%20operating%20divisions,and%20three%20human%20servi
ces%20agencies. 
2 National Academies, Assessing the Capital Needs of the National Institutes of Health Main Campus (2019) 
https://nap.nationalacademies.org/resource/25483/RH-NIH-facilities.pdf  
3 Institute of Medicine of the National Academies, HHS in the 21st Century: Charting a New Course for a 
Healthier America 220 (2009). 
4 Id. 
5 Id.  
6 Id. at 221. 



 

4 
 

These concerns reflect longstanding questions about the adequacy of the 
involvement by the Secretary of HHS in key public health actions. During Secretary Becerra�
�\ 
Senate confirmation, congressional Republicans and others expressed concern about 
whether Secretary Becerra was qualified to lead the HHS.7 Secretary Becerra had previously 
served as Attorney General of California, and skeptics were concerned about his lack of 
health care experience as well as his ability to manage a sprawling Department responding 
to the then-ongoing COVID-19 pandemic.8  

 
In December of 2021, there were press reports raising concerns about Secretary 

���ô�è�ô�X�X�Í�
�\ leadership in the Biden �Í�î�1���2���\�e�X�Í�e���:�2�
�\�Ù �X�ô�\�U�:�2�\�ô�Ù�e�:�Ù �e���ô�Ù���i�«�I�"-19 pandemic. 
Notably, on December 10, 2021, NBC News reported about his low profile as HHS Secretary 
and noted that, since he had been sworn in, he had yet to appear at a White House or COVID-
19 media briefing.9 �I�2�Ù���Í�è�e�à�Ù�‹�ô�è�X�ô�e�Í�X�…�Ù���ô�è�ô�X�X�Í�
�\�Ù�����X�\�e�Ù�}���\���e�Ù�e�:�Ù�e���ô�Ù�b�I�F�à�Ù�Í�2�Ù�Í���ô�2�è�…�Ù�U�X�:�1���2�ô�2�e�Ù���2�Ù
the pandemic response, came eight months into the job.10  
 

In light of these press reports, Republican leaders raised concerns in January 2022 
about Secretary Becerra�
�\�Ù�}���\���æ���+���e�…�Ù�Í�2�î�Ù�Í�}�Í���+�Í�æ���+���e�…�Ù�î�j�X���2���Ù�e���ô�Ù�Í�î�1���2���\�e�X�Í�e���:�2�
�\�Ù�X�ô�\�U�:�2�\�ô�Ù�e�:�Ù
the COVID-19 response and requested that the Secretary voluntarily provide his calendar 
and work schedule.11 Unlike other cabinet secretaries, Secretary Becerra does not make his 
calendars publicly available and did not cooperate with a request from Committee 
Republicans to make such information public.12 

 
7 �b�:�1���2�Í�e���:�2�ß�:���ß�³�Í�}���ô�X�ß���ô�è�ô�X�X�Í�ß�e�:�ß�\�ô�X�}�ô�ß�Í�\�ß�‹�ô�è�X�ô�e�Í�X�…�ß�:���ß�F�ô�Í�+�e���ß�Í�2�î�ß�F�j�1�Í�2�ß�‹�ô�X�}���è�ô�\�ç�ß�F�ô�Í�X���2���ß���ô���:�X�ô�ß�e���ô�ß�‹�å�ß
���:�1�1�å�ß�:�2�ß�F�ô�Í�+�e���æ�ß�(�î�j�è�Í�e���:�2�æ�ß�[�Í�æ�:�X�ß�Í�2�î�ß�„�ô�2�\���:�2�\�à�Ù�P�P�V�e���Ù���:�2���ß�à�Ù�ü�>�ô�æ�ß�Ù�Q�O�Q�P�ý�ß 
8 Nomination of Xavier Becerra to serve as Secretary of Health and Human Services: Hearing Before the S. 
Comm. on Health, Education, Labor and Pensions, 117th Cong., (Feb. 2021). 
9 Laura Strickler and Heidi Przybyla, �“���ô�ß�}�ô�X�…�ß�+�:�•�ß�U�j�æ�+���è�ß�U�X�:�����+�ô�ß�:���ß�����î�ô�2���\�ß���ô�Í�+�e���ß�\�ô�è�X�ô�e�Í�X�…, NBC News, 
(December 10, 2021), available at https://www.nbcnews.com/politics/joe -biden/low-public-profile-xavier-
becerra-one-bidens-top-cabinet-officials-rcna8027; see also: Nathaniel Weixel, HHS secretary under fire for 
being 'invisible' leader during pandemic, The Hill (Jan. 26, 2022), available at 
https://thehill.com/policy/healthcare/591374 -hhs-secretary-under-fire-for-being-invisible-leader-during-
pandemic; Naomi Lim, Despite pandemic, health secretary Xavier Becerra keeps low profile, Washington 
Examiner (July 26, 2021), available at https://www.washingtonexaminer.com/politics/xavier -becerra-low-
profile.  
10 Id.  
11 Letter from The Honorable Cathy McMorris Rodgers, Ranking Minority Member, House Energy and 
Commerce Committee, et al to The Honorable Xavier Becerra, HHS Secretary (Jan. 31, 2022), 
https://d1dth6e84htgma.cloudfront.net/legacy/uploads/2022/01/1.31.22 -Letter-to-HHS-Secretary-
Becerra.pdf. 
12 Cf: U.S. �"�ô�U�
�e of State, Public Schedule, https://www.state.gov/public -schedule/.; �˜�ß�‹�ß�Ù�"�ô�U�
�e�Ù�:���Ù�“�X�ô�Í�\�j�X�…�à�Ù
Calendars and Travel of the Secretary, https://home.treasury.gov/footer/freedom -of-information-
act/electronic -read-room/calendars-and-travel-of-the-secretary.; �˜�ß�‹�ß�Ù�"�ô�U�
�e�Ù�:���Ù�[�Í�æ�:�X�à�ÙSecretary Monthly 
Schedules, https://www.dol.gov/general/foia/monthly -schedule.; �˜�ß�‹�ß�Ù�"�ô�U�
�e�Ù�:���Ù�“�X�Í�2�\�U�ß�à�Ù�‹�ô�è�X�ô�e�Í�X�…�Ù���j�e�e�������ô���
�\�Ù
Engagements, https://www.transportation.gov/mission/meet -secretary/schedule-us-secretary-
transportation. 

https://thehill.com/policy/healthcare/591374-hhs-secretary-under-fire-for-being-invisible-leader-during-pandemic
https://thehill.com/policy/healthcare/591374-hhs-secretary-under-fire-for-being-invisible-leader-during-pandemic
https://www.state.gov/public-schedule/
https://home.treasury.gov/footer/freedom-of-information-act/electronic-read-room/calendars-and-travel-of-the-secretary
https://home.treasury.gov/footer/freedom-of-information-act/electronic-read-room/calendars-and-travel-of-the-secretary
https://www.dol.gov/general/foia/monthly-schedule


 

5 
 

 
On December 12, 2021, the five-year terms of 14 of the 27 IC Directors at the NIH 

expired, pursuant to the 21st Century Cures Act.13 �„�j�X�\�j�Í�2�e�Ù�e�:�Ù �S�Q�Ù�˜�ß�‹�ß���ß�Ù�/�Q�W�S�ü�î�ý�à�Ù�
���ô���Í�è���Ù
Director of a national research institute or national center is serving on December 13, 2016, 
shall be deemed to be appointed for a 5-year term under this subsection beginning on such 
dat�ô�ß���Ù�“���j�\�à�Ù�Í�+�+�Ù�è�j�X�X�ô�2�e�ÙIC Directors who were serving as of December 13, 2016, would have 
needed to be reappointed on December 12, 2021, to continue serving.14 

 
The IC Directors have a statutory five-year term of office. There is no provision for the 

IC Directors to hold over in office following the expiration of their five-year terms. There is no 
limit on the number of terms an individual can serve, and reappointment to their positions 
is provided in statute. Among the IC Directors whose appointments expired was Dr. Anthony 
Fauci, Director the National Institute of Allergy and Infectious Diseases and President 
�����î�ô�2�
�\�Ù�������ô���Ù�a�ô�î���è�Í�+�Ù���î�}���\�ô�X�ß�Ù�b�ô���e���ô�X the NIH nor HHS made any public announcement 
that any reappointments had occurred.  

 
�@���}�ô�2�Ù�X�ô�U�:�X�e�\�Ù�:���Ù�‹�ô�è�X�ô�e�Í�X�…�Ù���ô�è�ô�X�X�Í�
�\�Ù�Í�U�U�Í�X�ô�2�e�Ù�î�ô�e�Í�è���1�ô�2�e�Ù���X�:�1�Ù�e���ô�Ù�b�I�F�Ù�Í�2�î�Ù�+�Í�è�'�Ù�:���Ù

visibility during the pandemic response, Committee Republicans began to question whether 
Secretary Becerra upheld his Constitutional and statutory responsibility to reappoint the 14 
IC Directors upon expiration of their five-year terms. On March 14, 2022, Committee 
Republican leaders Cathy McMorris Rodgers, Brett Guthrie, and Morgan Griffith, sent a letter 
to the HHS Secretary indicating they were not aware of any public announcements or 
indications of the reappointments for the IC Directors eligible for reappointment on 
December 12, 2021.15  

 
Republicans requested all documentation showing the reappointments of the IC 

Directors to confirm whether these 14 reappointments took place on December 12, 2021.16 
The 14 current and former IC Directors at issue were: 

 
�x Dr. Anthony Fauci, National Institute of Allergy and Infectious Disease (NIAID); 
�x Dr. Richard Hodes, National Institute on Aging (NIA); 
�x Dr. Nora Volkow, National Institute on Drug Abuse (NIDA); 
�x Dr. Roger Glass, Fogarty International Center (FIC); 

 
13 21st Century Cures Act, Pub. L. No. 114-255, § 2033. 
14 There is an open question whether Congress can constitutionally deem reappointments of inferior officers 
of the United States. This is yet another issue that clouds the authority of these IC Directors.  
15 Letter from Cathy McMorris Rodgers, Chair, H. Comm. on Energy and Commerce, et al., to Xavier Becerra, 
�‹�ô�è�
�…, �˜�ß�‹�ß�Ù�"�ô�U�
�e�Ù�:���Ù�F�ô�Í�+�e���Ù�Í�2�î�Ù�F�j�1�ß�Ù�‹�ô�X�}���è�ô�\ (Mar. 14, 2022); available at 
https://d1dth6e84htgma.cloudfront.net/legacy/uploads/2022/03/3.14.22 -Letter-to-HHS.pdf. 
16 Id.  
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�x Dr. Griffin Rodgers, National Institute of Diabetes and Digestive and Kidney 
Diseases (NIDDK); 

�x Dr. Eric Green, National Human Genome Research Institute (NHGRI); 
�x Dr. Gary Gibbons, National Heart, Lung, and Blood Institute (NHLBI); 
�x Dr. Jon Lorsch, National Institute of General Medical Sciences (NIGMS); 
�x Dr. George Koob, National Institute on Alcohol Abuse and Alcoholism (NIAAA); 
�x Dr. Walter Koroshetz, National Institute of Neurological Disorders and Stroke 

(NINDS); 
�x Dr. Eliseo Perez-Stable, National Institute on Minority Health and Health 

Disparities (NIMHD); 
�x Dr. Patricia Brennan, National Library of Medicine (NLM); 
�x Dr. Joshua Gordon, National Institute of Mental Health (NIMH); and 
�x Dr. Diana Bianchi, National Institute of Child Health and Human Development 

(NICHD). 
 
Confirming whether the IC Directors reappointments of December 12, 2021, 

occurred should have been straightforward. HHS should have been able to simply produce 
the appointment affidavits signed by the Secretary on or before December 12, 2021, with 
administrative documents.  
 

However, rather than respond directly to this request, over the course of this more 
than two-year investigation, HHS has provided at least four different explanations as to how 
the IC Directors were reappointed and who reappointed them. The identity of who 
reappointed an IC Director should not be a complicated matter  or a difficult question to 
answer. The legally correct answer is obvious: the Secretary of HHS. That HHS has spent 
almost two years avoiding admission of its errors in this case reflects a lack of accountability 
apparent throughout the Biden-Harris administration. 

 
In April 2022, the NIH initially asserted that the NIH Director reappointed the IC 

Directors. In April 2023, the Committee Republicans renewed this inquiry about the 
reappointment questioning the legality of IC Director reappointments. In May 2023, under 
questioning by the Committee, HHS changed its position and stated that Secretary Becerra 
was the appointing official. However, HHS produced no supporting documentation 
establishing that Secretary Becerra had appointed the IC Directors on or before December 
12, 2021.  

 
On June 20, 2023, HHS produced affidavits signed by Secretary Becerra reappointing 

12 of the 14 IC Directors to their positions. These affidavits referenced both the 
Appointments Clause of the U.S. Constitution and the 21st Century Cures Act. The 
�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù�P�Q�Ù�X�ô�Í�U�U�:���2�e�1�ô�2�e�Ù�Í�������î�Í�}���e�\�Ù�•�ô�X�ô�Ù�î�Í�e�ô�î�ÙJune 8 and 15, 2023, almost eighteen 
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months after the Directors�
 terms had expired. The appointment affidavit did not mention 
the appointments being retroactive to December 12, 2021. HHS has produced no 
documents suggesting that Secretary Becerra has retroactively ratified the actions taken by 
the 12 IC Directors during the lapse in their appointments.  

 
There were no reappointment affidavits for Dr. Anthony Fauci or Dr. Roger Glass, both 

of whom retired before the June 2023 appointment affidavits were signed. Of note, the two 
new IC Directors chosen by Secretary Becerra after June 2023 were appointed via a signed 
appointment affidavit, similar to those IC Directors reappointed via affidavits on June 8 and 
15, 2023, but were issued on the day they were formally appointed or close to the effective 
date of the appointment.17  

 
One month later, in July 2023, after failing to produce documents substantiating the 

timely reappointment of IC Directors by Secretary Becerra, HHS reversed course and 
implied that the NIH Director was the appointing official, not Secretary Becerra. HHS 
�Í�\�\�ô�X�e�ô�î�Ù �e���Í�e�Ù �e���ô�Ù �Í�U�U�:���2�e�1�ô�2�e�Ù �Í�������î�Í�}���e�Ù �\�����2�ô�î�Ù �æ�…�Ù �‹�ô�è�X�ô�e�Í�X�…�Ù ���ô�è�ô�X�X�Í�Ù �•�Í�\�Ù �
out of an 
abundance of caution���ß18 HHS has never produced any documents evidencing that the NIH 
Director ever reappointed the 14 IC Directors. HHS later acknowledged verbally to 
Committee staff that the NIH Director had not reappointed the 14 NIH IC Directors. 

 
In November 2023, HHS again changed its position, then claiming the NIH Principal 

Deputy Director (PDD) reappointed the 14 IC Directors on a rolling basis during the 2017-
2021 timeframe, rather than on December 12, 2021. HHS indicated this was based on a May 
2020 temporary delegation to the NIH PDD from the NIH Director, which stated �
�Í�U�U�X�:�}�Í�+�Ù
authority for all general administration authorities for which I am currently designated as an 
approving official, including, but not limited to, those relating to human resources and 
conference expenditures.�� HHS now claims these �Í�+�+�ô���ô�î�Ù�
reappointments�� were made as 
�U�Í�X�e�Ù�:���Ù�e���ô�Ù�I���Ù�"���X�ô�è�e�:�X�\�
�Ùleadership reviews�ô in some cases three to four years prior to the 
end of the term and without annual ratings that would have occurred after the management 

 
17 On July 25, 2023, Secretary Becerra signed and approved the HHS Form 820, Executive Selection and Pay 
Setting Request, in support of the appointment of Jeanne Marrazzo to the position of Director, National 
Institute of Allergy and Infectious Diseases (NIAID).  On September 22, 2023, Secretary Becerra signed the 
Appointment Affidavit formally appointing Dr. Marrazzo to the position of Director, NIAID, effective 
September 24, 2023.  On January 4. 2024, Secretary Becerra signed and approved the HHS Form 820 in 
support of the appointment of Sean Mooney to the position of Director, Center for Information Technology 
(CIT).  On April 3, 2024, Secretary signed an affidavit, Ratification of Prior Selection and Prospective 
Appointment �ó Appointment Affidavit, formally appointing Dr. Mooney to the position of Director, CIT.   The 
March 1, 2024, NIH Record reported that Dr. Mooney was joining the NIH in March 2024.  It would appear 
from the title of the affidavit that Dr. Mooney assumed his position sometime in March 2024, briefly 
preceding the formal appointment by signed affidavit. 
18 Letter from the Hon. Melanie Anne Egorin, Ph.D., Assistant Secretary for Legislation, HHS, to the Hon. 
Cathy McMorris Rodgers, the Hon. Morgan Griffith, and the Hon. Brett Guthrie (July 21, 2023). 
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review but before the reappointment. If this is indeed the case, the appointments were 
invalid and were made in a manner that is contrary to both statutory authority and the 
Constitution.    

 
Separately, it should be noted that IC Directors are permitted to receive salaries in 

excess of the Senior Executive Service maximum through annual ratings reviews. 
Documentation from December 2021 produced by HHS shows that the IC Directors 
conversions to the Title 42 U.S.C. §209(f) special pay system were approved probably by the 
NIH Director of Human Resources.19 However, there is still no indication or references on 
the form itself showing that the IC Directors were reappointed by either the HHS Secretary, 
the NIH Director, or the NIH PDD.  

 
Based on the evidence produced to date, the Committee reaches the following 

conclusions: 
 

�x There is a credible legal basis to conclude that IC Directors are inferior officers of the 
United States and need to be appointed and/or reappointed by the Secretary of HHS 
pursuant to the Appointments Clause of the U.S. Constitution. The Clause requires 
���Í�æ���2�ô�e�Ù �\�ô�è�X�ô�e�Í�X���ô�\�Ù �ü�
�F�ô�Í�î�\�Ù �:���Ù �"�ô�U�Í�X�e�1�ô�2�e�\���ý�Ù �e�:�Ù �Í�U�U�:���2�e�Ù �:�������è�ô�X�\�Ù �:���Ù �e���ô�Ù �˜�ß�‹�ß�Ù �2�:�e�Ù
subject to Presidential appointment or Senate confirmation to positions in their 
departments. While the courts have not been presented with this specific question 
about these NIH officials, the Congressional Research Service American Law 
Division in a legal memorandum (Appendix I) identified functions of potential legal 
significance that could weigh in favor of a court finding that IC Directors are officers. 
Moreover, the HHS Office of General Counsel under the previous administration 
treated IC directors as inferior officers.20 Documents and information also indicate 
that the current administration is continuing this legal position. 

 
�x Going back to at least 1985, federal statutes have required the HHS Secretary to 

appoint the IC Directors.  The House report for the Health Research Extension Act of 
1985 stated that it reflected longstanding statutory and administrative practice for 
these appointments.21 

 
19 Documents produced by HHS June 2023. The name of the approving official was redacted, and the form 
only referred to the signer as �
�"���X�ô�è�e�:�X�à�ÙOffice of �F�j�1�Í�2�Ù�‡�ô�\�:�j�X�è�ô�\�ß���Ù�Ù Both NIH and HHS have an Office of 
Human Resources.  It appears that it was the NIH since a timeline provided by HHS showed that for Title 42 
Executive Appointments the NIH prepares the paperwork for the appointment before it is sent for final 
approval by the HHS Secretary. See Exhibit 5. 
20 CBS News, Billions in NIH grants jeopardized by appointments snafu, Republicans say (July 10, 2023), 
https://www.cbsnews.com/news/hhs -national-institutes-of-health-appointments-house-republicans/. 
21 The Health Research Extension Act of 1985, House Report 99-158, 24-25. (June 4, 1985). 
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�x In a May 5, 2023, letter to the Committee, HHS acknowledged that the Secretary is 
the approving official and the NIH Director the recommending official for IC Director 
appointments. 

 
�x HHS has not disputed that IC Directors are inferior officers and that the 

Appointments Clause applies to their appointments.  After the Committee raised the 
reappointment issue, HHS produced appointment affidavits, dated 18 months after 
their terms had expired, signed by Secretary Becerra invoking the Appointments 
Clause. 
 

�x Under both the Appointments Clause and federal law, the HHS Secretary has a duty 
to appoint or reappoint the IC Directors. 
 

�x HHS did not produce any documents substantiating that Secretary Becerra 
reappointed the IC Directors on or around December 12, 2021. 
 

�x Contrary to what the NIH reported in April 2022 or to what HHS later implied in the 
July 21, 2023, letter to the Committee, neither HHS nor the NIH produced any 
documents substantiating that then NIH Director Francis Collins reappointed the IC 
Directors on or around December 12, 2021.  In fact, HHS later acknowledged that Dr. 
Collins had not made the reappointments. 
 

�x Contrary to what HHS has contended to the Committee in November 2023, neither 
HHS nor the NIH produced any documents substantiating that the NIH PDD 
Lawrence Tabak reappointed the IC Directors on or around December 12, 2021, or 
during the 2017 to 2021 timeframe. 

 
�x There is hearsay evidence that the NIH PDD approved the legal authority for the IC 

Directors to receive higher salaries under the Title 42 special pay program. However, 
the NIH PDD was not the official that signed and dated the certification blocks in the 
notice of personnel action document, SF-50 form.  Further, the Title 42 U.S.C. § 209(f) 
conversion documents produced to the Committee on these reappointments do not 
reference the Appointments Clause of the U.S. Constitution or the 42 U.S.C. §284 
appointment provision.  Finally, no information or documents were produced 
showing that the NIH Director of Human Resources had the legal authority to approve 
conversions into the Title 42 pay systems, especially for annual salaries above 
$275,000, which require HHS Secretary approval, according to HHS personnel 
instructions. HHS and the NIH redacted such salary information from the forms. 
Moreover, no evidence was produced showing the HHS Secretary delegated the 
relevant authority to the NIH Director or PDD. 
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�x The personnel action documents to effectuate the reappointments referencing the 
NIH PDD approval of the conversions were dated December 8, 2021, undercutting 
�F�F�‹�
�Ù�è�+�Í���1�Ù�e���Í�e�Ù�e���ô�Ù�b�I�F�Ù�„�"�"�Ù�1�Í�î�ô�Ù�e���ô�Ù�X�ô�Í�U�U�:���2�e�1�ô�2�e�\�Ù�:�2�Ù�Í�Ù�X�:�+�+���2���Ù�æ�Í�\���\�Ù�î�j�X���2���Ù�e���ô�Ù
2017 to 2021 timeframe. 
 

�x It is very likely that the reappointments required for the 14 IC Directors were either 
not done in a timely manner or were done improperly, meaning that the impacted 
Directors were not lawfully holding office from December 13, 2021, until June 2023. 

 
�x Based on a U.S. Court of Appeals decision that found Secretary Becerra made 

improper appointments to an HHS board and that due process requirements 
attached to ratification of the actions of the improper appointees, Secretary 
���ô�è�ô�X�X�Í�
�\�Ù�æ�ô�+�Í�e�ô�î�Ù�V�j�2�ô�Ù�Q�O�Q�R�Ù�Í�U�U�:���2�e�1�ô�2�e�Ù�Í�������î�Í�}���e�\ do not appear to retroactively 
ratify the actions taken by the IC Directors during the period where they were not 
lawfully holding office. 
 

�x In addition to the apparent failure to reappoint the 14 IC Directors in December 2021, 
Secretary Becerra failed to reappoint three IC Directors when their subsequent terms 
of reappointment expired: Nora Volkow (Director of NIDA), Gary Gibbons (Director of 
NHLBI), and Jon Lorsch (Director of NGMS). According to HHS and the NIH personnel 
processes, these three directors were to serve shortened terms after the December 
2021 reappointments.  Under these shortened terms, the reappointments of these 
three IC Directors expired either in late 2022 or early 2023.  Thus, by the time 
Secretary Becerra confronted the reappointment issue raised by the Committee in 
June 2023, these reappointment terms had already expired, in addition to the 
previous lapsed reappointments.  Thus, Secretary Becerra failed to reappoint these 
three IC Directors twice.  Based on documents produced by HHS, his affidavits of 
appointment were to retrospectively approve two prior reappointments that had 
lapsed: the December 2021 reappointment and a reappointment in late 2022 or early 
2023. 
 

�x Even after Secretary Becerra was put on notice about the IC Director reappointment 
issue a second time, he continued to make improper reappointments.  According to 
HHS and the NIH personnel processes, Dr. Griffin Rodgers was serving a shortened 
reappointment term that was supposed to be effective December 12, 2021.   His 
shortened reappointment term expired in September 2023, but �‹�ô�è�X�ô�e�Í�X�…�Ù���ô�è�ô�X�X�Í�
�\�Ù
signed affidavit in support of the reappointment was dated in April 2024, a lapse of 
about seven months. 
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�x Even after Secretary Becerra and HHS were put on notice about the IC Director 
reappointment issue, the documents produced by HHS for reappointments made in 
2024 did not include 2024 paperwork justification in support of the appointment 
affidavit.  Thus, if HHS produced all documents to the Committee as it claims, these 
reappointments are improper under the HHS processes described in HHS�
  May 5, 
2023, letter to the Committee. 
 

�x Even after Secretary Becerra and HHS were put on notice about the IC Director 
reappointment issue in March 2023, the documents produced by HHS related to the 
reappointment of Dr. George Koob (Director of NIAAA) did not comply with HHS 
�U�X�:�è�ô�\�\�ß�Ù�Ù�‹�ô�è�X�ô�e�Í�X�…�Ù���ô�è�ô�X�X�Í�
�\�Ù�Í�������î�Í�}���e�Ù�:���Ù�X�ô�Í�U�U�:���2�e�1�ô�2�e�Ù�•�Í�\�Ù�î�Í�e�ô�î�Ù���2�Ù�a�Í�X�è���Ù�Q�O�Q�S�à�Ù
but the paperwork for the conversion into the Title 42 pay system was dated in May 
2024. 
 

�x Out of the 17 reappointments that had SF-�T�O�Ù�î�:�è�j�1�ô�2�e�Í�e���:�2�Ù �Í�2�î�Ù �e���ô�Ù �‹�ô�è�X�ô�e�Í�X�…�
�\�Ù
affidavit of appointments, 16 had SF-50 forms approved by the NIH Office of Human 
Resources (OHR) only days before the due date of the reappointment.  According to 
an HHS document, the process for such an executive appointment takes six weeks 
from the time OHR clears the processing of the appointment/reappointment until the 
�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù �Í�U�U�X�:�}�Í�+�ß�Ù �“���j�\�à�Ù �i�F�‡�
�\�Ù �î�ô�+�Í�…�ô�î�Ù �U�X�:�è�ô�\�\���2���Ù ���j�Í�X�Í�2�e�ô�ô�î�Ù �e���Í�e�Ù �e���ô�Ù
reappointments would lapse because not enough lead time was provided for 
processing by the NIH Director and HHS. 
 

�x In a case where the NIH forwarded paperwork on time to HHS for Institute Director 
appointment, it appears the appointee assumed office before Secretary Becerra 
signed the appointment affidavit.  Thus, the delay and resulting lapse in appointment 
occurred at HHS.  
 

�x Secretary Becerra failed to assert control over and to correct the 
appointment/reappointment process for IC Directors to avoid lapses in authority, 
even after the Committee made public its concerns in July 2023. 
 

�x Both the NIH and HHS have ignored the explicit and specific statutory authority for 
the appointments of IC Directors in 42 USC §284 and instead have been appointing 
NIH IC Directors under the more general 42 USC §209(f) special pay hiring authority.  
As a result, the appointments of the IC Directors are legally questionable. 

 
�x HHS and NIH unlawfully truncated the reappointment terms of the IC Directors, 

contrary to the five-year term requirement in 42 USC §284. 
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�x Even under their own legally flawed reappointment process, HHS and the NIH 
incorrectly cited 42 USC §209(f) as the statutory authority for appointments and 
reappointments for IC Directors to their positions. The Health Research Extension 
Act of 1985, the NIH Reform Act of 2006, and the 21st Century Cures Act in 2016 
established 42 USC § 284 as the statutory authority for appointing IC Directors. Nor 
has HHS purported to include §284 along with §209(f) as some form of combined 
legal appointment authority, ignoring the appointment requirements of §284.  Thus, 
HHS has apparently been using the wrong legal authority to appoint and reappoint 
the IC Directors, raising broader questions about the legality of their appointments 
and reappointments over more than 20 years. 
 

�x Two IC Directors�ôNIAID Director Dr. Anthony Fauci and Director of the Fogarty 
International Center, Dr. Roger Glass�ôwho retired prior to June 2023�ôcould not be 
prospectively reappointed at that time. HHS did not provide information or 
documents showing Secretary Becerra made any attempt to prospectively reappoint 
them and ratify their actions from the prospective reappointment date going forward 
during the period of December 13, 2021, through the date of each of their 
retirements. 
 

�x �‹�ô�è�X�ô�e�Í�X�…�Ù ���ô�è�ô�X�X�Í�
�\�Ù ���Í���+�j�X�ô�Ù �e�:�Ù �U�X�:�U�ô�X�+�…�Ù �X�ô�Í�U�U�:���2�e�Ù �I���Ù �"���X�ô�è�e�:�X�\�Ùhas potentially far-
reaching legal and public trust consequences for the NIH Centers and Institutes and 
their Directors, as well as billions of dollars of federal research. 
 

�x HHS political leadership, including the Secretary, have consistently avoided 
�Í�î�1���e�e���2���Ù�‹�ô�è�X�ô�e�Í�X�…�Ù���ô�è�ô�X�X�Í�
�\�Ù���Í���+�j�X�ô�Ù�e�:�Ù�X�ô�Í�U�U�:���2�e�Ù�e���ô�Ù�I���Ù�"���X�ô�è�e�:�X�\�Ù���2�Ù�"�ô�è�ô�1�æ�ô�X�Ù�Q�O�Q�P, 
to the point of misleading and omitting facts from Congressional inquiry. HHS could 
have mitigated and corrected the reappointment process in March 2022 when 
Committee Republicans first raised this issue.  Instead, by evading and extending the 
inquiry, HHS continued to enable improper appointments and create longer and 
additional lapses in reappointments.  
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II. 
Constitutional and Statutory Appointments for NIH IC Directors  

 
There are three different provisions related to the appointment or reappointment of 

IC Directors, and thus to this investigation. With respect to the 14 IC Directors at issue, the 
Committee believes that none of the three appointments were correctly carried out by HHS 
and the NIH.   
 

A. Inferior Officer of the United States, Appointments Clause, Article II, Section 
2, Clause 2 of the U.S. Constitution  
 

The first and most important provision in the appointment process is the 
Appointments Clause, Article II, Section 2, Clause 2 of the U.S. Constitution which governs 
the appointment of Inferior Officers of the United States. The clause states that, in relevant 
�U�Í�X�e�à�Ù�
the Congress may by Law vest the Appointment of such inferior Officers, as they think 
proper, in the President alone, in the Courts of Law, or in the Heads of Departments�ß�� By 
limiting the appointment power only to the President, department heads, and courts of law, 
�
���X�e���è�+�ô�Ù�I�I�Ù�Í���1�\�Ù�e�:�Ù�ô�2�\�j�X�ô�Ù�e���Í�e�Ù�e���ô�Ù���î�ô�2�e���e�…�Ù�:���Ù�e���ô�Ù�2�:�1���2�Í�e���2���Ù�:�������è���Í�+�Ùis clear.  This provides a 

Appointments Clause 

Article II, Section 2, Clause 2 
of U.S. Constitution 

�
Shall be Appointed by the 
Secretary, acting through the 

NIH Director�� 

21st Century Cures Act  

42 U.S.C § 284 

Title 42 Special 

 Consultant Appointment 

Public Health Service Act 

42 U.S. C § 209(f) 

Secretary of HHS 

�E�/�,���/�������]�Œ�����š�}�Œ��
���‰�‰�}�]�v�š�u���v�š�• 
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direct line of accountability for any poorly performing officers back to the actor who selected 
�e���ô�1�ß��22  

 
The Appointments Clause is an important check on executive power.23  The Supreme 

Court has explained that the Appointments Clause guards against �
one [governmental] 
branch [...] aggrandizing its power at the expense of another branch�� and �
also preserves 
another aspect of the Constitution's structural integrity by preventing the diffusion of the 
appointment power.��24  Making a Cabinet Secretary ultimately responsible for appointments 
�:���Ù�Í�Ù�\�j�æ�\�ô�e�Ù�:���Ù�
�i�������è�ô�X�\�Ù�:���Ù�e���ô�Ù�˜�2���e�ô�î�Ù�‹�e�Í�e�ô�\���Ù�
�U�+�Í�è�ô�\�Ù�\�����2�������è�Í�2�e�Ù�����X���2���Ù�î�ô�è���\���:�2�\�Ù�:�2�ô�Ù�\�e�ô�U�Ù
�è�+�:�\�ô�X�Ù�e�:�Ù�e���ô�Ù�î�ô�1�:�è�X�Í�e���è�Ù�Í�è�è�:�j�2�e�Í�æ���+���e�…�Ù�:���Ù�Í�2�Ù�ô�+�ô�è�e�ô�î�Ù�„�X�ô�\���î�ô�2�e�ß��25 

 
The Framers of the �˜�ß�‹�ß�Ù���:�2�\�e���e�j�e���:�2�Ù�
�æ�ô�+���ô�}�ô�î�Ù�e���Í�e�Ù�1�Í�'���2���Ù�\���2���+�ô�Ù�Í�è�e�:�X�\�Ù�X�ô�\�U�:�2�\���æ�+�ô�Ù

for appointment choices would give those actors the motivation to select highly qualified 
�:�������è�ô�X�\�Ù�æ�ô�è�Í�j�\�ô�Ù�e���ô�…�Ù�•�:�j�+�î�Ù���Í�è�ô�Ù�æ�+�Í�1�ô�Ù�����Ù�Í�Ù���:�}�ô�X�2�1�ô�2�e�Ù�Í�U�U�:���2�e�1�ô�2�e�Ù�î���î�Ù�2�:�e�Ù�U�Í�2�Ù�:�j�e�ß��26   

 
The breadth of authority that an executive branch official exercises typically 

determines the official's classification as either an officer or non-officer for Appointments 
Clause purposes.27 �@�ô�2�ô�X�Í�+�+�…�à�Ù�����Ù�Í�2�Ù�ô�„�ô�è�j�e���}�ô�Ù�æ�X�Í�2�è���Ù�:�������è���Í�+�Ù���:�+�î�\�Ù�Í�Ù�
�è�:�2�e���2�j���2���Ù�U�:�\���e���:�2�Ù
�ô�\�e�Í�æ�+���\���ô�î�Ù�æ�…�Ù�+�Í�•���Ù�Í�2�î�Ù�
exercis[es] significant authority pursuant to the laws of the United 
�‹�e�Í�e�ô�\�à���Ù �e���Í�e�Ù �U�ô�X�\�:�2�Ù ���\�Ù �Í�2�Ù �
�i�������è�ô�X�Ù �:���Ù �e���ô�Ù �˜�2���e�ô�î�Ù �‹�e�Í�e�ô�\�ß��28 The Supreme Court uses a 
multifactor test to determine officer status and has not provided a comprehensive list of 
which factors give an official sufficiently significant authority to be an officer.29 

 
For example, in Freytag v. Commissioner, the Court held that special trial judges 

within the U.S. Tax Court are inferior officers.  The Court noted several relevant factors: that 
�Í�2�Ù�:�������è���Í�+�Ù�ü���ý�Ù�
�ô�„�ô�X�è���\�ô���\���Ù�\�����2�������è�Í�2�e�Ù�î���\�è�X�ô�e���:�2�à���Ù�ü�����ý�Ù�
�U�ô�X���:�X�1���\���Ù�1�:�X�ô�Ù�e���Í�2�Ù�1���2���\�e�ô�X���Í�+�Ù�e�Í�\�'�\���Ù
like ruling on evidence admissibility, and (iii) serves in a position whose duties and salary are 
�
�\�U�ô�è�������ô�î�Ù�æ�…�Ù�\�e�Í�e�j�e�ô�ß���Ù�˜�2�î�ô�X�Ù�è�j�X�X�ô�2�e�Ù�+�Í�•�à�Ù�è�:�j�X�e�\�Ù�ô�}�Í�+�j�Í�e���2���Ù�•���ô�e���ô�X�Ù�Í�Ù�U�Í�X�e���è�j�+�Í�X�Ù�:�������è���Í�+�Ù���\�Ù
an Article II officer examine factors lik�ô�Ù �ü���ý�Ù �e���ô�Ù ���1�U�:�X�e�Í�2�è�ô�Ù �:���Ù �e���ô�Ù ���\�\�j�ô�\�Ù ���2�Ù �e���ô�Ù �:�������è���Í�+�
�\�Ù

 
22 Jennifer L. Mascott, �®���:�ß���X�ô�ß���i�������è�ô�X�\�ß�:���ß�e���ô�ß�˜�2���e�ô�î�ß�‹�e�Í�e�ô�\���ì 70 STAN. L. REV. 443, 447 (2018). 
23 See Alan B. Morrison, Robert L. Glicksman, Dmitry Karshtedt, Mark A. Lemley & Joshua D. Sarnoff, Who is 
�Í�2�Ù�I�2���ô�X���:�X�Ù�i�������è�ô�à�Ù�Í�2�î�Ù�®���…�Ù�î�:�ô�\�Ù���e�Ù�a�Í�e�e�ô�X�à���Ù�æ�+�:���Ù���X�:�1�Ù�e���ô�Ù�´�Í�+�ô�ÙJournal on Regulation (February 18, 2021). 
24 Freytag v. Comm'r, 501 U.S. 868, 878 (1991) 
25 Jennifer Mascott, supra note 22 at 455. 
26 Jennifer Mascott, supra note 22 at 456. 
27 See, e.g., Edmond, 520 U.S. at 662 (acknowledging that military appellate judges exercise "significant 
authority"); Freytag v. Comm'r, 501 U.S. 868, 881�ó82 (1991) (holding that special trial judges of an Article I tax 
court are "Officers of the United States" based on the degree of authority they exercise); Buckley, 424 U.S. at 
138 (concluding that members of the Federal Election Commission exercised "significant authority"). 
28 Lucia, 138 S. Ct. at 2051 (citing United States v. Germaine, 99 U.S. 508, 511 (1879)); Buckley, 424 U.S. at 
126. 
29 Jennifer Mascott, supra note 22 at 460. 

https://scholar.google.com/scholar_case?case=1508365253681917692&q=Maghareh+v.+Azar&hl=en&as_sdt=20006
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�U�:�X�e���:�+���:�â�Ù�ü�����ý�Ù�e���ô�Ù�����2�Í�+���e�…�Ù�:���Ù�e���ô�Ù�:�������è���Í�+�
�\�Ù�Í�è�e���:�2�\�à�Ù�Í�2�î�Ù�ü�������ý�Ù�e���ô�Ù�î�ô���X�ô�ô�Ù�:���Ù�î���\�è�X�ô�e���:�2�Ù�e���ô�Ù�:�������è���Í�+�Ù
has in reaching her determinations.30 
 

In addition, the Department of Justice Office of Legal Counsel (OLC) has offered 
guidance to the executive branch, building on the significant authority standard. The OLC 
�è�:�2�è�+�j�î�ô�î�Ù�e���Í�e�Ù�e���ô�Ù���U�U�:���2�e�1�ô�2�e�\�Ù���+�Í�j�\�ô�Ù�Í�U�U�+���ô�\�Ù�e�:�Ù�Í�2�…�:�2�ô�Ù���:�+�î���2���Ù�Í�Ù�U�:�\���e���:�2�Ù�ü���ý�Ù�
�e�:�Ù�•hich 
has been delegated by legal authority a portion of the sovereign powers of the federal 
���:�}�ô�X�2�1�ô�2�e�Ù �
�Í�2�î�Ù �ü�����ý�Ù �
�•�����è���Ù ���\�Ù ���è�:�2�e���2�j���2���ß�
��31 The OLC further suggested that the key 
���2�î���è�Í�e���:�2�Ù�:���Ù�
�î�ô�+�ô���Í�e�ô�î�Ù�\�:�}�ô�X�ô�����2�Ù�Í�j�e���:�X���e�…���Ù���\�Ù�•���ô�2�Ù�Í�2�Ù�:�������è���Í�+�Ù�ô�„�ô�X�è���\�ô�\�Ù�
�U�:�•�ô�X�Ù�+�Í�•���j�+�+�…�Ù�Ù
conferred by the government to bind third parties, or the government itself, for the public 
�æ�ô�2�ô�����e�ß��32 

 
An appointee (1) to a position of employment (2) within the federal government (3) 

that carries significant authority pursuant to the laws of the United States is required to be 
an �
Officer of the United States.��33 Each of these three conditions is independent, and all 
three must be met for the position to be subject to the requirements of the Appointments 
Clause.34  

 
While an officer responsible only to the President for the exercise of significant 

discretion in decision making is probably a superior officer, an officer who is subject to 
control and removal by an officer other than the President should be deemed presumptively 
inferior.  In Edmond v. United States35, the Supreme Court explained that an inferior officer 
�1�j�\�e�Ù �æ�ô�Ù �
�î���X�ô�è�e�ô�î�Ù �Í�2�î�Ù �\�j�U�ô�X�}���\�ô�î�Ù �Í�e�Ù �\�:�1�ô�Ù �+�ô�}�ô�+�Ù �æ�…�Ùothers who were appointed by 
�„�X�ô�\���î�ô�2�e���Í�+�Ù�2�:�1���2�Í�e���:�2�Ù�•���e���Ù�e���ô�Ù�Í�î�}���è�ô�Ù�Í�2�î�Ù�è�:�2�\�ô�2�e�Ù�:���Ù�e���ô�Ù�‹�ô�2�Í�e�ô�ß��36  

 
�®���ô�e���ô�X�Ù �Í�Ù �U�:�\���e���:�2�Ù �•�:�j�+�î�Ù �æ�ô�Ù �è�:�2�\���î�ô�X�ô�î�Ù �Í�2�Ù �
���2���ô�X���:�X�Ù �:�������è�ô�X���Ù ���\�Ù �Í�Ù ���Í�è�e-intensive 

inquiry. As a result, courts have often been the arbiter of that question. While various facts 
and criteria have been considered in determining whether a position constitutes �Í�2�Ù�
���2���ô�X���:�X�Ù
�:�������è�ô�X�à���Ù�ô�„�Í�1�U�+�ô�\�Ù�:���Ù�
���2���ô�X���:�X�Ù�:�������è�ô�X�\���Ù���2�Ù�è�Í�\�ô�Ù�+�Í�•�Ù���2�è�+�j�î�ô�Ù�Í�Ù�è�+�ô�X�'�à�Ù�\�j�U�ô�X�}���\�:�X�Ù�:���Ù�ô�+�ô�è�e���:�2�à�Ù
administrative law judge with the Securities and Exchange Commission (SEC), 
administrative patent judge (APJ), special trial judge with the U.S. Tax Court, judge with the 

 
30 �‹�ô�ô�ß�“�j�è�'�ô�X�ß�}�å�ß���:�1�1���X, 676 F.3rd 1129. 1133 (D.C. Cir. 2012). 
31 Officers of the U.S.  Within the Meaning of the Appointments Clause, 31 Op. O.L.C. 73, 86-87 (2007). 
32 Id. 
33 United States v. Hartwell, 73 U.S. (6 Wall.) 385, 393 (1868).  See The Constitutional Separation of Powers 
Between the President and the Congress: Memorandum Opinion For The General Counsels of the Federal 
Government (May 7, 1996) 139 https://www.justice.gov/sites/default/files/olc/opinions/1996/05/31/op -olc-
v020-p0124_0.pdf   
34 OLC memo, supra note 33. 
35 520 U. S. 651 (1997) 
36 Id. at 663. 

https://www.justice.gov/sites/default/files/olc/opinions/1996/05/31/op-olc-v020-p0124_0.pdf
https://www.justice.gov/sites/default/files/olc/opinions/1996/05/31/op-olc-v020-p0124_0.pdf
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Coast Guard Court of Criminal Appeals, and independent counsel appointed under 
provisions of the Ethics and Government Act.37 

 
The Supreme Court in Lucia v. Securities & Exchange Commission held that the SEC's 

administrative law judges were inferior officers within the meaning of the Appointments 
Clause because they hold �
continuing office[s] established by law�� and exercise �
significant 
discretion when carrying out [...] important functions. ��38 

 
Thus, looking at the various elements, IC Directors almost certainly qualify as inferior 

officers within the scope of the appointments clause. By statute the IC directors hold 
positions that carry significant authority. The NIH�
�\ IC Directors are responsible for 
overseeing $45 billion39 in annual federal biomedical research funding.40 Each IC Director is 
responsible for making final extramural funding decisions.41 In deciding which applications 
to fund, the IC Directors choose applications from among those recommended for funding 
consideration by an advisory council.  As noted in the Buckley v. Valeo decision, determining 
the eligibility for federal funds is a significant authority.42 

 
While the IC Directors only fund projects recommended by their advisory councils 

and typically work within the paylines, ultimately, they have discretion to make final 
extramural funding decisions.43 ���\�Ù�2�:�e�ô�î�Ù���2�Ù�S�Q�Ù�˜�‹���Ù�Q�W�S�ü�æ�ý�ü�R�ý�Ù�Í�2�î�Ù�:�2�Ù�b�I�F�
�\�Ù�•�ô�æ�\���e�ô�á�Ù�
�“���ô�Ù�I���Ù
Director makes final funding decisions, with consideration of staff and Advisory 
���:�j�2�è���+�ï���:�Í�X�î�Ù�Í�î�}���è�ô�ß��44  

 
Along the same lines, NAS recognized the significant autonomy of IC Directors:   
 

Although the NIH director has considerable influence with 
Congress and the Administration with respect to the overall 
budget of each institute and center, he or she does not have 
strong formal authority with respect to the operation of the 

 
37 In re Hennen, 38 U.S. 230, 258 (1839); Ex parte Siebold, 100 U.S. 371, 398 (1879); Lucia v. SEC, 138 S.Ct. 
2044, 2051, fn. 3 (2018); U.S. v. Arthrex, 141 S.Ct. 1970, 1979-80 (2021); Freytag v. C.I.R., 501 U.S. 868, 882 
(1991); Edmond v. U.S., 520 U.S. 651, 666 (1997); Morrison v. Olson, 487 U.S. 654, 671 (1988). 
38 585 U.S. 237, 247 (2018) (quotations omitted). 
39 The amount of scientific funding that NIH spends annually. 
40 National Institutes of Health, Overview of FY 2024 Presidents Budget, 34; available at 
https://officeofbudget.od.nih.gov/pdfs/FY24/br/Overview%20of%20FY%202024%20Presidents%20Budget.p
df#page=39  
41 Id.  
42 Buckley v. Valeo, 424 U.S. 1, 140-41 (1976) (per curiam). 
43 Id. 
44 �b�Í�e�
�+ Inst. of Health, NIH Peer Review:Grants and Cooperative Agreements, 2; available at 
https://grants.nih.gov/grants/peerreview22713webv2.pdf. 

https://supreme.justia.com/cases/federal/us/38/230/
https://www.law.cornell.edu/supremecourt/text/100/371
https://www.law.cornell.edu/supremecourt/text/17-130
https://www.law.cornell.edu/supremecourt/text/17-130
https://www.law.cornell.edu/supremecourt/text/19-1434
https://www.law.cornell.edu/supremecourt/text/501/868
https://www.law.cornell.edu/supremecourt/text/501/868
https://www.law.cornell.edu/supct/html/96-262.ZO.html
https://www.law.cornell.edu/supremecourt/text/487/654
https://officeofbudget.od.nih.gov/pdfs/FY24/br/Overview%20of%20FY%202024%20Presidents%20Budget.pdf#page=39
https://officeofbudget.od.nih.gov/pdfs/FY24/br/Overview%20of%20FY%202024%20Presidents%20Budget.pdf#page=39
https://grants.nih.gov/grants/peerreview22713webv2.pdf
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institutes. Institute and center directors have considerable 
autonomy.45 
 

Other responsibilities also show how IC Directors qualify as inferior officers. They are 
�
���:�}�ô�X�2�1�ô�2�e�Ù �:�������è���Í�+�\�Ù �X�ô�\�U�:�2�\���æ�+�ô�Ù ���:�X�Ù ���Í�è���+���e�Í�e���2���Ù �e���ô�Ù �U�Í�…�1�ô�2�e�Ù �:���Ù ���ô�î�ô�X�Í�+�Ù ���j�2�î�\���Ù �•�����è���Ù
seems to be the kind of duty that qualifies for Article II officer status.46 The IC Directors�
 
involvement with government contracts facilitates public spending or ensures compliance 
with legal guidelines.  These duties would also seem to fit within the original meaning of 
�
�:�������è�ô�X���Ù�Í�\�Ù�\�:�1�ô�:�2�ô�Ù�•���e���Ù�e���ô�Ù�X�ô�\�U�:�2�\���æ���+���e�…�Ù�e�:�Ù�è�Í�X�X�…�Ù�:�j�e�Ù�Í�Ù�\�e�Í�e�j�e�:�X�…�Ù�X�ô�W�j���X�ô�1�ô�2�e�ß47 

 
IC Directors should also be deemed to be inferior officers because they are 

removable at will by the HHS Secretary or the NIH Director. 42 USC § 284(a)(2)(E) preserves 
the authority of the Secretary or the NIH Director to terminate IC Directors. The �b�I�F�
�\�Ù�+�ô���Í�+�Ù
authorities and practice suggest that the NIH IC directors control enormous budgets with 
great discretion but can be terminated by a superior executive officer. Thus, the NIH IC 
Directors would seem to meet the requirements of an inferior officer of the U.S., who can 
only be appointed by the President or the HHS Secretary under the Appointments Clause. It 
is apparent they are inferior officers because they exercise significant authority but are 
subject to removal without cause by the NIH Director, who is a superior officer appointed by 
the President, subject to Senate confirmation.  

 
It also seems clear that the NIH �"���X�ô�è�e�:�X�Ù �è�:�j�+�î�Ù �2�:�e�Ù �æ�ô�Ù �è�:�2�\���î�ô�X�ô�î�Ù �Í�Ù ���ô�Í�î�Ù �:���Ù �
�Í�Ù

�î�ô�U�Í�X�e�1�ô�2�e���Ù�j�2�î�ô�X�Ù�e���ô�Ù���U�U�:���2�e�1�ô�2�e�\�Ù���+�Í�j�\�ô�ß48 As noted by Appointments Clause scholar 
�V�ô�2�2�����ô�X�Ù�a�Í�\�è�:�e�e�à�Ù�
���j���2�î�ô�X�Ù�e���ô�Ù�‹�j�U�X�ô�1�ô�Ù���:�j�X�e�
�\�Ù�Í�î�:�U�e���:�2�Ù�:���Ù�e���ô�Ù�Í�U�U�Í�X�ô�2�e�Ù�:�X�������2�Í�+�Ù�1�ô�Í�2���2���Ù
�:���Ù�e���ô�Ù�U���X�Í�\�ô�Ù���F�ô�Í�î�Ù�:���Ù�"�ô�U�Í�X�e�1�ô�2�e�
�Ù���2�ÙFree Enterprise Fund�à�Ù�Í�Ù�î�ô�U�Í�X�e�1�ô�2�e�Ù���\�Ù���Í�Ù���X�ô�ô�\�e�Í�2�î���2���Ù
component of the Executive Branch, not subordinate to or contained within any other such 
�è�:�1�U�:�2�ô�2�e�ß���Ù�I�2�Ù�è�:�2�e�X�Í�\�e�à�Ù�e���ô�Ù�b�I�F�Ù���\�Ù�è�:�2�e�Í���2�ô�î�Ù�•���e�����2�ÙHHS; the NIH Director reports to the 
Secretary of HHS. Therefore, appointment by the NIH Director is insufficient for Article II 
compliance insofar as the appointed official is an inferior officer as opposed to a non-Article 
II employee.49 

 
45 Id. 
46 Jennifer Mascott, supra note 22 at 557. 
47 Id. 
48 See, Free Enterprise Fund v. Public Co. Accounting Oversight Bd., 561 U.S. 477, 510-511 (2010) (Securities 
�Í�2�î�Ù�(�„�è���Í�2���ô�Ù���:�1�1���\�\���:�2�Ù�è�:�2�\�e���e�j�e�ô�î�Ù�Í�Ù�
�î�ô�U�Í�X�e�1�ô�2�e���Ù���:�X�Ù�U�j�X�U�:�\�ô�\�Ù�:���Ù���U�U�:���2�e�1�ô�2�e�\�Ù���+�Í�j�\�ô�Ù�æ�ô�è�Í�j�\�ô�Ù���e�Ù���\�Ù�Í�Ù
freestanding component of the Executive Branch, not subordinate to or contained within any other such 
component). 
49 �“�����\�Ù�î���\�è�j�\�\���:�2�Ù���\�Ù�1�:�î�ô�+�ô�î�Ù���X�:�1�Ù�„�X�:���ô�\�\�:�X�Ù�a�Í�\�è�:�e�e�
�\�Ù�î���\�è�j�\�\���:�2�Ù�Í�æ�:�j�e�Ù�e���ô�Ù�>�ô�î�ô�X�Í�+�Ù�(�1�ô�X���ô�2�è�…�Ù
Management Agency (FEMA) Administrator lacking Article II appointment authority since FEMA is contained 
within the Department of Homeland Security and the FEMA Administrator reports to the Secretary of 
Homeland Security.  Jennifer Mascott, supra note 22 at 546-547. See also Angela C. Erickson and Thomas 
Berry, But Who Rules the Rulemakers? A Study of Illegally Issued Regulations at HHS, 24 (Pacific Legal 
Foundation) (April 29, 2019) �ü���b�:�X�Ù�è�:�j�+�î�Ù�Í�2�…�Ù�Í�U�U�:���2�e�1�ô�2�e�Ù�æ�…�Ù�\�:�1�ô�:�2�ô�Ù�æ�ô�+�:�•�Ù�e���ô�Ù�F�F�‹�Ù�\�ô�è�X�ô�e�Í�X�…�Ù�\�Í�e���\���…�Ù�e���ô�Ù
Constitution; the Appointments Clause does not allow Congress to confer authority to appoint inferior 
�:�������è�ô�X�\�Ù�:�2�Ù�æ�j�X�ô�Í�j�Ù�:�X�Ù�:�e���ô�X�Ù�\�j�æ�Í���ô�2�è�…�Ù���ô�Í�î�\�ß���ý�ß 
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Further, a���e�ô�X�Ù�e���ô�Ù�‹�j�U�X�ô�1�ô�Ù���:�j�X�e�
�\�Ù�î�ô�è���\���:�2�Ù���2�ÙLucia in 2018, the Appointment Clause 

power committed to a cabinet secretary is unlikely to be found delegable.50  As noted by the 
U.S. Court of Appeals for the Ninth Circuit, �
�[�j�è���Í�Ù�•�Í�\�Ù�Í�Ù�•�Í�e�ô�X�\���ô�î�Ù�î�ô�è���\���:�2�Ù�e���Í�e�Ù�è�X�ô�Í�e�ô�î�Ù
�2�ô�•�Ù ���\�\�j�ô�\�Ù �Í�2�î�Ù �W�j�ô�\�e���:�2�\�Ù ���:�X�Ù ���ô�î�ô�X�Í�+�Ù �Í���ô�2�è���ô�\���Ù �X�ô�+�Í�e�ô�î�Ù �e�:�Ù �e���ô�Ù ���U�U�:���2�e�1�ô�2�e�\�Ù ���+�Í�j�\�ô�ß51�Ù�Ù
�“���ô�X�ô���:�X�ô�à�Ù �ô�}�ô�2�Ù �����Ù �F�F�‹�Ù �ô�}�ô�2�e�j�Í�+�+�…�Ù �U�X�:�î�j�è�ô�\�Ù �Í�Ù �î�:�è�j�1�ô�2�e�Ù �•���ô�X�ô�Ù �‹�ô�è�X�ô�e�Í�X�…�ÙBecerra ���\�Ù
�U�j�X�U�:�X�e�ô�î�Ù �e�:�Ù ���Í�}�ô�Ù�î�ô�+�ô���Í�e�ô�î�Ù �����\�Ù ���U�U�:���2�e�1�ô�2�e�\�Ù ���+�Í�j�\�ô�Ù�Í�j�e���:�X���e�…�Ù�e�:�Ù �e���ô�Ù�b�I�F�Ù �"���X�ô�è�e�:�X�à�Ù���e�Ù���\�Ù
�j�2�+���'�ô�+�…�Ù�e�:�Ù�æ�ô�Ù�+�ô���Í�+�+�…�Ù�ô�¯�ô�è�e���}�ô�ß   

 
Delegability of appointment authority by the Head of a Department is an open 

question.  However, the Congressional Research Service in a legal memorandum, included 
as Appendix II in this report, details the case law background and concludes the weight of 
authority leans toward non-delegability of the Appointments Clause power by the Head of a 
Department.  Moreover, the HHS Office of General Counsel during the Trump administration 
took the position that the appointment power was not delegable.52  Even during the current 
administration there is a recognition that the Appointments Clause power is not delegable.  
For example, the Secretary of the Department of Housing and Urban Development (HUD) 
delegated authority to the Deputy Secretary but expressly reserved the authority to appoint 
inferior officers within the meaning of the Appointments Clause.53   

 
Finally, to the extent that HHS is arguing that the �
�Í�è�e���2���Ù�e���X�:�j�������Ù�+�Í�2���j�Í���ô�Ù���2�Ù�e���ô 

Cures Act should be interpreted as Congress delegating the appointment power of the HHS 
Secretary to the NIH Director, then such an interpretation raises a constitutional issue, and 
suggests that HHS lawyers are reading a statute to exclude �e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù �Í�j�e���:�X���e�…�à�Ù�Í�2�Ù
absurd result since HHS lawyers are expected to advocate for the authority of the Secretary.  
���:�2���X�ô�\�\�
s authority relating to political appointees is cabined by the Appointments, 

 
50 Lucia v. SEC, 585 U.S. 237, 244�ó45 �ü�Q�O�P�W�ý�Ù�ü�\�e�Í�e���2���Ù�e���Í�e�Ù�e���ô�Ù�
���U�U�:���2�e�1�ô�2�e�\�Ù���+�Í�j�\�ô�Ù�U�X�ô�\�è�X���æ�ô�\�Ù�e���ô�Ù�ô�„�è�+�j�\���}�ô�Ù
�1�ô�Í�2�\�Ù�:���Ù�Í�U�U�:���2�e���2���Ù���i�������è�ô�X�\�à�
���Ù�Í�2�î�Ù�e���Í�e�Ù�
���:���2�+�…�Ù�e���ô�Ù�„�X�ô�\���î�ô�2�e�à�Ù�Í�Ù�è�:�j�X�e�Ù�:���Ù�+�Í�•�à�Ù�:�X�Ù�Í�Ù���ô�Í�î�Ù�:���Ù�î�ô�U�Í�X�e�1�ô�2�e�Ù�è�Í�2�Ù�î�:�Ù
�\�:���ý�ß�ÙJones Brothers, Inc. v. Secretary of Labor, 898 F.3d 669, 679 (6th Cir. 2018) (reasoning that the Mine 
���:�1�1���\�\���:�2�Ù�
���1�U�ô�X�1���\�\���æ�+�…�Ù�î�ô�+�ô���Í�e�ô�î���Ù�e���ô�Ù�U�:�•�ô�X�Ù�e�:�Ù�Í�U�U�:���2�e�Ù���[�V�\�Ù�e�:�Ù�e���ô�Ù�������ô���Ù���[�V�ý�â�Ù�ÙSee also United States 
v. Carpenter�à�Ù�R�V�Ù�a�ß�V�ß�Ù�Q�X�P�à�Ù�Q�X�S�Ù�ü���ß�a�ß���ß�Ù�P�X�X�R�ý�Ù�ü�X�ô�Í�\�:�2���2���Ù�e���Í�e�Ù�î�ô�+�ô���Í�e���:�2�Ù�:���Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�Ù�:���Ù�“�X�Í�2�\�U�:�X�e�Í�e���:�2�
�\�Ù
�Í�U�U�:���2�e�1�ô�2�e�Ù�U�:�•�ô�X�Ù�e�:�Ù�Í�Ù�\�j�æ�:�X�î���2�Í�e�ô�Ù�:�������è���Í�+�Ù�
�•�:�j�+�î�Ù�}���:�+�Í�e�ô�Ù�e���ô�Ù���U�U�:���2�e�1�ô�2�e�\�Ù���+�Í�j�\�ô���Ù�Í�2�î�Ù�æ�ô�Ù�
���2�è�:�2�\���\�e�ô�2�e�Ù
with the intent of the framers of the Constitution to �U�X�ô�}�ô�2�e�Ù���e���ô�Ù�î�������j�\���:�2�Ù�:���Ù�e���ô�Ù�Í�U�U�:���2�e�1�ô�2�e�Ù�U�:�•�ô�X�
���Ù
(quoting �>�X�ô�…�e�Í���ß�}�å�ß���:�1�1���X, 501 U.S. 868, 878 (1991))), cert. granted, judgment vacated, 515 U.S. 1138 (1995) 
�ü�}�Í�è�Í�e���2���Ù�e���ô�Ù���:�j�X�e�Ù�:���Ù�a���+���e�Í�X�…�Ù���U�U�ô�Í�+�\�
�Ù�î�ô�è���\���:�2�Ù���2�Ù�+�������e�Ù�:���ÙRyder v. United States, which rejected the 
application of de facto validity in the context of an invalid appointment of a civilian judge serving on a military 
court).   
51 Cody v. Kijikazi, 48 F.4th 956 (9th Cir., 2022). 
52 CBS News, Billions in NIH grants jeopardized by appointments snafu, Republicans say (July 10, 2023), 
https://www.cbsnews.com/news/hhs -national-institutes-of-health-appointments-house-republicans/ ("The 
Secretary cannot delegate his or her constitutional authority to appoint inferior officers. It is my 
understanding that prior administrations of both parties zealously guarded the appointments process and 
took care to ensure that inferior officers were properly appointed," said the former senior official, who 
previously served in the Bush, Reagan and Trump administrations.) 
53 88 Federal Register 41654 (June 27, 2023), https://www.govinfo.gov/content/pkg/FR-2023-06-27/pdf/2023-
13584.pdf 

https://urldefense.com/v3/__https:/scholar.google.com/scholar_case?case=8914279883364958784&q=lucia*v*sec&hl=en&as_sdt=20006__;Kys!!Bg5easoyC-OII2vlEqY8mTBrtW-N4OJKAQ!OnKVylHg2ceJa4aZUM5RsqC-MBDGapQhHVjw2Qvixfwv-4cEkUKF-nY9hXTNWaGWmFMSJ-lwc7rNY7mlnB-x-H6fKlAHSw$
https://urldefense.com/v3/__https:/scholar.google.com/scholar_case?case=8914279883364958784&q=lucia*v*sec&hl=en&as_sdt=20006*p2051__;Kysj!!Bg5easoyC-OII2vlEqY8mTBrtW-N4OJKAQ!OnKVylHg2ceJa4aZUM5RsqC-MBDGapQhHVjw2Qvixfwv-4cEkUKF-nY9hXTNWaGWmFMSJ-lwc7rNY7mlnB-x-H6uRxIXrw$
https://urldefense.com/v3/__https:/scholar.google.com/scholar_case?case=2191342123927027384&q=898*f.3d*669&hl=en&as_sdt=20006__;Kys!!Bg5easoyC-OII2vlEqY8mTBrtW-N4OJKAQ!NDBMYjJhUWllDSt_CNRPDZtBdmG4DQtuj2AuFcJJd2atby2zNrmpXD1rG9wFcLTBkdsxIlwldVbRNxtDIWJxgs9r0GO81A$
https://urldefense.com/v3/__https:/scholar.google.com/scholar_case?case=2191342123927027384&q=898*F.3d*669&hl=en&as_sdt=20006*p679__;Kysj!!Bg5easoyC-OII2vlEqY8mTBrtW-N4OJKAQ!NDBMYjJhUWllDSt_CNRPDZtBdmG4DQtuj2AuFcJJd2atby2zNrmpXD1rG9wFcLTBkdsxIlwldVbRNxtDIWJxgs8rJlzq1Q$
https://urldefense.com/v3/__https:/scholar.google.com/scholar_case?case=1508365253681917692&q=freytag*v*commissioner&hl=en&as_sdt=20006__;Kys!!Bg5easoyC-OII2vlEqY8mTBrtW-N4OJKAQ!OnKVylHg2ceJa4aZUM5RsqC-MBDGapQhHVjw2Qvixfwv-4cEkUKF-nY9hXTNWaGWmFMSJ-lwc7rNY7mlnB-x-H7CIsUOLQ$
https://urldefense.com/v3/__https:/scholar.google.com/scholar_case?case=1508365253681917692&q=freytag*v*commissioner&hl=en&as_sdt=20006*p878__;Kysj!!Bg5easoyC-OII2vlEqY8mTBrtW-N4OJKAQ!OnKVylHg2ceJa4aZUM5RsqC-MBDGapQhHVjw2Qvixfwv-4cEkUKF-nY9hXTNWaGWmFMSJ-lwc7rNY7mlnB-x-H7iKV8Otg$
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Executive Power, and Take Care Clauses of the Constitution.54  Thus, Congress cannot 
delegate authority within HHS to the exclusion of the Secretary.  Courts would be expected 
to construe this language to avoid the Constitutional issues and require the appointment 
authority to be retained by the Secretary of the Department.   

 
Thus, the IC Director exercises significant authority, with discretion and finality of 

action, satisfying key elements that courts evaluate to determine whether an official is an 
Article II officer. 

 
B. 21st Century Cures Act Statutory Appointment  

 
With respect to appointments of IC directors, the Health Research Extension Act of 

1985 and the NIH Reform Act of 2006 required appointment by the HHS Secretary alone: 
�
The Director of the National Cancer Institute shall be appointed by the President and the 
Directors of the other national research institutes shall be appointed by the Secretary. Each 
Director of a national research ���2�\�e���e�j�e�ô�Ù�\���Í�+�+�Ù�X�ô�U�:�X�e�Ù�î���X�ô�è�e�+�…�Ù�e�:�Ù�e���ô�Ù�"���X�ô�è�e�:�X�Ù�:���Ù�b�I�F�ß��55  

 
On December 16, 2016, President Obama signed into law the 21st Century Cures Act 

following its passage with bipartisan support in Congress.56 It should be noted that early 
drafts of this provision would have provided the Director of the NIH to have sole appointment 
authority for the Directors of NIH Institutes and Centers, a departure from the statutory 
requirement and practice of the HHS Secretary being the approving official.57  However, the 
final draft of the 21st Century Cures Act as enacted rejected this change and maintained the 
practice of the NIH Director being a recommending official.58 Section 2033 of the Act, titled 
�
�I�2�è�X�ô�Í�\���2���Ù���è�è�:�j�2�e�Í�æ���+���e�…�Ù�Í�e�Ù�e���ô�Ù�b�Í�e���:�2�Í�+�Ù�I�2�\�e���e�j�e�ô�\�Ù�:���Ù�F�ô�Í�+�e�����Ù�X�ô�W�j���X�ô�\�Ù�I���Ù�"���X�ô�è�e�:�X�\�à�Ù�ô�„�è�ô�U�e�Ù
for the Director of the National Cancer Institute, be appointed by the Secretary of HHS: 

 
[T]he Directors of the other national research institutes and 
national centers shall be appointed by the Secretary, acting 
through the Director of National Institutes of Health. Each 

 
54 U.S. Department of Justice, 12 Opinions of the Office of Legal Counsel, Memorandum for the Honorable 
���ß���ß�Ù���j�+�}�Í���:�j�\�ô�à�Ù���:�2�e���2�j���2���Ù�‡�ô�\�:�+�j�e���:�2�Ù�„�X�:�}���\���:�2�Ù�[���1���e���2���Ù�e���ô�Ù�„�X�ô�\���î�ô�2�e�
�\�Ù���æ���+���e�…�Ù�e�:�Ù�‹�j�U�ô�X�}���\�ô�Ù���I�"�‹-Related 
Activities of Centers of Disease Control 58 (March 11, 1988). 
55 United States Code Annotated �ó 2006, 42 U.S.C. §284.  
56 21st Century Cures Act, Pub. L. 114�ó255, 130 Stat. 1033 (2016). 
57  See Rept. 114-190 Part 1, Report of the Committee on Energy and Commerce, House of Representatives, 
To Accompany H.R. 6, July 7, 2015 (online at https://www.congress.gov/114/crpt/hrpt190/CRPT-
114hrpt190.pdf), at 106. 
58 21st Century Cures Act, Pub. L. No. 114-255, § 2033; �
The Director of the National Cancer Institute shall be 
appointed by the President, and the Directors of the other national research institutes and national centers 
shall be appointed by the Secretary, acting through the Director of National Institutes of Health.���Ù 
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Director of a national research institute or national center shall 
report directly to the Director of National Institutes of Health.59  

 
The �
�Í�è�e���2���Ù�e���X�:�j�����Ù�e���ô�Ù�"���X�ô�è�e�:�X�Ù�:���Ù�b�Í�e���:�2�Í�+�Ù�I�2�\�e���e�j�e�ô�\�Ù�:���Ù�F�ô�Í�+�e�����Ùlanguage reflected 

the interest in the optics of enhancing the NIH Director in relation to the IC Directors while 
�1�Í���2�e�Í���2���2���Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù�����2�Í�+�Ù�Í�U�U�X�:�}�Í�+�Ù�•���e���Ù�Í�Ù�X�ô�è�:���2���e���:�2�Ù�e���Í�e�Ù�e���ô�Ù�b�I�F�Ù�"���X�ô�è�e�:�X�Ù�1�Í�2�Í���ô�î�Ù
the personnel process and made the recommendation. 
 

 The 21st Century Cures Act, the 2006 NIH Reform Act, and the Health Research 
Extension Act of 1985 all codified the appointment of IC Directors by the Secretary of HHS.  
Significantly, �e���ô�Ù�F�:�j�\�ô�Ù�‡�ô�U�:�X�e�Ù���:�X�Ù�e���ô�Ù�P�X�W�T�Ù���è�e�Ù�\�e�Í�e�ô�î�Ù�e���Í�e�Ù�e���ô�Ù�
�U�X�:�U�:�\�Í�+�Ù�X�ô���+�ô�è�e�\�Ù�2�:�Ù�è���Í�2���ô�Ù
���X�:�1�Ù�ô�„���\�e���2���Ù�\�e�Í�e�j�e�ô�Ù�:�X�Ù�Í�î�1���2���\�e�X�Í�e���}�ô�Ù�U�X�Í�è�e���è�ô�Ù�X�ô�\�U�ô�è�e���2���Ù�e���ô�\�ô�Ù�Í�U�U�:���2�e�1�ô�2�e�\�ß��60   In past 
administrations, the Secretary approved the appointments or reappointments of IC 
Directors because their positions were considered senior executive positions of importance 
to the HHS Secretary if not inferior officer positions.61 When section 2033 of the 21st Century 
Cures Act became law, it expanded the authorities associated with the appointment 
requirement and set a term limit of five years. The NIH Director serves as only the 
recommending official, as HHS confirmed in a May 5, 2023, letter to the Committee.  

 
C. Public Health Service Act Title 42 Special Consultant Appointment  

 
In 1999, HHS Office of General Counsel reinterpreted  a 55-year old provision in the 

Public Health Service Act to give HHS and its public health agencies, including the NIH, the 
�î���\�è�X�ô�e���:�2�Ù�e�:�Ù�è�:�1�U�ô�2�\�Í�e�ô�Ù�\�è���ô�2�e���\�e�\�à�Ù�î�:�è�e�:�X�\�à�Ù�Í�2�î�Ù�:�e���ô�X�Ù�ô�„�U�ô�X�e�\�Ù�Í�\�Ù�
�\�U�ô�è���Í�+�Ù�è�:�2�\�j�+�e�Í�2�e�\���Ù
�e���Í�e�Ù�U�Í�…�Ù�
�Í�e�Ù�X�Í�e�ô�\�Ù�Í�æ�:�}�ô�Ù�e���:�\�ô�Ù�Í�+�+�:�•�ô�î�Ù�j�2�î�ô�X�Ù�:�e���ô�X�Ù���ô�î�ô�X�Í�+�Ù���:�}�ô�X�2�1�ô�2�e�Ù�U�Í�…�Ù�\�…�\�e�ô�1�\�ß��62 This 
special consultant status is frequently referred to as a Title 42 appointment, in reference to 
the United States Code Section for public health.63 The text of the special consultant 
appointment is codified at 42 U.S.C. § 209(f): 
 

In accordance with regulations, special consultants may be 
employed to assist and advise in the operations of the Service. 
Such consultants may be appointed without regard to the civil-
service laws. 

 
59 Id. at § 2033, 130 Stat. at 1057. 
60 The Health Research Extension Act of 1985, House Report 99-158, 24-25. (June 4, 1985).  
61 Catherine Herridge, Alexander Tin, Billions in NIH grants could be jeopardized by appointments snafu, 
Republicans say, CBS News (July 10, 2023);  https://www.cbsnews.com/news/hhs -national-institutes-of-
health-appointments-house-republicans/  
62 42 U.S.C.§ 209(f) & (g). 
63 While outside the scope of this report and not directly ruled upon by any court to date, Committee staff 
believe that Title 42 appointments may be a fact that weighs in favor of a federal official qualifying as an 
Inferior Officer of the United States, particularly when coupled with significant regulatory responsibilities. 

https://www.cbsnews.com/news/hhs-national-institutes-of-health-appointments-house-republicans/
https://www.cbsnews.com/news/hhs-national-institutes-of-health-appointments-house-republicans/
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Title 42 special consultant appointments were created in 1937 to allow the National 

Cancer Institute to �
�\�ô�è�j�X�ô�Ù�����X�:�1�Ù�e���1�ô to time and for such periods as may be advisable, the 
assistance of experts, scholars, and consultants from the United States or abroad who are 
learned and experienced in the �U�X�:�æ�+�ô�1�\�
�Ù �X�ô�+�Í�e�ô�î�Ù �e�:�Ù �e���ô�Ù �X�ô�\�ô�Í�X�è���Ù �Í�2�î�Ù �e�X�ô�Í�e�1�ô�2�e�Ù �:���Ù
�è�Í�2�è�ô�X�ß��64  This authority was expanded to all branches of the Public Health Service in 
1944.65  

 
Under the reinterpreted §209(f) provision, HHS stood up an alternative pay system for 

the NIH and other HHS agencies to compensate scientific leaders and senior scientists at 
significantly higher levels than under pay systems in the federal civil service.  Under this 
hiring authority, federal scientists at HHS agencies converted from their civil service 
positions to excepted service under Title 42 USC §209(f), with the trade-off of possible loss 
of some civil service protection. That said, throughout oversight of the Title 42 pay system 
conducted by the Committee and the non-partisan Government Accountability Office 
(GAO), there is no indication that HHS ever evaluated the question of whether 209(f) could 
be used for IC Directors over the explicit 42 USC §284 appointment authority.  Unlike other 
HHS scientists getting Title 42 special pay, the IC Directors exist under different 
circumstances.  Prior to the establishment of the Title 42 pay system and after the Title 42 
pay system was implemented, Congress enacted a separate appointment authority for IC 
Directors in another section of the Public Health Service Act (Section 405 in the Act, Section 
284 in the U.S. Code). This is a separate and independent appointment authority.  
Notwithstanding the existence of the Title 42 special pay program and its presumed 
knowledge about it, Congress established a separate appointment authority for the IC 
Directors, in both the NIH Reform Act of 2006 and the Cures Act in 2016, not in §209(f). 
Moreover, the positions and the functions of the IC Directors are specified in the federal 
statute, indicative of federal officer status.  Because they exercise significant authorities 
and are likely to be considered inferior officers with their own appointment provision, the IC 
Directors do not appear to be eligible for §209(f) appointments as special consultants. They 
are 42 USC §284 appointees. 

 
However, HHS has erroneously used the §209(f) appointment authority for the IC 

Directors in order to boost their pay. �I�2�Ù�U�X�Í�è�e���è�ô�à�Ù���:�X�1�ô�X�Ù�b�I���I�"�Ù�"���X�ô�è�e�:�X�Ù���2�e���:�2�…�Ù�>�Í�j�è���
�\ Title 
42 USC §209(f) appointment permitted him to make an annual salary of more than $480,000 
at his position as NIAID Director, when otherwise he would be limited to a maximum salary 
of $203,700 under the 2022 SES pay schedule.66 According to the GAO, the NIH utilizes Title 

 
64 2012 GAO memo E&C staff (on file with Committee) 
65 Id. 
66 Diana Glebova, �>�Í�j�è�����\�ß�b�ô�e�ß�®�:�X�e���ß�b�ô�Í�X�+�…�ß�"�:�j�æ�+�ô�î�ß�î�j�X���2���ßPandemic�à�Ù�b�Í�e�
�+�Ù�‡�ô�}���ô�•�Ù�üSep. 30, 2022); available 
at https://www.nationalreview.com/news/faucis -net-worth-nearly-doubled-during-pandemic/.  

https://www.nationalreview.com/news/faucis-net-worth-nearly-doubled-during-pandemic/
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42 appointments far more than any other HHS component with 4,879 Title 42 appointees.67 
The Centers for Disease Control and Prevention (CDC) is the next largest user with 929 Title 
42 employees. Outside of HHS, only the Environmental Protection Agency (EPA) has Title 42 
appointment authority.68  

 
The Title 42 USC §209(f) appointment process is set out by HHS regulations and 

guidance. The authority to make Title 42 appointments and set the qualifications for 
appointment is vested with the HHS Secretary.69 The Secretary is allowed by statute to 
delegate aspects of the appointment process and has, in fact, delegated this authority to 
the NIH Director as it relates to NIH personnel with annual salaries below $275,000.70 
�F�:�•�ô�}�ô�X�à�Ù�
�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�… [�ã] retains approval authority for �Í�U�U�:���2�e�1�ô�2�e�\�ß��71 As such, Dr. 
Fauci and others�
�Ù�“���e�+�ô�Ù�S�Q�Ù�Í�U�U�:���2�e�1�ô�2�e�\�Ù���Í�î�Ù�e�:�Ù�æ�ô�Ù�1�Í�î�ô�Ù�æ�…�Ù�‹�ô�è�X�ô�e�Í�X�…�Ù���ô�è�ô�X�X�Í�à�Ù�2�:�e�Ù�e���ô�Ù�b�I�F�Ù
Director or one of his designees. Title 42 appointments have no set term but last a maximum 
of five years. Title 42 appointments can be renewed an unlimited number of times via 
reappointments.72   

 
Paperwork from HHS in support of the reappointments, known as SF-50 forms, adds 

confusion to the legal picture. The SF-50 form states that the legal authority for the 
conversion into the Title 42 pay system is 42 U.S.C. 209(f). However, the 21st Century Cures 
Act explicitly made the appointments and reappointments of IC Directors pursuant to 42 
USC §284. This meant that Congress removed the IC directors from 42 USC §209(f) 
appointment and hiring authority.  It is unclear how the IC Directors would continue to 
receive §209(f) salaries as appointees or reappointees under §284. 
 
 During this investigation HHS has produced two human resources forms related to 
Title 42 appointments or reappointments of IC Directors.  
 

The first is the HHS Form 820 �e���e�+�ô�î�Ù�
�(�„�ô�è�j�e���}�ô�Ù�‹�ô�+�ô�è�e���:�2�Ù�Í�2�î�Ù�„�Í�…�Ù�‹�ô�e�e���2���Ù�‡�ô�W�j�ô�\�e.��73 
The HHS Form 820 is used by HHS Operational Divisions, including the NIH, �
���:�X�Ù �Í�+�+�Ù
executive personnel actions requiring Departmental �Í�U�U�X�:�}�Í�+�� i.e., those hiring decisions 
that require the Secretary�
�\ approval. In the case of IC Directors, the NIH Director, as the 
head of the relevant Operational Division, signs as the concurring official. The HHS 820 also 
provides a brief justification for requested the personnel action. At the Departmental level, 

 
67 https://www.gao.gov/assets/gao-12-692.pdf; https://www.federalpay.org/ses/2022  
68 https://www.gao.gov/assets/gao-12-692.pdf  
69 42 C.R.F.§ 22.3 & 42 C.F.R. § 61.33. 
70 HHS Personnel Instruction 42-1 (2015). 
71 National Academies of Science, Engineering, and Medicine, Enhancing the Vitality of the National Institutes 
of Health: Organizational Change to Meet New Challenges 112 (2003). 
72 GAO, supra, note 48. 
73 HHS Form 820 example 

https://www.gao.gov/assets/gao-12-692.pdf
https://www.gao.gov/assets/gao-12-692.pdf
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the Assistant Secretary for Administration approves the request with the Secretary serving 
as the final approving official. As noted in an attachment to the HHS May 5, 2023, letter to 
the Committee, the HHS 820 form is used for processing the appointments of new IC 
Directors.  However, the HHS letter was silent about the use of the HHS 820 form for 
reappointments.  Regarding the reappointments of IC Directors in late 2023 and early 2024, 
HHS produced the Secretary�
s affidavits �:���Ù�
�Í�U�U�:���2�e�1�ô�2�e�� (for reappointments) along with 
HHS 820 forms processed for their initial appointments in 2018.  HHS did not include an 
updated HHS 820 form or an updated SF-50 form (discussed in the next paragraph) for each 
of these reappointments. Thus, under the HHS process, the paperwork for these 
reappointments is deficient because there is no documentation for the renewed 
conversions of these IC directors into the Title 42 pay system. The reappointment 
documentation for the other reappointments included current SF-50 forms. 
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The second human resources form produced to the Committee is known by its OPM 
�î�ô�\�����2�Í�e���:�2�Ù�Í�\�Ù�
�‹�e�Í�2�î�Í�X�î�Ù�>�:�X�1�Ù�T�O�Ù�ü�‹�>-�T�O�ý���Ù�Í�2�î�Ù�e���e�+�ô�î�Ù�
�b�:�e�������è�Í�e���:�2�Ù�:���Ù�„�ô�X�\�:�2�2�ô�+�Ù���è�e���:�2.�� The 
SF-50 is a federal government wide form used to process personnel actions. In the context 
of this investigation, the SF-50 is used to process the Title 42 U.S.C. §209(f) special 
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consultant pay component that was included with the �‹�ô�è�X�ô�e�Í�X�…�
�\�Ù �Í�U�U�:���2�e�1�ô�2�e�Ù�:���Ù �Í�2�Ù�I���Ù
Director to the position. Importantly, the SF-50 is not the document used to make the 
appointment to the IC director position; that is the role of the HHS Form 820. The SF-50 is 
the form used after the appointment to make the necessary payroll adjustments and set the 
next five-year Title 42 appointment end date. Note that block 5B of the SF-50 refers to 42 
USC §209(f) as the legal authority for the appointment, not 42 USC §284. 
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III. 
�F�F�‹�
�\�Ù���:�2���+���è�e���2���Ù�(�„�U�+�Í�2�Í�e���:�2�\�Ù�:���Ù�b�I�F�Ù�I���Ù�"���X�ô�è�e�:�X�Ù���U�U�:���2�e�1�ô�2�e�\ 

 
HHS and the NIH have provided at least four different answers explaining how the IC 

Directors in question were appointed. These different explanations are detailed in the 
following discussion. This course of conduct suggests that, throughout this investigation, 
Secretary Becerra and HHS personnel have �è���Í�2���ô�î�Ù�e���ô�Ù�"�ô�U�Í�X�e�1�ô�2�e�
�\�Ù�U�:�\���e���:�2�Ù�:�2�Ù�æ�:�e���Ù�•���:�Ù
appoints IC Directors and how the process for appointing the 14 IC Directors occurred to fit 
the available human resources documentation dating to before December 12, 2021.  

 
HHS�
�\ evasive and evolving responses appear to be intended to shield Secretary 

Becerra from accountability for failing to correctly effectuate the reappointments of the IC 
Directors in December of 2021. In the course of attempting to cover-up Secretary Becerra�
�\�Ù
failure to timely reappoint the IC Directors, HHS leadership and legislative affairs employees 
made inconsistent and misleading statements to the Committee.  
 
First Version  of Events: April 2022 to March 2023 
  
HHS Refers the Reappointment Issue to the NIH, and the NIH Misleads the Committee  
 

In the first phase �:���Ù �F�F�‹�
�\�Ù �X�ô�\�U�:�2�\�ô�à Republican Committee leaders were in the 
minority without the power to issue a subpoena. Initially, HHS referred the inquiry to the NIH, 
and the NIH misled the Republican leaders by producing a chart showing that the NIH 
Director made the reappointments of the 14 IC Directors on December 12, 2021. Given that 
�F�F�‹�Ù���Í�\�Ù�è�:�1�1�Í�2�î�ô�ô�X�ô�î�Ù�e���ô�Ù���Í�2�î�+���2���Ù�:���Ù�1�:�\�e�Ù�b�I�F�Ù�X�ô�\�U�:�2�\�ô�\�Ù�e�:�Ù�e���ô�Ù���:�1�1���e�e�ô�ô�
�\�Ù�:�}�ô�X�\�������e�Ù
�X�ô�W�j�ô�\�e�\�à�Ù���e�Ù���\�Ù�2�:�e�Í�æ�+�ô�Ù�e���Í�e�Ù�F�F�‹�Ù�X�ô���ô�X�X�ô�î�Ù�e���ô�Ù�����Í���X�
�\�Ù�+�ô�e�e�ô�X�Ù�e�:�Ù�e���ô�Ù�b�I�F, suggesting that HHS 
�î���î�Ù�2�:�e�Ù�}���ô�•�Ù�e�����\�Ù���\�\�j�ô�Ù�Í�\�Ù�j�2�î�ô�X�Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù�è�:�2�e�X�:�+�Ù�:�X�Ù�:���Ù�F�F�‹�Ù���2�e�ô�X�ô�\�e. Had the Secretary 
taken immediate responsibility, HHS could have limited the time elapsed from his failure to 
reappoint to only four months, could have taken responsible ownership of the problem to fix 
it, and prevent recurrence of the lapse. Instead, HHS and the NIH provided piecemeal 
information to the Committee for more than a year. As a result, HHS extended the time 
elapsed from the failure to reappoint to over a year and a half. 

 
In an April 5, 2022, letter, the Acting PDD, in response to a March 14, 2022, letter from 

Committee Republicans, confirmed that the 14 IC Directors were reappointed on December 
12, 2021:  
 

As required by the 21st Century Cures Act, IC Directors were 
placed on 5-year term appointments and undergo a review 
managed by the Office of Director [...] All current IC Directors 
who were serving as of December 13, 2016, have undergone 
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review and have been reappointed to new 5-year term 
appointments. NIH does not make public announcements 
regarding reappointment of current IC Directors. The attached 
table reflects the dates IC Directors were reviewed and the 
dates of their reappointments�ß��74   

 
The attached table showed for each IC Director there was a column of different 

review dates, and a column of employment Not To Extend (NTE) dates.  The employment 
NTE dates all showed December 12, 2021, for the IC Directors. Committee staff requested 
clarification between management review dates, reappointment dates, and who made the 
reappointments.   

 
Source: Enclosure to April 5, 2022, letter from Acting Principal Deputy Director, NIH to The Honorable Cathy 
McMorris Rodgers, Ranking Member, House Committee on Energy and Commerce et al. 

 
On April 15, 2022, NIH staff emailed a response to Committee staff stating that the 

staggered management reviews for each of the 14 IC Directors provided a documented 
foundation for a reappointment decision but did not constitute the approvals of the 
reappointments. Attached to the email was a second, different table with headings clarified 
�e�:�Ù �\���:�•�Ù �
���U�U�e�Ù�‡�ô�2�ô�•�Í�+�Ù�"�Í�e�ô�\���Ù �:���Ù �"�ô�è�ô�1�æ�ô�X�Ù�P�Q�à�Ù�Q�O�Q�P�à�Ù���:�X�Ù�Í�+�+�Ù�I���Ù �"���X�ô�è�e�:�X�\�Ùand a column 
showing different review dates. This new chart produced to the Committee also listed the 
NIH Director as the reappointing official and seemed to indicate that the NIH Director had 
made the reappointments on December 12, 2021. 

 

 
74 Letter from Tara A. Schwetz, Ph.D., to The Honorable Cathy McMorris Rodgers, Ranking Member, House 
Energy and Commerce Committee, et al, (April 5, 2022). 
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Source: Attachment to April 15, 2022, email from NIH staff to Minority Committee Staff, House Energy and 
Commerce Committee. 

 
Second Version of Events: April to June 2023  
 
HHS Correctly Describe d the NIH IC Directors Appointment Process but Produce d no 
Evidence of Proper Reappointments  

 
On April 5, 2023, the Committee wrote a letter to HHS requesting additional 

information and documentary confirmation of the IC Director reappointments triggering the 
�\�ô�è�:�2�î�Ù�U���Í�\�ô�Ù�:���Ù�F�F�‹�
�\�Ù�X�ô�\�U�:�2�\�ô�ß 

  
In the second phase, HHS eventually provided the Committee with the correct 

explanation of the statutory process for appointing IC Directors pursuant to the 21st Century 
Cares Act: the NIH Director serves as the recommending official with the HHS Secretary 
being the appointing official. This contradicted the �b�I�F�
�\�Ù �U�X�ô�}���:�j�\�Ù �X�ô�\�U�:�2�\�ô�\�Ù �e�:�Ù �e���ô�Ù
Committee, including the chart produced by the NIH to the Committee in April 2022, which 
said the NIH Director reappointed the IC Directors. 
 

On May 5, 2023, HHS responded with a letter identifying the HHS Secretary as the 
approving official for IC Director appointments and the NIH Director as the recommending 
official:  

 
NIH IC Directors are recommended for appointment by the 
NIH Director and approved for appointment by the Secretary 
of the Department of Health and Human Services (HHS) . As 
the recommending official for NIH IC Director selections, the 
NIH Director initiates nationwide searches using search 
committees to recruit for IC Directors [...] Once a suitable 
candidate has been identified, a selection package is 
forwarded to the HHS Secretary for review and approval.  
After the HHS Secretary approves the appointment, ethics and 
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security clearance checks are conducted, and NIH processes 
the appointment action. (emphasis added)75 

 
Consistent with this explanation of the appointment process, on June 20, 2023, HHS 
produced affidavits of appointment signed by Secretary Becerra and dated June 8, and June 
15, 2023, for 12 out of the 14 IC Directors that were to be reappointed in December 2021 (the 
two IC Directors absent from the reappointed affidavits were Dr. Anthony Fauci and Dr. 
Roger Glass). Secretary Becerra�
�\�Ù �ô�����:�X�e�Ù�e�: properly reappoint the IC Directors was more 
than 18 months late. The affidavits expressly and correctly referenced the Appointments 
Clause of the U.S. Constitution, reflecting a recognition by the current administration (after 
the Committee raised the issue) that IC Directors are inferior officers of the United States 
and must be appointed (or reappointed) by the Secretary. However, the affidavits did not 
mention either 42 U.S.C. §284 or 42 U.S.C. §209(f) or appointment authority. Notably, the 
affidavits of reappointment did not state they were retroactive to December 2021.    

 
Moreover, no reappointment affidavits were produced for two IC Directors, Dr. 

Anthony Fauci and Dr. Roger Glass, who were still serving in their roles after December 2021, 
but who retired before June 2023, when the appointment affidavits were signed.  As a result, 
HHS produced no documents to ratify their reappointments or actions taken by them during 
the interval between the date of lapsed reappointments and the date of retirement. 
 

 
75 Letter from the Hon. Melanie Anne Egorin, Ph.D., Assistant Secretary for Legislation, HHS, to the Hon. 
Cathy McMorris Rodgers, the Hon. Morgan Griffith, and the Hon. Brett Guthrie (May 5, 2023) 



 

32 
 

 
 



 

33 
 

Furthermore, HHS did not produce a memorandum from the Secretary purporting to 
ratify the actions of the IC Directors who were not properly reappointed to cover the period 
from December 12, 2021, to June 8 or June 15, 2023.  If such a memorandum exists, it is an 
open question whether it would be legally effective. In Braidwood Management v. Becerra,76 
a group of individuals and businesses challenged the lawfulness of preventive-care 
mandates issued by the U.S. Preventive Services Task Force on the basis of an 
Appointments Clause violation. On June 21, 2024, the U.S. Court of Appeals for the Fifth 
Circuit agreed that the members of the Task Force were not validly appointed.   

 
In that case, the government did not rely on an affidavit signed by Secretary Becerra, 

dated June 23, 2023, purporting to appoint the members as inferior officers to cure the 
constitutional defects in the Task Force Recommendations. Instead, the government 
pointed to a memo issued by Secretary Becerra dated January 21, 2022, purporting to ratify 
all the recommendations issued thus far by the Task Force, years after the litigation started. 
The Court did not find the memo effective for curing the Appointments Clause violation. In 
the NIH reappointment matter, HHS has not produced a memo purporting to ratify the 
actions of the IC Directors taken between December 12, 2021 (the date they were supposed 
�e�:�Ù �æ�ô�Ù �X�ô�Í�U�U�:���2�e�ô�î�ý�Ù �Í�2�î�Ù �V�j�2�ô�Ù �W�Ù �:�X�Ù �V�j�2�ô�Ù �P�T�à�Ù �Q�O�Q�R�Ù �ü�e���ô�Ù �î�Í�e�ô�\�Ù �:���Ù �e���ô�Ù �‹�ô�è�X�ô�e�Í�X�…�
�\�Ù �Í�������î�Í�}���e�\�Ù
ratifying the IC Directors selection for reappointment).  

  
In the Braidwood case, the Fifth Circuit noted in the context of additional 

���U�U�:���2�e�1�ô�2�e�Ù���+�Í�j�\�ô�Ù�è���Í�+�+�ô�2���ô�\�Ù�e���Í�e�Ù���e���ô�Ù�U�+�Í���2�e�������\�Ù�U�j�e�Ù���:�X�•�Í�X�î�Ù�è�:�1�U�ô�+�+���2���Ù�Í�2�î�Ù�ô�\�\�ô�2�e���Í�+�+�…�Ù
unrebutted arguments that there are serious APA [Administrative Procedure Act] problems 
with the Secretary�
�\�Ù �X�Í�e�������è�Í�e���:�2�Ù �1�ô�1�:�ß���Ù �“���ô�Ù ���:�j�X�e�Ù �X�ô�1�Í�2�î�ô�î�Ù �e���ô�Ù �è�Í�\�ô�Ù ���:�X�Ù ���j�X�e���ô�X�Ù
proceedings to consider these arguments. This decision signals that �e���ô�Ù �‹�ô�è�X�ô�e�Í�X�…�
�\�Ù
ratification memo must follow due process requirements.   

 
In another Appointment Clause case, Secretary Becerra issued and signed a 

separate ratification document. HHS did not produce such ratification documents for the IC 
Director reappointments. Based on the documents and information made available by HHS, 
it appears Secretary Becerra failed to execute ratification documents associated with the 
lapsed reappointments of the IC directors.  Because HHS has not produced any further 
information or documents about ratification, the Committee has no evidence that the 
Secretary made any effort to ratify the actions of the improperly reappointed IC Directors. If 
HHS has withheld ratification documents from the Committee, it cannot make a 
determination on whether the ratification memo was effective and compliant with due 
process requirements. In any event, the Braidwood case makes clear that signed 

 
76 Braidwood Management, et al v. Becerra et al, Case: 23-10326 (U.S. Court of Appeals, Fifth Circuit, June 
21, 2024). 
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appointment affidavits by the Secretary alone are insufficient to automatically ratify prior 
actions of an improperly appointed official.  

 
�I�2�Ù���e�\�Ù�V�j�2�ô�Ù�Q�O�à�Ù�Q�O�Q�R�à�Ù�X�ô�\�U�:�2�\�ô�Ù�e�:�Ù�e���ô�Ù���:�1�1���e�e�ô�ô�
�\�Ù�X�ô�W�j�ô�\�e�Ù���2�Ù�e���ô�Ù���U�X���+�Ù�Q�P�à�Ù�Q�O�Q�R�à�Ù�+�ô�e�e�ô�X�à�Ù

HHS also �U�X�:�î�j�è�ô�î�Ù�î�:�è�j�1�ô�2�e�\�Ù�'�2�:�•�2�Ù�æ�…�Ù�e���ô���X�Ù�i�„�a�Ù�î�ô�\�����2�Í�e���:�2�Ù�Í�\�Ù�
�‹�e�Í�2�î�Í�X�î�Ù�>�:�X�1�Ù�T�O�Ù�ü�‹�>-
�T�O�ý�Ù �b�:�e�������è�Í�e���:�2�Ù �:���Ù �„�ô�X�\�:�2�2�ô�+�Ù ���è�e���:�2�à���Ù �\�����2�ô�î�Ù �Í�2�î�Ù �î�Í�e�ô�î�Ù �æ�…�Ù �e���ô�ÙNIH Director of Human 
Resources (name and title redacted) approving a personnel action on December 3, 2021, for 
12 of the 14 IC directors still up for reappointment. The forms stated that the nature of the 
�Í�è�e���:�2�Ù�•�Í�\�Ù�
�è�:�2�}�Ù�e�:�Ù�(�„�è�Ù���U�U�e�Ù�b�“�(�Ù���î�Í�e�ô���ß���Ù�“���ô�Ù�+�ô���Í�+�Ù�Í�j�e���:�X���e�…�Ù�è���e�ô�î�Ù�•�Í�\�Ù�
�S�Q�Ù�˜�‹���Ù�Q�O�X�ü�>�ý���Ù�Í�2�î�Ù
�
�Í�U�U���Ù�æ�…�Ù�e���ô�Ù�„�"�"�Ù�:�2�Ù���î�Í�e�ô���ß�Ù�Ù�F�F�‹�Ù���Í�\�Ù�2�:�e�Ù�è�+�Í���1�ô�î�Ù�e���Í�e�Ù�e���ô�ÙNIH Director of Human Resources 
had the authority to make the reappointments.77 

 
With the enactment of the 21st Century Cures Act in 2016, 42 U.S.C. §284 detailed the 

statutory authority for the appointments and reappointments of IC Directors to their 
positions that was in the 2006 NIH Reform Act and the Health Research Extension Act of 
1985.   The §209(f) provision of Title 42 is the hiring authority used for providing higher 
compensation to other NIH scientists. 
 

The documentation does not appear to substantiate evidence of timely 
reappointments under the Appointments Clause or the 21st Century Cures Act (42 U.S.C. 
§284). The information on the forms suggests the NIH used the forms for authorizing Title 42 
U.S.C. §209(f) compensation. However, if the SF-50 is the form used to make Title 42 U.S.C. 
209(f) appointments, it is also legally insufficient under HHS instructions as the Secretary of 
HHS has not delegated to the NIH Director the authority to make Title 42 U.S.C 209(f) 
appointments with a salary in excess of $275,000. 

 
�“���ô�Ù�æ�:�„�Ù�e���e�+�ô�î�Ù�
�[�ô���Í�+�Ù���j�e���:�X���e�…���Ù�:�2�+�…�Ù�+���\�e�\�Ù�S�Q�Ù�˜�ß�‹�ß���ß�Ù�/�Ù�Q�O�X�ü���ý�Ù�•�����è���Ù���\�Ù�e���ô�Ù�\�ô�è�e���:�2�Ù�:���Ù�e���ô�Ù

U.S. Code on the appointment of Title 42 special consultants, a provision used to 
compensate IC Directors and other scientific personnel at much higher rates than under 
other federal pay programs. 42 U.S.C. § 284 is the section in the Public Health Services Act 
relating to the appointment of IC Directors. That authority is not cited in the SF-50 forms. 
Moreover, the approving official listed on the SF-50 appears to be the NIH Director of Human 
Resources, not the HHS Secretary. 

 
77 It is unclear why the NIH thought it was necessary to document the conversion of the IC Directors to the 
Title 42 special pay system.  Since the IC Directors were incumbents they had already been converted to Title 
42 either at the time of their original appointment or at reappointment. 
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Figure 1. Header of Standard Form 50 used for Title 42 Appointment of IC Directors. Red 
boxes show OPM form number, legal authority for personnel action, and effective date (on 
file with Committee). 

 

 
Figure 2. Excerpt of Standard Form 50 used for Title 42 Appointment of IC Directors, box 50 
showing approving official as NIH or HHS Human Resources Director (on file with 
Committee). 
 

In sum, the May 5, 2023, HHS letter accurately described the appointment (and by 
implication the reappointment) process required by the Constitution and 21st Century 
Cures Act. �F�:�•�ô�}�ô�X�à�Ù�j�2�+���'�ô�Ù�e���ô�Ù�b�I�F�
�\�Ù���U�X���+�Ù�Q�O�Q�Q�Ù�+�ô�e�e�ô�X�à�Ù�F�F�‹�
�\�Ù�a�Í�… 5, 2023, letter did not 
actually say that the IC Directors had been reappointed or include documents proving timely 
reappointments occurred.  Instead, HHS later produced affidavits of appointment for 12 of 
the 14 impacted IC Directors that were around 18 months past the expiration of their terms. 
�F�F�‹�Ù�î���î�Ù�2�:�e�Ù���2�è�+�j�î�ô�Ù�è�:�U���ô�\�Ù�:���Ù�Í�2�…�Ù�
�\�ô�+�ô�è�e���:�2�Ù�U�Í�è�'�Í���ô���Ù�\�����2�ô�î�Ù�æ�…�Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�Ù�:���Ù�F�F�‹�ß�Ù 

 
HHS also produced SF-50 forms renewing the conversion to the Title 42 special pay 

program that would run concurrently with the reappointment to the position. The SF-50 
forms were likely signed by the NIH  Director of Human Resources in early December 2021, 
suggesting that this was a piece of the reappointment process to occur around December 
12, 2021. HHS did not initially defend the SF-50 documents for Title 42 conversions as legally 
sufficient  for reappointments in May 2023.  Instead, Secretary Becerra executed the June 
2023 affidavits.  
 
Third Version of Events: July to October 2023 
  
HHS Changes its Interpretation of Appointment Process and Argues that the NIH 
Director is the Appointing Official under 21st Century Cures Act  
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Despite producing affidavits of reappointment signed by the Secretary for 12 of the 
14 IC Directors that were executed almost 18 months late, HHS continued�ôand continues 
as of the date of this report�ô to assert that the Directors were correctly and timely 
reappointed to their positions. Beginning in July 2023, HHS, rather than admit its error and 
�•�:�X�'�Ù�•���e���Ù���:�2���X�ô�\�\�Ù�e�:�Ù�����„�Ù�e���ô�Ù�è�:�2�\�ô�W�j�ô�2�è�ô�\�Ù�:���Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù���Í���+�j�X�ô�à�Ù�è�:�2�\�e�X�j�è�eed a series 
of increasingly convoluted alternative explanations as to how the IC Directors appointments 
were correctly and timely made. As with all other aspects of HHS�
�\ response to this 
investigation, this change in HHS�
�\ legal position seems to have been done to protect 
Secretary Becerra and political leadership from accountability for their errors. 

  
On July 7, 2023, the Committee wrote to HHS explaining that the HHS Secretary is the 

appointing official for IC Directors under the 21st Century Cures Act and the Appointments 
Clause.78 The Committee also informed HHS of its belief that Secretary Becerra failed to 
make the necessary appointments. HHS responded in a July 21, 2023, letter to the 
Committee asserting a new �\�e�Í�e�j�e�:�X�…�Ù ���2�e�ô�X�U�X�ô�e�Í�e���:�2�Ù �:���Ù �e���ô�Ù �Q�P�\�e�Ù ���ô�2�e�j�X�…�Ù ���j�X�ô�\�Ù ���è�e�
�\�Ù
appointments requirement:  

 
Section 2033 of the Cures Act, titled Increasing Accountability 
at the National Institutes of Health, states: 
 
�
�ã���“�����ô�Ù�"���X�ô�è�e�:�X�\�Ù�:���Ù�e���ô�Ù�:�e���ô�X�Ù�2�Í�e���:�2�Í�+�Ù�X�ô�\�ô�Í�X�è���Ù���2�\�e���e�j�e�ô�\�Ù�Í�2�î�Ù
national centers shall be appointed by the Secretary, acting 
�e���X�:�j�����Ù�e���ô�Ù�"���X�ô�è�e�:�X�Ù�:���Ù�e���ô�Ù�b�Í�e���:�2�Í�+�Ù�I�2�\�e���e�j�e�ô�\�Ù�:���Ù�F�ô�Í�+�e���ß�� 
 
As you can see, the plain language of the Cures Act directs that 
the Director of the NIH may appoint NIH IC Directors. Your 
communications to the Department, as well as certain public 
statements, omit the operative portion of the statute, thereby 
presenting a misleading representation of the law. Contrary to 
your assertions, the documents and information provided to 
�e���ô�Ù���:�1�1���e�e�ô�ô�Ù�è�+�ô�Í�X�+�…�Ù���2�î���è�Í�e�ô�Ù�e���ô�Ù�"�ô�U�Í�X�e�1�ô�2�e�Ù���\�Ù�Í�è�e���:�2�\�Ù�•���e���Ù
regard to the appointment and reappointment of NIH IC 
Directors were consistent with the Cures Act. 

 
As detailed in Section II, the correct reading of the Cures Act appointment 

requirement is that the NIH Director is the recommending official and the HHS Secretary is 
the appointing official. This is the position that prior HHS leadership held and the one that 
HHS expressly stated in its May 5, 2023, letter.79 It is consistent with the legislative history of 

 
78 E&C Investigation Reveals Key NIH Officials�ô Including Dr. Fauci�ôLikely Served Unlawfully (house.gov) 
79 CBS News, supra note 20. 

https://energycommerce.house.gov/posts/e-and-c-investigation-reveals-key-nih-officials-including-dr-fauci-likely-served-unlawfully
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the 21st Century Cures Act, where the earlier draft vesting appointment authority with the 
NIH Director was rejected in favor of the HHS Secretary retaining appointment authority.80 

 
Given the assertion that the NIH Director appointed the IC Directors, regardless of 

the legality of those appointments, as of the date of this report HHS has not produced any 
documents with the NIH Directo�X�
�\�Ù�\�����2�Í�e�j�X�ô�Ù�Í�U�U�:���2�e���2���Ù�Í�2�…�Ù�:���Ù�e���ô�Ù�I���Ù�"���X�ô�è�e�:�X�\�Ù�Í�e�Ù���\�\�j�ô, 
including Dr. Fauci.  HHS has also failed to produce any documents reflecting the dramatic 
change in HHS�
�\ position on who retains appointment authority for the IC Directors. 
 

On September 25, 2023, the Committee wrote to HHS that it intended to issue a 
subpoena to obtain documents purported to be in the custody of the NIH signed and dated 
by Dr. Francis Collins, then Director of NIH, reappointing certain IC Directors sometime in 
December 2021. 
 

In response, HHS said, in a September 29, 2023, letter that it did not and could not 
produce any further documentation on the reappointments other than what had already 
been provided to the Committee: 

 
To the extent the [C]ommittee seeks to compel the Department 
to produce documents showing the reappointment of NIH IC 
Directors by December 2021, the Department has already 
produced them voluntarily. 

 
The letter further stated: 
 

[T]he Department has provided extensive information and 
documents regarding the process of appointing and 
reappointing NIH IC Directors, including documents showing 
that the NIH IC Directors in question were reappointed 
consistent with the 21st Century Cures Act (Cures Act), which 
satisfy this request.  
 

HHS did not explain in the letter or in any other communication with the Committee on how 
the reappointments were consistent with the 21st Century Cures Act. 
 

When asked about the reappointment issue at a July 26, 2023, Energy and 
Commerce, Oversight and Investigations Subcommittee hearing, Secretary Becerra 

 
80 21st Century Cures Act, supra note 58. 
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persisted in HHS efforts to obfuscate, minimize and deny the flawed reappointments.81 
���:�2�\���\�e�ô�2�e�Ù �•���e���Ù ���:�•�Ù �F�F�‹�Ù �[�ô�����\�+�Í�e���}�ô�Ù �������Í���X�\�Ù ���Í�î�Ù �æ�ô�ô�2�Ù �X�ô�\�U�:�2�î���2���Ù �e�:�Ù �e���ô�Ù ���:�1�1���e�e�ô�ô�
�\�Ù
requests about the appointment process, the below exchange demonstrates Secretary 
���ô�è�ô�X�X�Í�
�\�Ù�ô�}�Í�\���}�ô�2�ô�\�\�Ù�:�2�Ù�Í�2�\�•�ô�X���2���Ù�•���:�à�Ù�•���ô�2�à�Ù�Í�2�î�Ù���:�•�Ù�e���ô�Ù�I���Ù�"���X�ô�è�e�:�X�\�Ù�•�ô�X�ô�Ù�Í�U�U�:���2�e�ô�î�á 

 
Chair Rodgers: I am hoping to ask a simple question, one that 
we first asked in March of last year. Who reappointed the IC 
directors when their terms expired in December of 2021?  Yes 
or no, are you claiming then that NIH Director Francis Collins 
signed the appointment paperwork? 
 
Secretary Becerra:   Madam Chair, as we have said to you, 
whether in letter or orally, the appointments we have made are 
valid.  We stand by those appointments.  If you read the statute, 
it's very  [...] 
 
Chair Rodgers: Okay, reclaiming my time, is there a form in NIH 
or at HHS with Director Collins's signature reappointing 
Anthony Fauci and the rest of the IC directors? And if so, why 
will you not provide it to us? 
 
Secretary Becerra:   Madam Chair, there is ample evidence of 
the process that we use.  It is valid under law.  The appointments 
we have made, we stand by them. 
 
Chair Rodgers.  So, Mr. Secretary, is there a form?  Is there a 
letter?  Can you provide us any documentation that Dr. Collins 
appointed�ôreappointed these IC directors? 
  
Secretary Becerra:   Although we have already provided you 
with a lot of information, I'm more than willing to have my team 
follow up with you on that particular question. 
 
Chair Rodgers: On June 8, 2023, June 15, 2023, you signed 
affidavits ratifying the selection and prospectively reappointing 
certain NIH directors.  Was that the first time you signed a 
document related to the reappointments?  Can you just say yes 
or no? 
 

 
81Stopping The Exploitation of Migrant Children: Oversight Of HHS' Office Of Refugee Resettlement,  
Before the H. Comm. on Energy and Commerce, 118th Cong. (Jul. 26, 2023),    
https://energycommerce.house.gov/events/oversight-and-investigations-subcommittee-hearing-stopping-
the-exploitation-of-migrant-children-oversight-of-hhs-office-of-refugee-resettlement 
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Secretary Becerra .  Again, Madam Chair, the evidence is 
before you. 
 
Chair Rodgers:  What evidence? 
 
Secretary Becerra .  The process that we've appointed�ôwe've 
answered these questions in writing.  I'm saying to you again [...] 
 
Chair Rodgers:  I have yet to see the documents.82 

 
The honest answer, which Secretary Becerra refused to give, is no, as further implied 

by the process covered in �F�F�‹�
�\�ÙMay 5, 2023, letter and enclosure. There is no document 
signed by Francis Collins re-appointing the IC Directors, and there is no document signed by 
Secretary Becerra before June 2023 reappointing the IC Directors. These evasive answers 
from Secretary Becerra intentionally leave out important information�ôan omission of a 
significant fact that amounts to a misrepresentation. Secretary Becerra has a duty to correct 
any misconceptions that exist. He failed to answer the question or correct the record as to 
how and who appointed the IC Directors.  In particular, it is notable that the Secretary did 
not correct his response to the premise of the question�ô that the NIH Director made the 
reappointments�ôand did not point out that he retained the final approval authority for such 
reappointments under the Appointments Clause and 42 U.S.C. §284. 
 

As of the publication of this report, there has been no form with Francis Collins�
 
signature produced reappointing the IC Directors, including Dr. Fauci. Furthermore, even if 
there were such a form, it would be legally insufficient as the appointment must be signed 
by Secretary Becerra.  

 
Given the lack of candor from HHS and the NIH on this matter, it is fair for the 

Committee to draw a negative inference that there is no signed form because no one 
apparently reappointed the IC Directors on time. The June 2023 reappointment affidavits 
were an attempt to fix this obvious error. The reappointment affidavits signed by Secretary 
Becerra were extraordinary, issued without explanation, and likely inadequate on their own 
to serve as a basis for ratifying actions taken during the time the reappointments lapsed.   
Moreover, there may not be a remedy for the failure to re-appoint Dr. Fauci and Dr. Glass 
who left the government prior to June 2023.  Thus, Secretary Becerra did not ratify the prior 
selections of Dr. Fauci and Dr. Glass for reappointment or ratify their actions when they 
lacked authority because of lapsed reappointments. 
 
Fourth and Final Version of Events: November 2023 to Present 
 
NIH Director Delegated Appointment Authority to NIH Principal Deputy Director  

 
82 Id. 
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�F�F�‹�
�\�Ù�æ�ô�+�Í�e�ô�î�Ù�Í�\�\�ô�X�e���:�2�Ù�e���Í�e�Ù�e���ô�Ù�b�I�F�Ù�"���X�ô�è�e�:�X�Ù���\�Ù�e���ô�Ù�Í�U�U�:���2�e���2���Ù�:�������è���Í�+�à�Ù�U�X�ô�\�ô�2�e�ô�î�Ù�Í�Ù

new problem for the Department. HHS cannot produce any documentation showing that the 
NIH Director, in fact, reappointed the IC Directors. T���X�:�j�����:�j�e�Ù �e�����\�Ù ���2�}�ô�\�e�����Í�e���:�2�à�Ù �F�F�‹�
�\�Ù
primary problem is the absence of documentation showing that correct, timely 
reappointments were made by the Secretary or even the NIH Director.  Secretary Becerra 
and the HHS Office of Legislative Affairs have been running away from this fact ever since it 
was brough to their attention by Republican leaders in March 2022. 

 
HHS Assistant Secretary for Legislative Affairs Melanie Egorin asserted in a signed 

letter to the Committee that HHS has no additional documentation beyond what the 
Department had already produced. Therefore, assuming she is not making a false statement 
herself, the only contemporaneous documentation produced to the Committee showing 
any kind of reappointment effort of the 14 IC Directors occurring by December 2021 are the 
OPM SF-50s forms. �F�F�‹�
�\ fourth and final explanation appears to be an attempt to string a 
sequence of events that will result in the Title 42 appointment conversions documented in 
the SF-50 as also satisfying the 21st Century Cures Act appointment requirements and 
implicitly the Appointments Clause.  
 

On November 30, 2023, HHS sent an email with an attached document where the 
NIH Director delegated certain authorities to the NIH Principal Deputy Director:   

 
Regarding your questions, the documents we produced reflect 
that the NIH IC Directors were reappointed, on a staggered 
basis, by the NIH PDD [Principal Deputy Director] between 2017 
and 2021, and these reappointments were ratified by Secretary 
Becerra earlier this year. We are producing the delegation of 
human resources authorities from the NIH Director to the NIH 
Principal Deputy Director, executed on May 15, 2020. As you 
�•���+�+�Ù�\�ô�ô�à�Ù���2�Ù�e�����\�Ù�î�ô�+�ô���Í�e���:�2�à�Ù�e���ô�Ù�b�I�F�Ù�"���X�ô�è�e�:�X�Ù�\�e�Í�e�ô�î�Ù�
�Í�������X�1���ô�î���Ù
and ratif[ied] any actions taken by the Principal Deputy Director, 
NIH, which involved the exercise of the authorities delegated 
herein prior to the effective date of this delegation. 

 
���:�1�1���e�e�ô�ô�Ù �\�e�Í�����Ù �•�ô�X�ô�Ù �\�j�X�U�X���\�ô�î�Ù �æ�…�Ù �e���ô�Ù �Í�e�e�Í�è���1�ô�2�e�Ù �����}�ô�2�Ù ���\�\���\�e�Í�2�e�Ù �‹�ô�è�X�ô�e�Í�X�…�Ù �(���:�X���2�
�\�Ù
September 29th assertion that HHS had voluntarily produced all relevant documents related 
to the reappointments.  
 

However, in this instance, Committee staff believe it is unlikely that the Assistant 
Secretary would knowingly make a false statement in writing only to then produce the 
document proving her false statement just two months later. The most likely explanation is 
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that HHS political appointees were unaware of the delegation on September 29, 2023, but 
once the delegation was brought to their attention, they used it to fabricate HHS�
�\ fourth and 
final explanation of the reappointments process, which runs contrary to the preceding three 
explanations. 
 

HHS staff also proffered in a conversation with Majority committee staff that a box on 
a Standard Form-50 stating that NIH PDD, through a delegation of authority from the NIH 
Director, approved the reappointments through these Form HHS-50s (Notification of 
Personnel Action) starting in December 2017. However, HHS did not produce a document 
signed by the PDD authorizing the Title 42 salaries or the reappointments.  

 
In addition, for the first time, HHS claimed that the dates of the 21st Century Cures 

Act reappointments actually corresponded to the IC D���X�ô�è�e�:�X�\�
 individual management 
review cycles not to the statutory date of reappointment of December 12, 2021.  Thus, for 
example, the SF-50 Form used to allegedly support the reappointment of Dr. Gary Gibbons 
as the Director of the NHBLI showed that the PPD approved the personnel action on 
December 8, 2017.  This explanation is absurd. 

 
Thus, under this explanation, Dr. Gibbons was reappointed to a new five-year term 

less than a year into his five-year term that started on December 13, 2016.  To make a 
reappointment decision based on only about 20 percent of the term served is inconsistent 
with HHS criteria used by the IC Director Leadership Review to inform reappointments. By 
making reappointment decisions on such a partial record, HHS and the NIH failed to follow 
their own criteria to evaluate the full five-year term, and without the information from annual 
ratings during the following years up to reappointment.  Evaluating a full term rather than a 
partial record would seem to be required under a U.S. government principle of internal 
control to hold individuals accountable for performing their internal control 
responsibilities.83  

 
The fourth explanation is also �2�:�e�Ù�è�:�2�\���\�e�ô�2�e�Ù�•���e���Ù�F�F�‹�
�\�Ù�U�Í�\�e�Ù�ô�„�U�+�Í�2�Í�e���:�2�\�ß�Ù�>���X�\�e�à�Ù�Ís 

�2�:�e�ô�î�Ù���2�Ù�e���ô�Ù�F�F�‹�Ù�a�Í�…�Ù�T�à�Ù�Q�O�Q�R�à�Ù�+�ô�e�e�ô�X�Ù�e�:�Ù�e���ô�Ù���:�1�1���e�e�ô�ô�à�Ù�
�������2���:�X�1�Í�e���:�2�Ù�Í�\�\�ô�\�\�ô�î�Ù�Í�\�Ù�U�Í�X�e�Ù�:���Ù
this review process includes [...] �Í�Ù �æ�X���ô���Ù �\�j�1�1�Í�X�…�Ù �:���Ù �e���ô�Ù �I���Ù �"���X�ô�è�e�:�X�
�\�Ù �1�Í�$�:�X�Ù
accomplishments over the past five years  . . . (emphasis added).  Second, it is also 
inconsistent with the table previously produced to the Committee in March 2022 showing 
December 12, 2021, as the date of reappointment by the NIH Director. Moreover, the same 
�e�Í�æ�+�ô�Ù�\�ô�U�Í�X�Í�e�ô�+�…�Ù�+���\�e�\�Ù�:�j�e�Ù�
�‡�ô�}���ô�•�Ù�"�Í�e�ô���Ù�Í�2�î�Ù�
�b�ô�•�Ù�(�1�U�+�:�…�ô�ô�Ù�b�“�(�Ù�"�Í�e�ô�� which correspond 
to each Director�
�\�Ù�����}�ô-year management review �è�…�è�+�ô�\�Ù�Í�2�î�Ù�
���U�U�e�Ù�‡�ô�2�ô�•�Í�+�Ù�"�Í�e�ô,�� which is 

 
83 �@�:�}�ô�X�2�1�ô�2�e�Ù���è�è�:�j�2�e�Í�æ���+���e�…�Ù�i�������è�ô�à�Ù�‹�e�Í�2�î�Í�X�î�\�Ù���:�X�Ù�I�2�e�ô�X�2�Í�+�Ù���:�2�e�X�:�+�Ù���2�Ù�e���ô�Ù�>�ô�î�ô�X�Í�+�Ù�@�:�}�ô�X�2�1�ô�2�e�à�Ù�ü�
�@�X�ô�ô�2�Ù
���:�:�'���ý�à�Ù�@���i-14-704G, 32 (September 2014).  



 

42 
 

listed uniformly listed as December 12, 2021.  I���Ù�F�F�‹�
�\�Ù���:�j�X�e���Ù�ô�„�U�+�Í�2�Í�e���:�2�Ù���\�Ù�e�:�Ùbe credited, 
the �
�‡�ô�}���ô�•�Ù�"�Í�e�ô���Ù�Í�2�î �
���U�U�e�Ù�‡�ô�2�ô�•�Í�+�Ù�"�Í�e�ô�� should be the same.  
 
 
 

 
As the Committee understands it, HHS�
�\�Ù�����2�Í�+�Ùversion of events regarding how the IC 

Director appointment process for the 14 IC Directors reappointed on December 12, 2021, is 
as follows:  

 
 

 
�x Under the 21st Century Cures Act, the NIH Director is the appointing official for the 

NIH�
�\ IC Directors, not the HHS Secretary. This authority is delegable to other, less 
senior officials. Implicitly, to the extent that NIH�
�\ IC Directors are Inferior Officers 
under the Appointments Clause of the U.S. Constitution, the NIH Director has the 
authority to appoint them.  
 

�x The May 15, 2020, delegation of �
�Í�+�+�Ù���ô�2�ô�X�Í�+�Ù�Í�î�1���2���\�e�X�Í�e���:�2�Ù�Í�j�e���:�X���e���ô�\�Ùfor which I 
am currently designated as an approving official , including, but not limited to, 
�e���:�\�ô�Ù�X�ô�+�Í�e���2���Ù�e�:�Ù���j�1�Í�2�Ù�X�ô�\�:�j�X�è�ô�\�Ù�Í�2�î�Ù�è�:�2���ô�X�ô�2�è�ô�Ù�ô�„�U�ô�2�î���e�j�X�ô�\�� (emphasis added) 
from the NIH Director to the Principal Deputy Director included a delegation of 21st 
Century Cures Act appointment authority and, if necessary and assuming it is 
delegable, Appointments Clause authority. 
 

�x The SF-50 documenting the Title 42 special consultant reappointments for the IC 
Directors also accomplishes their reappointments as IC Directors under the 21st 
Century Cures Act, 42 U.S.C. §209(f) and the Appointments Clause despite no 
reference to either. 

 
�x The appointment affidavits signed by Secretary Becerra in June 2023 for 12 of 14 

impacted IC Directors were optional and  �
�•�ô�X�ô�Ù�ô�„�ô�è�j�e�ô�î out of an abundance of 
caution, to address other legal considerations that may bear on appointments, in an 

NIH Director is Appointing 
Official provided in  

21st Century Cures Act 

Reference to Principal 
Deputy Director on SF-50 

Form for Title 42 
reappointment sufficient 
to reappoint under 21st 

Century Cures Act 

NIH Director Delegated 
Authority in May 15, 2020 
to NIH Principal Deputy 

Director 
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effort to guard against bad-faith attacks.��84 Federal case law notwithstanding, 
similar appointment affidavits signed by Secretary Becerra for all newly appointed IC 
Directors are also legally optional and were likewise done out of �
an abundance of 
caution�� as are the HHS Form 820s. 

 
  

 
84 Letter from HHS ASL Melanie Egorin to Chair Cathy McMorris Rodgers, et al, House Energy and Commerce 
Committee (Jul21, 2023).  



 

44 
 

IV. 
 

Why HHS is Wrong: 
���2�Í�+�…�\���\�Ù�:���Ù�F�F�‹�
�\�Ù�>�:�j�X�e���Ù�Í�2�î�Ù�>���2�Í�+�ÙExplanation  �:���Ù�b�I�F�Ù�I���Ù�"���X�ô�è�e�:�X�\�
�Ù���U�U�:���2�e�1�ô�2�e�Ù

Process 
 
There are several reasons why the evidence and facts do not support �F�F�‹�
�\ fourth 

explanation of the reappointments process:  
 

1. �“���ô�Ù �"�ô�U�Í�X�e�1�ô�2�e�
�\�Ù �:�•�2�Ù �î�:�è�j�1�ô�2�e�\�Ù �\���:�•�Ùthe HHS Secretary, not the NIH 
Director,  is the appointing  official  for IC Directors  under the Appointments 
Clause and 21st Century Cures Act . 

 
Appointments Clause 
 

Given their broad statutory authority and responsibilities, as well as their 
responsibility to oversee and direct billions of dollars in federal biomedical research 
funding, IC Directors should be treated as inferior officers of the United States.  The express 
wording of the clause limits the power to appoint Inferior Officers of the United States to the 
President, courts of law, or heads of departments. 

 
HHS during 2018 through the end of the Trump administration took the legal position 

that Directors of NIH institutes and centers were inferior officers of the United States.85  HHS 
Secretary Alex Azar during that time personally approved and signed personnel actions 
related to the IC directors.86 A former senior official who served in the Trump, Bush, and 
Reagan administrations confirmed this to CBS: 

 
Institute directors with discretion to award billions or even 
hundreds of millions in research funding are, by definition, 
exercising significant authority pursuant to the laws of the 
United States. As such, institute directors are the 

 
85 HHS Form 820s produced to the Committee show that this form combines the approval of pay setting and 
selection to the position in a single document.  The NIH Office of Human Resources and NIH Office of 
Director manage the filling out of the form, which includes the requested salary and a separate block 
discussing the justification for the selection.  The form is singed by the Director of the NIH or Acting Director 
of NIH as a recommending official.  The form is then forwarded to the HHS for approval by the HHS Assistant 
Secretary for Administration and the HHS Secretary.  The HHS Form 820s produced showed forms of NIH IC 
director appointments to be signed by HHS Secretary Azar.  Likewise, HHS Form 820s were signed by HHS 
Secretary Becerra for NIH IC Director appointments. HHS 820s produced to the Committee (can we quote 
the relevant section?) 
86 HHS Form 820s produced to the Committee. 
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�W�j���2�e�ô�\�\�ô�2�e���Í�+�Ù�
���2���ô�X���:�X�Ù�:�������è�ô�X�\�à���Ù �Í�Ù ���:�X�1�ô�X�Ù�\�ô�2���:�X�Ù�F�F�‹�Ù �:�������è���Í�+�Ù
told CBS News.  
 
The Secretary cannot delegate his or her constitutional 
authority to appoint inferior officers. It is my understanding that 
prior administrations of both parties zealously guarded the 
appointments process and took care to ensure that inferior 
officers were properly appointed.87 
 

During this investigation, Committee staff found an October 7, 1999, press release 
announcing the appointment of an IC Director made by then HHS Secretary Donna Shalala. 
This press release corroborates the former senior Trump administration �:�������è���Í�+�
�\�Ù
re�è�:�+�+�ô�è�e���:�2�Ù�e���Í�e�Ù�
�U�X���:�X�Ù�Í�î�1���2���\�e�X�Í�e���:�2�\�Ù�:���Ù�æ�:�e���Ù�U�Í�X�e���ô�\���Ù�e�X�ô�Í�e�ô�î NIH IC directors as inferior 
officers.88   
 

With the notable exception of the IC Director reappointments that were supposed to 
occur on December 12, 2021, HHS continues to treat IC Directors as inferior officers that 
must be appointed by the Secretary. In fact, the IC Director appointment affidavits signed 
by Secretary Becerra during his tenure at HHS, including the belated June 2023 affidavits, all 
specifically reference the Appointments Clause.  

 
87 Catherine Herridge, Alexander Tin, Billions in NIH grants could be jeopardized by appointments snafu, 
Republicans say, CBS News (July 10, 2023), https://www.cbsnews.com/news/hhs -national-institutes-of-
health-appointments-house-republicans/. 
88 �˜�ß�‹�ß�Ù�b�ô�•�\�•���X�ô�à�Ù�b�ô�•�Ù�"���X�ô�è�e�:�X�Ù�:���Ù���:�1�U�+�ô�1�ô�2�e�Í�X�…�Ù�Í�2�î�Ù���+�e�ô�X�2�Í�e���}�ô�Ù�a�ô�î���è���2�ô�Ù�Í�e�Ù�b�I�F�Ù�ü�i�è�e�:�æ�ô�X�Ù�V�à�Ù�P�X�X�X�ý�Ù�ü�
�F�F�‹�Ù
Secretary Shalala today announced the appointment of Stephen E. Straus, M.D., as the director for the 
National Center for Complementary and Alternative Me�î���è���2�ô�Ù�ü�b�������a�ý�Ù�Í�e�Ù�e���ô�Ù�b�Í�e���:�2�Í�+�Ù�I�2�\�e���e�j�e�ô�\�Ù�:���Ù�F�ô�Í�+�e���ß���ý 
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Likewise, HHS Form 820 documents produced by HHS show the IC Directors 

appointed by former HHS Secretary Alex Azar or appointed/reappointed by current HHS 
Secretary Xavier Becerra. These documents suggest HHS understood that the Secretary was 
the appointing official, the NIH Director was the recommending official, and that Title 42 
pay-setting was concomitant with the appointment to the position.89 The inability of HHS to 

 
89 Appointment of Bruce J. Tromberg to Director, National Institute of Biomedical Imaging and Bioengineering 
(HHS Form 820 prepared for final approval signature of Secretary Azar in 2018) (reappointed by Secretary 
Becerra, affidavit signed January 4, 2024); Appointment of Noni H. Byrnes to Director, Center for Scientific 
Review (HHS Form 820 prepared for final approval signature of Secretary Azar in 2019) (reappointed by 
Secretary Becerra, affidavit signed February 15, 2024); Appointment of Helene M. Langevin to Director, 
National Center for Complementary and Integrative Health (HHS Form 820 prepared for final approval 
signature of Secretary Azar in 2018) (reappointed by Secretary Becerra, affidavit signed November 22, 2023); 
Appointment of Sean Mooney to Director, Center for Information Technology (HHS Form 820 signed by 
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produce contemporaneous affidavits of appointment or HHS Form 820s for the December 
12, 2021, reappointments is strong evidence that HHS simply did not execute those 
reappointments.  

 
21st Century Cures Act 
 

As HHS correctly described in its May 5, 2023, letter to the Committee, the Secretary, 
not the NIH Director, is the appointing official under the 21st Century Cures Act with the NIH 
Director serving as the recommending official. Prior to the 21st Century Cures Act, the 
Secretary appointed IC Directors. The version of the 21st Century Cures Act signed into law 
by President Obama expressly maintained this practice.  

 
�“���ô�Ù���:�1�1���e�e�ô�ô�
�\�Ù�X�ô�U�:�X�e�Ù���:�X�Ù�e���ô�Ù�Q�Pst ���ô�2�e�j�X�…�Ù���j�X�ô�\�Ù���è�e�Ù�2�:�e�ô�î�Ù���2�Ù�Q�O�P�U�Ù�e���Í�e�Ù�
���è���j�X�X�ô�2�e�+�… 

the Director of NIH makes recommendations to the Secretary of Health and Human Services 
�ü�F�F�‹�ý�à�Ù�Í�2�î�Ù �e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�Ù�1�Í�'�ô�\�Ù �e���ô�Ù�����2�Í�+�Ù�î�ô�è���\���:�2�Ù�:�2�Ù�e���ô�Ù�Í�U�U�:���2�e�1�ô�2�e�Ù�:���Ù �e���ô�Ù�î���X�ô�è�e�:�X�\�ß���Ù�Ù
Despite �Í�2�Ù�ô�Í�X�+�…�Ù�î�X�Í���e�
�\�Ù�Í�e�e�ô�1�U�e�Ù�e�: provide appointment authority to the Director of NIH, the 
final version of the bill stated that the Secretary acting through the NIH Director to make 
�Í�U�U�:���2�e�1�ô�2�e�\�Ù�:���Ù�I���Ù�"���X�ô�è�e�:�X�\�ß�Ù�“���ô�Ù�U�X�Í�è�e���è�ô�Ù�:���Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù�Í�U�U�X�:�}�Í�+�Ù�:���Ù�e���ô�Ù�Í�U�U�:���2�e�1�ô�2�e�Ù
continued.  Appointments or reappointments of IC Directors made since 2016 show that the 
Secretary was the final approval authority, and the NIH Director was a recommending 
official.   The purported reappointments done on a rolling basis by the NIH Principal Deputy 
Director would stand as an exception to these practices. 

 
Moreover, if the NIH Director was the appointing official under the 21st Century Cures 

Act, the Act would likely violate the Appointments Clause, which limits appointment of 
Inferior Officers to heads of Departments. The NIH Director is the head of an agency, not a 
department.  
 
Title 42 Special Consultant Appointments 
 

Prior to the statutory requirement of the HHS Secretary appointing IC Directors in the 
21st Century Cures Act, the NIH Reform Act of 2006, and the Health Research Extension Act 
of 1985, there was a practice of the HHS Secretary to appoint IC Directors. For example, on 
October 10, 1995, Secretary Donna Shalala signed a memorandum to the Director of NIH 
concerning the delegation of authorities for personnel administration and personnel 

 
Secretary Becerra on January 4, 2024)(affidavit signed by Secretary Becerra on April 3, 2024); Appointment of 
Jeanne Marrazzo to Director, National Institute of Allergy and Infectious Diseases (HHS Form 820 signed by 
Secretary Becerra on July 25, 2023)(affidavit signed by Secretary Becerra on September 22, 2023 with 
effective date of September 24, 2023). 
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management.90 The memorandum delegated all authorities under sections 207 and 208 of 
the Public Health Service Act for service fellowship.   

 
The memorandum did not �î�ô�+�ô���Í�e�ô�Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\ authority for special consultant 

appointments under section 207 (section 209 in the U.S. Code), which was later used to 
support Title 42 compensation for IC Directors and other scientific personnel as special 
consultants. In addition, Attachment A to the memorandum specified personnel authorities 
�X�ô�\�ô�X�}�ô�î�Ù �e�:�Ù �:�X�Ù �æ�…�Ù �e���ô�Ù �‹�ô�è�X�ô�e�Í�X�…�à�Ù ���2�è�+�j�î���2���Ù �
�è�:�2�è�j�X�Ù ���2�Ù �e���ô�Ù �\�ô�+�ô�è�e���:�2�Ù �:���Ù �'�ô�…�Ù �ô�„�ô�è�j�e���}�ô�Ù
�U�:�\���e���:�2�\�ß���ÙMoreover, an October 7, 1999, press release announcing the appointment of an 
IC Director made by Secretary Shalala, indicates that an IC Director was treated as a key 
executive position by Secretary Shalala.91   

   
Likewise, an August 21, 2001, document titled �à�Ù �
�b�I�F�Ù �„�Í�…�Ù �Í�2�î�Ù ���U�U�:���2�e�1�ô�2�e�\�Ù

Authorities for Scientists�à���Ù�X�ô���+�ô�è�e�ô�î�Ù�e���ô�Ù�è�:�2�e���2�j�ô�î�Ù�X�ô�\�ô�X�}�Í�e���:�2�Ù�:���Ù�Í�j�e���:�X���e�…�Ù�æ�…�Ù�F�F�‹�Ù�‹�ô�è�X�ô�e�Í�X�… 
Tommy Thompson. 92 �“���ô�Ù �î�:�è�j�1�ô�2�e�Ù ���2�è�+�j�î�ô�î�Ù �
���U�U�X�:�}�Í�+�Ù ���j�e���:�X���e���ô�\�Ù �‡�ô�e�Í���2�ô�î�Ù �æ�…�Ù �e���ô�Ù
Secretary: Initial appointments, transfers or reassignments of SES, ST/SL, SES equivalent 
positions in other pay systems; Initial appointments & cumulative discretionary increases 
when base salar�…�Ù�s�Ù�I�Q�O�O�à�O�O�O�Ù���“���e�+�ô�Ù�S�Q�Ù�Q�O�X�ü���ý�Ù�-�Ù�ü���ý���ß���Ù�I���Ù�"���X�ô�è�e�:�X�\�Ù�•�:�j�+�î�Ù�æ�ô�Ù�‹�(�‹�Ù�ô�W�j���}�Í�+�ô�2�e�Ù
positions.93  Most of the IC Directors had a base salary higher than $200,000 annual salary. 
The document was prepared for the signature of the Director of Office of Human Resource 
Management (OHRM)94 at the NIH. 
  

2. Although HHS argues that that  NIH Principal Deputy Director reappointed  the 14 
IC Directors  in question , Secretary Becerra has acted as the appointing official 
for all other IC Directors he has appointed  or reappointed  during his tenure. 

 
 

90 On file with Committee. 
91 �˜�ß�‹�ß�Ù�b�ô�•�\�•���X�ô�à�Ù�b�ô�•�Ù�"���X�ô�è�e�:�X�Ù�:���Ù���:�1�U�+�ô�1�ô�2�e�Í�X�…�Ù�Í�2�î�Ù���+�e�ô�X�2�Í�e���}�ô�Ù�a�ô�î���è���2�ô�Ù�Í�e�Ù�b�I�F�Ù�ü�i�è�e�:�æ�ô�X�Ù�V�à�Ù�P�X�X�X�ý�Ù�ü�
�F�F�‹�Ù
Secretary Shalala today announced the appointment of Stephen E. Straus, M.D., as the director for the 
National Center for Complementary and Alternative Me�î���è���2�ô�Ù�ü�b�������a�ý�Ù�Í�e�Ù�e���ô�Ù�b�Í�e���:�2�Í�+�Ù�I�2�\�e���e�j�e�ô�\�Ù�:���Ù�F�ô�Í�+�e���ß���ý 
92 On file with Committee. 
93 National Institutes of Health, Office of Human Resources, Executive Careers at NIH �ü�
Are you looking for a 
senior or executive-�+�ô�}�ô�+�Ù�è�Í�X�ô�ô�X�Ù�Í�e�Ù�b�I�F�æ�Ù�“���ô�\�ô�Ù�U�:�\���e���:�2�\�Ù���2�è�+�j�î�ô�á�Ù�I�2�\�e���e�j�e�ô�Ù�-�Ù���ô�2�e�ô�X�Ù�"���X�ô�è�e�:�X�\���ý�ß�Ù
https://hr.nih.gov/jobs/executives . In addition, the May 5, 2023, HHS letter to the Committee also supports 
�e���ô�Ù�I���Ù�"���X�ô�è�e�:�X�\�Ù�æ�ô���2���Ù�ô�W�j���}�Í�+�ô�2�e�Ù�e�:�Ù�‹�(�‹�Ù�+�ô�}�ô�+�á�Ù�
�I���Ù�"���X�ô�è�e�:�X�\�Ù�Í�X�ô�Ù�ô�+�������æ�+�ô�Ù���:�X�Ù�U�Í�…�Ù���2�è�X�ô�Í�\�ô�\�Ù�:�2�+�…�Ù�e���X�:�j�����Ù�e���ô�Ù
annual rating process established under the HHS Senior Executive Service Performance Management 
System, which covers all Title 42(f) Executive Level positions. (Bold added for emphasis).  Appointment of 
�1�ô�1�æ�ô�X�\�Ù�:���Ù�e���ô�Ù�‹�(�‹�Ù�\���:�j�+�î�Ù�æ�ô�Ù�\�j�æ�$�ô�è�e�Ù�e�:�Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù�����2�Í�+�Ù�Í�j�e���:�X���e�…�ß�Ù�V�ô�2�2�����ô�X�Ù�a�Í�\�è�:�e�e�à�Ùsupra note 7 at 
�T�S�X�ß�Ù�ü���X���j���2���Ù�e���Í�e�Ù�\�ô�+�ô�è�e���:�2�Ù�:���Ù�1�ô�1�æ�ô�X�\�Ù�:���Ù�e���ô�Ù�‹�(�‹�Ù�•���e�����2�Ù�e���ô�Ù�I�2�e�ô�X�2�Í�+�Ù�‡�ô�}�ô�2�j�ô�Ù�‹�ô�X�}���è�ô�Ù�ü�I�‡�‹�ý�
�\�Ù�i�������è�ô�Ù�:���Ù�������ô���Ù
Counsel requires final approval authority by the Secretary of Treasury, not the General Counsel for the 
Department of Treasury nor the Chief Counsel for the IRS.) 

94 This appears to be either the previous title of the Office of Human Resources in 2001 or possibly an office 
within the Office of Human Resources at NIH. 

https://hr.nih.gov/jobs/executives
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After the Committee raised the issue �:���Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù���Í���+�j�X�ô�Ù�e�:�Ù�X�ô�Í�U�U�:���2�e the 14 IC 
Directors, Secretary Becerra executed appointment affidavits invoking the Appointments 
Clause for the following: appointment of Dr. Jeanne Marrazzo as Director of NIAID in 
September 2024; reappointments of Dr. Bruce Tromberg, Dr. Helene Langevin, Dr. Noni 
Byrnes, and Dr. George Koob; as well as the appointment of Dr. Sean Mooney. 
  

 
The HHS delegation argument is indefensible because the May 15, 2020, Delegation 

of Authority to NIH Principal Deputy Director was too late to be effective for eight of the 
fourteen impacted directors under the staggered reappointment process that supposedly 
occurred during 2017-2021. 

 
The delegation of authority document produced by HHS in support of its claim that 

the NIH PDD made the reappointments is undercut by the document. Based on the 
management review dates, eight out of the 14 IC Directors would have been purportedly 
reappointed before May 15, 2020.  HHS produced no delegation of authority from the NIH  
Director to the NIH Principal Deputy Director dated before May 15, 2020, that would support 
�e���ô�Ù�„�"�"�
�\�Ù�X�ô�Í�U�U�:���2�e�1�ô�2�e�Ù�Í�j�e���:�X���e�…�Ù�U�X���:�X�Ù�e�:�Ù�e���ô�Ù�a�Í�…�Ù�Q�O�Q�O�Ù�î�ô�+�ô���Í�e���:�2�ß�Ù�Ù 

 
Therefore, even if the Committee were to accept �F�F�‹�
�\�Ù ���:�j�X�e���Ù �ô�„�U�+�Í�2�Í�e���:�2�Ù �:���Ù �e���ô�Ù

reappointment process as correct, it still results in 8 of the 14 IC Directors not being 
reappointed before the expiration of their first five-year term on December 12, 2021. This 
includes Dr. Fauci and Dr. Glass, the two IC Directors who retired before the June 2023 
appointment affidavits were signed by Secretary Becerra and whose actions are most likely 
not capable of retroactive ratification. 
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3. The Delegation s of Authority produced  by HHS fail  to prove that  the NIH PDD had 
21st Century Cures Act or Appointments Clause  appointment authority . 

 
May 15, 2020, Delegation to NIH Principal Deputy Director 
 

HHS produced a temporary delegation of authority document from the NIH Director 
to the NIH Principal Deputy Director dated May 15, 2020, due to the COVID-19 pandemic 
�•�����è���Ù �î�ô�Í�+�e�Ù �•���e���Ù �
���ô�2�ô�X�Í�+�Ù �Í�î�1���2���\�e�X�Í�e���}�ô�Ù �î�j�e���ô�\���Ù ���2�è�+�j�î���2���Ù ���j�1�Í�2�Ù �X�ô�\�:�j�X�è�ô�\�Ù �æ�j�e�Ùdid not 
specifically reference 21st Century Cures Act appointment power. The general power to 
administer duties is not the same as appointing officers. ���\�Ù�:�2�ô�Ù�˜�ß�‹�ß�Ù�î���\�e�X���è�e�Ù�è�:�j�X�e�Ù�U�j�e�Ù���e�à�Ù
�
���e�������\�Ù�U�:�•�ô�X�Ù�e�:�Ù���'�ô�ô�U�Ù���:�j�\�ô�à�
�Ù���:�•�ô�}�ô�X�à�Ù���\�Ù�2�:�e�Ù�e���ô�Ù�\�Í�1�ô�Ù�Í�\�Ù�e���ô�Ù�U�:�•�ô�X�Ù�e�:�Ù���æ�j���+�î�Ù�e���ô�Ù���:�j�\�ô�
�Ù�æ�…�Ù
�Í�U�U�:���2�e���2���Ù�:�¯���è�ô�X�\�ß��95 

 
In the first instance, HHS has not established that the NIH Director had a delegated 

appointment authority from the Secretary for IC Director appointments.  That predicate is 
missing for the NIH Director to then redelegate such appointment authority to the NIH PDD. 
�“���ô�Ù�î�ô�+�ô���Í�e���:�2�Ù�î�:�è�j�1�ô�2�e�Ù�\�e�Í�e�ô�î�á�Ù�
�˜�2�e���+�Ù���j�X�e���ô�X�Ù�2�:�e���è�ô�à�Ù�I�Ù ���ô�X�ô�æ�…�Ù�î�ô�+�ô���Í�e�ô�Ù�e�:�Ù �e���ô�Ù�„�X���2�è���U�Í�+�Ù
Deputy Director, NIH, temporary approval authority for all general administration authorities 
for which I am currently designated as an approving official , including, but not limited to, 
�e���:�\�ô�Ù�X�ô�+�Í�e���2���Ù�e�:�Ù���j�1�Í�2�Ù�X�ô�\�:�j�X�è�ô�\�Ù�Í�2�î�Ù�è�:�2���ô�X�ô�2�è�ô�Ù�ô�„�U�ô�2�î���e�j�X�ô�\�ß�� (emphasis added).  

 
HHS has not produced any documentation showing that the NIH Director was an 

approving official for IC Director appointments under the Appointments Clause or the 21st 
Century Cures Act. As such, there is no evidence the NIH Director could delegate such 
authority to the PDD.  The available evidence indicates that the final approval of 
appointments under the 21st Century Cures Act of IC Directors was an authority solely 
reserved to the HHS Secretary and the HHS Secretary failed to execute the reappointments.  
 
July 15, 2022, �‹�ô�è�X�ô�e�Í�X�…�ß���ô�è�ô�X�X�Í���\�ß�"�ô�+�ô���Í�e���:�2�ß�e�:�ß�e���ô�2�ß���è�e���2���ßNIH Director Lawrence Tabak. 

 
On July 15, 2022, Secretary Becerra signed a delegation of authority vested in the 

Director of the NIH to the PDD, suggesting that the position of PDD lacked such authority 
�æ�ô���:�X�ô���Í�2�î�ß�Ù�“���ô�Ù�î�ô�+�ô���Í�e���:�2�Ù�\�e�Í�e�ô�î�á�Ù�
�I�Ù���ô�X�ô�æ�…�Ù�î�ô�+�ô���Í�e�ô�Ù�e�:�Ù�[�Í�•�X�ô�2�è�ô�Ù���ß�Ù�“�Í�æ�Í�'�à�Ù�"�ß�"�ß�‹�ß�à Ph.D., 
Deputy Director, National Institutes of Health, all the delegable  functions, duties, and 
�Í�j�e���:�X���e���ô�\�Ù�:���Ù�e���ô�Ù�U�:�\���e���:�2�Ù�:���Ù�e���ô�Ù�"���X�ô�è�e�:�X�Ù�:���Ù�e���ô�Ù�b�Í�e���:�2�Í�+�Ù�I�2�\�e���e�j�e�ô�\�Ù�:���Ù�F�ô�Í�+�e���ß���Ù(emphasis 
added). The delegable functions, duties, and authorities were not spelled out in the 
delegation document.   

 
95 �˜�2���e�ô�î�ß�‹�e�Í�e�ô�\�ß�}�å�ß���:�2�è�:�X�î�ß�a���1�e�å�ß�3�ß���:�2�\�j�+�e���2���ß�[�[���à�Ù�R�P�V�Ù�>�ß�Ù�‹�j�U�U�ß�Ù�R�î�Ù�T�X�W�à�Ù�U�Q�Q�Ù�ü�"�ß�"�ß���ß�Ù�Q�O�P�W�ý�Ù�ü�è�:�1�1�ô�2�e���2���Ù�:�2�Ù
�e���ô�Ù�è�:�2�\�e�X�j�è�e���:�2�Ù�:���Ù�e���ô�Ù���ô�2�ô�X�Í�+�Ù���:�j�\�ô�'�ô�ô�U���2���Ù�\�e�Í�e�j�e�ô�à�Ù�T�Ù�˜�‹���Ù�/�R�O�P�ý�ß 
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HHS has not provided any information or documents to substantiate that the 
�‹�ô�è�X�ô�e�Í�X�…�
�\ Appointments Clause and 21st Century Cures Act appointment authorities for IC 
Directors are delegable functions�ß�Ù �“���ô�Ù �‹�ô�è�X�ô�e�Í�X�…�
�\�Ù �V�j�+�…�Ù �Q�O�Q2 delegation memorandum 
stated �
���e�������\�Ù�î�ô�+�ô���Í�e���:�2�Ù�X�ô�}�:�'�ô�\�Ù�Í�2�î�Ù�\�j�U�ô�Xsedes any and all previous delegations of such 
�Í�j�e���:�X���e�…�Ù�e�:�Ù�U�ô�X���:�X�1�Ù�e���ô�Ù�î�ô�+�ô���Í�æ�+�ô�Ù�î�j�e���ô�\�Ù�:���Ù�e�����\�Ù�U�:�\���e���:�2�ß��  It is unclear why the May 2020 
delegation of authority was revoked or superseded. 

 
The delegation was effective only until the position of Director of the NIH was filled 

permanently, which occurred on November 9, 2023.96 Notably, even during this delegation, 
the PDD only co-signed the HHS Form 820 for executive selection and pay-setting request 
to effectuate the appointment of a new NIAID director in July 2023.  This form was also signed 
by the Assistant Secretary of Administration and then by the Secretary.97 In addition, the 
Secretary signed an appointment affidavit on September 22, 2023, for the new NIAID 
Director. Had the NIH PDD been re-delegated appointment authority by the NIH Director 
after having been delegated appointment authority by the Secretary, or was delegated 
appointment authority in t���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù�î�ô�+�ô���Í�e���:�2�Ù�:���Ù�V�j�+�…�Ù�Q�O�Q�Q, the PDD would have been 
the final approving official for the appointment of the new NIAID Director.  Since the PDD 
was the recommending official and the Secretary the final approving official on the HHS 
Form 820, it can be inferred the authority to appoint NIH IC Directors was not one of the 
duties �e���Í�e�Ù�•�Í�\�Ù���2�è�+�j�î�ô�î�Ù���2�Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù�î�ô�+�ô���Í�e���:�2�Ùof July 2022 or in the NIH Director�
�\�Ù
delegation of May 2020.   

 
Adding to the confusion is the NIH response to Questions for the Record for the 

February 2023 joint hearing before the Health and Oversight and Investigations 
subcommittees stating that Secretary Becerra reappointed Dr. Tabak to the NIH Deputy 
Director position on the same date�ôJuly 15, 2022.98 However,  the  Vacancies  Act  generally 
limits the amount of time that a vacant advice-and-consent position may be filled by an 
acting officer.99 Thus an acting officer may serve no longer than 210 days beginning on the 
date the vacancy occurs. The default acting officer for a Senate-confirmed position is the 
first assistant to the position under the Federal Vacancies Reform Act of 1998.100 Dr. Tabak, 
as the first assistant, is required to continue to hold his current position so he could 

 
96 NIH Record, Bertagnolli Begins as NIH Director (November 24, 2023), 
https://nihrecord.nih.gov/2023/11/24/bertagnolli -begins-nih-director. 
97 A separate Standard Form 50, Notification of Personnel Action, was signed by the NIH Director of the Office 
of Human Resources, to authorize a change in duty station for the newly appointed NIAID Director.  This 
further indicates that the SF-50s are used to execute routine personnel actions, but not solely for 
appointments or reappointments of IC Directors in the current administration. 
98 �F�F�‹�Ù�î�ô�è�+���2�ô�î�Ù�e�:�Ù�U�X�:�î�j�è�ô�Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù�X�ô�Í�U�U�:���2�e�1�ô�2�e�Ù�Í�������î�Í�}���e�Ù�}�:�+�j�2�e�Í�X���+�…�Ù�e�:�Ù���:�1�1���e�e�ô�ô�Ù�\�e�Í�����à�Ù���2�\���\�e���2���Ù
�:�2�Ù�Í�Ù�����Í���X�
�\�Ù�X�ô�W�j�ô�\�e�Ù�+�ô�e�e�ô�X�Ù�ô�}�ô�2�Ù�e���:�j�����Ù�F�F�‹�Ù���Í�\�Ù�U�:�\�e�ô�î�Ù�Í�U�U�:���2�e�1�ô�2�e�Ù�Í�������î�Í�}���e�\�Ù�:�2�Ù���e�\�Ù�•�ô�æ�\���e�ô�ß�Ù 
99 See Valerie Brannon, The Vacancies Act: A Legal Overview, Congressional Research Service, 13 (updated 
August 1, 2022).  
100 5 U.S.C. §3345 et seq. 
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automatically assume the Acting NIH Director position.   He would continue to do so when 
he no longer holds the Acting NIH Director title but is Senior Official performing the duties of 
the NIH Director, which occurs after the 210-day window of which an official can hold the 
�����è�e���2�����Ùposition. After the 210 days occurred, Secretary Becerra delegated functions, 
duties and authorities of the NIH Director to Dr. Tabak in his position of Principal Deputy 
Director (PDD). Thus, it was unnecessary for HHS to reappoint Dr. Tabak to his position of 
PDD because Dr. Tabak should have retained the PDD position as the First Assistant with 
the Acting Director title. The reappointment suggests that �‹�ô�è�X�ô�e�Í�X�…�Ù ���ô�è�ô�X�X�Í�
�\ HHS may 
have a flawed understanding of the FVRA and appointment authorities. 

 
If HHS insists that Dr. Tabak had appointment authority, there is the additional 

concern that Dr. Tabak cannot exercise that authority because he does not hold a position 
in statute �
�ô�\�e�Í�æ�+���\���ô�î�Ù�æ�…�Ù�+�Í�•���Ù�Í�\�Ù�X�ô�W�j���X�ô�î�Ù�æ�…�Ù�e���ô�Ù���U�U�:���2�e�1�ô�2�e�\�Ù���+�Í�j�\�ô.101 Even if the PDD 
is an inferior officer, then he was improperly appointed to his position by the NIH Director 
instead of the HHS Secretary.  If the PDD is not an inferior officer, he cannot as a non-officer 
appoint inferior officers. 
 

4. The HHS Form 820s produced are the appointment  document s, not the SF-50s, 
and show that the Secretary is the approving official for IC Director 
appointments  or reappointments . 
 
HHS has referenced the Standard Form 50s as the mechanism for reappointment. 

This is incorrect. The SF-50s at issue only reference conversion to the 42 USC §209(f) pay 
system, as well as including entries on pay plan, pay basis, other pay, and pay rate 
determinant. The SF-50 is a processing form that�ô in this instance�ôdocuments an IC 
�"���X�ô�è�e�:�X�
�\�Ù �Í�æ���+���e�…�Ù �e�:�Ù �X�ô�è�ô���}�ô Title 42 pay. It is unclear how the SF-50 relates at all to the 
appointment or reappointment process since HHS and the NIH use Form 820 to establish 
the pay level and appointment to the position. The SF-50 form presumably confirms the 
authority for the Title 42 pay before the pay level is decided and approved. It is not 
documentation of the appointment to the position pursuant to 42 USC §284 itself.   

 
Moreover, the May 5, 2023, HHS letter stated that all pay increases and performance 

bonuses for IC Directors are handled through the annual rating process and not through the 
review process for reappointment.102 Further, the letter stated the HHS Secretary would 
approve all pay increases and performance bonuses for IC Directors. The SF-50 forms do 

 
101 CRS memo, Appendix 3.  
102 HHS letter (May 5, 2023), supra note XX. However, this statement is somewhat at odds with the HHS Form 
820 used to process appointments and reappointments of NIH IC Directors.  That form combines the 
decision to set executive pay with the selection to the position in one document finally approved by the HHS 
Secretary. 
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not evidence an annual review process, nor do they show the Secretary as the approving 
official . 

 
HHS personnel misrepresented the SF-50s�
 purpose to the Committee.  As explained 

in the Office of Personnel Management guide: 
 

[A]n appointing officer is an individual in whom the power of 
appointment is vested by law or to whom it has been legally 
delegated.  Only an appointing officer may sign and date the 
certification in Part C-2 of the SF-52 or blocks 50 and 49 of the 
SF-50 to approve an action�ß��103 (emphasis added)   

 
In this case, the NIH Director of Human Resources�ônot the PDD�ôsigned and dated 

the certification blocks on the SF-50s. HHS has not claimed that the NIH Director of Human 
Resources had delegated authority to make IC Director appointments.   As noted by the OPM 
Manual: 

 
Agencies must ensure that appointing authority (the authority to 
approve and certify actions) is delegated only to persons whose 
training and experience enable them to review the background 
material on a proposed action and determine whether it meets 
the necessary legal and regulatory requirements. Approval of 
actions is a serious responsibility that should not routinely be 
assigned to personnel who may lack the necessary background 
and training to make the decision to approve or disapprove an 
action.104  

 
�i�2�Ù ���U�X���+�Ù �P�U�à�Ù �Q�O�Q�S�à�Ù �F�F�‹�Ù �U�X�:�î�j�è�ô�î�Ù �F�F�‹�Ù �>�:�X�1�Ù �W�Q�O�\�Ù ���2�î���è�Í�e���2���Ù �‹�ô�è�X�ô�e�Í�X�…�Ù ���•�Í�X�
�\�Ù

involvement in such a practice of appointments of IC Directors. The HHS Form 820, not the 
SF-50, is the appointment document for IC Directors to their position and to set the Title 42 
pay level. Because the five-year terms for the reappointed IC directors started on December 
13, 2016, and did not expire until December 12, 2021, no reappointments of IC Directors 
occurred during the years of the first Trump administration (January 20, 2017 �ó January 20, 
2021).  

 

 
103 U.S. Office of Personnel Management, Guide to Processing Personnel Actions, Chapter 4 (prescribes 
policies on Requesting and Documenting Personnel Actions, effective as of February 15, 2024). 
https://www.opm.gov/policy -data-oversight/data-analysis-documentation/personnel -
documentation/#url=Personnel-Actions  
104 Id. 

https://www.opm.gov/policy-data-oversight/data-analysis-documentation/personnel-documentation/#url=Personnel-Actions
https://www.opm.gov/policy-data-oversight/data-analysis-documentation/personnel-documentation/#url=Personnel-Actions
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In late 2023 and into early 2024, according to signed affidavits produced to the 
Committee, Secretary Becerra reappointed Bruce J. Tromberg to the position of Director, 
National Institute of Biomedical Imaging and Bioengineering, (NIBIB) on January 4, 2024; 
Noni H. Byrnes to the position of Director, Center for Scientific Review on February 15, 2024; 
and Helene Langevin to the position of Director, National Center for Complementary and 
Integrative Health on November 23, 2023.  These three IC Directors were initially appointed 
to their first terms during 2018-2019, after the enactment of the 21st Century Cures Act. 

 
The documents produced for these three IC Director reappointments were as 

follows:  
 

�x Secretary Becerra signed affidavits of appointment , stating the appointments were 
made pursuant to U.S. Constitution, Article II, cl.2 [the Appointments Clause];  
 

�x HHS also produced the original HHS 820 selection form s (dated from 2018 or 2019) 
���:�X�Ù�‹�ô�è�X�ô�e�Í�X�…�Ù���•�Í�X�
�\�Ù�\�����2�Í�e�j�X�ô�Ù���:�X�Ù�e���ô���X�Ù���2���e���Í�+�Ù�Í�U�U�:���2�e�1�ô�2�e�\�Ù�•���e���Ù�e���ô�Ù�Í�������î�Í�}���e�Ù���:�X�Ù�e���ô�Ù
appointment to a second five-year term. The NIH did not produce any documents 
dated either in 2023 or 2024 justifying the reappointments, which would reflect the 
detailed �1�Í�2�Í���ô�1�ô�2�e�Ù�X�ô�}���ô�•�Ù�:���Ù�ô�Í�è���Ù�:���Ù�e���ô�Ù�I���Ù�"���X�ô�è�e�:�X�
�\�Ù�U�ô�X���:�X�1�Í�2�è�ô�Ù�î�j�X���2���Ù�Q�O�P�W-
2023 or 2019-2024 timeframes of their five-year terms, a process described in the 
HHS May 5, 2023, letter to the Committee. 
 
The assertion by the current administration that the PDD reappointed NIH IC 

directors during the previous administration is contrary to the legal position and practice of 
the previous administration that required the Secretary to approve IC Director personnel 
actions, and there is no documented evidence in support of the PDD having specific 
delegated authority to appoint or reappoint IC directors.  

 
The assertion of PDD reappointment authority is also contradicted by Secretary 

���ô�è�ô�X�X�Í�
�\�Ù �j�\�ô�Ù �:�� the HHS Form 820 with his approval of the appointment of Dr. Jeanne 
Marrazzo as Director of NIAID in July 2023, with the PDD (performing the duties of the Acting 
�"���X�ô�è�e�:�X�Ù�:���Ù�b�I�F�Ù�j�2�î�ô�X�Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù�î�ô�+�ô���Í�e���:�2�Ù�:���Ù�Í�j�e���:�X���e�…�ý�Ù�Í�\�Ù�e���ô�Ù�X�ô�è�:�1�1�ô�2�î���2���Ù�:�������è���Í�+�ß 
 

5. The December 2021 SF-�T�O�Ù ���:�X�1�\�Ù �j�2�î�ô�X�è�j�e�Ù �F�F�‹�
�\�Ù �ô�„�U�+�Í�2�Í�e���:�2�Ù �e���Í�e�Ù �e���ô�Ù
reappointments were made on a rolling basis during the 2017 -2021 timeframe.  

 
HHS produced SF-50 forms for 12 of the 14 IC directors to be reappointed on 

December 12, 2021.  The forms were signed by the NIH Director of Human Resources, dated 
December 3, 2021, with an effective date of December 12, 2021, (the date the five-year 
reappointment term deemed in the 21st Century Cures Act expired).  This was the case for 
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all 12 of the IC Directors.  Had the reappointments already occurred on a rolling basis during 
the 2017 to 2021 timeframe, there would have been no need for these SF-50 forms in 
December 2021. The SF-50 forms were used to convert each of the IC Directors into an 
excepted appointment, i.e., to be put on the Title 42 high-compensation payroll, part of the 
paperwork necessary to effectuate a new appointment or reappointment to a five-year term 
as IC Director. These documents show that the reappointments had not yet been 
effectuated. The SF-50 form would have been only a part of the paperwork involved with the 
reappointment. There was no documentation showing approval of the Secretary for the 
individual Title 42 salaries and approval by the Secretary to hold the position for another five 
years.  The mystery is what happened after the SF-50 forms were executed.  Did the NIH OHR 
or the NIH Office of the Director (OD) fail to forward the SF-50 forms and the remaining 
paperwork to HHS Office of the Secretary?  Or did NIH OHR and NIH OD forward the 
paperwork, and the HHS Assistant Secretary for Administration (ASA) or the HHS Office of 
the Secretary failed to process the reappointments? 
 

6. �“���ô�Ù �‹�ô�è�X�ô�e�Í�X�…�
�\�Ù �Í�������î�Í�}���e�\�Ù �X�Í�e�����…���2���Ù �e���ô�Ù �X�ô�Í�U�U�:���2�e�1�ô�2�e�\�Ù �•�ô�X�ô �
�\�e�X�:�2���à�Ù
�j�2�è�:�2�e�X�:�}�ô�X�e�ô�î�Ù�ô�}���î�ô�2�è�ô���Ù�e���Í�e�Ù�e���ô�Ù�I���Ù�"���X�ô�è�e�:�X�\�Ù�•�ô�X�ô�Ù�2�:�e�Ù�X�ô�Í�U�U�:���2�e�ô�î�Ù�æ�ô���:�X�ô�Ù�e���ô�Ù
date of the affidavit.  

  
On June 8, 2023, and on June 15, 2023, Secretary Becerra signed affidavits for 12 of 

�e���ô�Ù�P�S�Ù�I���Ù�"���X�ô�è�e�:�X�\�Ù�ô�+�������æ�+�ô�Ù���:�X�Ù�X�ô�Í�U�U�:���2�e�1�ô�2�e�Ù�:�2�Ù�"�ô�è�ô�1�æ�ô�X�Ù�P�Q�à�Ù�Q�O�Q�P�à�Ù�ô�2�e���e�+�ô�î�Ù�
�‡�Í�e�������è�Í�e���:�2�Ù
�:���Ù �„�X���:�X�Ù �‹�ô�+�ô�è�e���:�2�Ù �Í�2�î�Ù �„�X�:�\�U�ô�è�e���}�ô�Ù ���U�U�:���2�e�1�ô�2�e�Ù ���������î�Í�}���e�ß���Ù �“���ô�Ù �Í�������î�Í�}���e�Ù ���2�è�+�j�îed the 
following language:  
  

�
�“���ô�Ù �X�Í�e�������è�Í�e���:�2�Ù �Í�2�î�Ù �U�X�:�\�U�ô�è�e���}�ô�Ù �Í�U�U�:���2�e�1�ô�2�e�Ù �:���Ù �e�����\�Ù ���2�î���}���î�j�Í�+�Ù �X�ô���+�ô�è�e�\�Ù �e���ô�Ù
considered judgment of Secretary Xavier Becerra with regard to this appointment, 
such that from this date forward, the original selection should be treated as an 
appointment by t���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�ß���Ù 

  
In its July 21, 2023, letter to the Committee, HHS attempted to downplay the 

significance of the affidavits:  
  

���:�2�e�X�Í�X�…�Ù �e�:�Ù �e���ô�Ù ���:�1�1���e�e�ô�ô�
�\�Ù �\�j�����ô�\�e���:�2�\�à�Ù �e���ô�Ù ���U�U�:���2�e�1�ô�2�e�Ù ���������î�Í�}���e�\�ôwhich the 
Department produced to the Committee voluntarily�ôdo not suggest noncompliance 
with the 21st Century Cures Act.  Rather, these documents were executed out of an 
abundance of caution, to address other legal considerations that may bear on 
appointments, in an effort to guard against bad-faith attacks.  As part of this effort, 
the Appointment Affidavits were crafted with standard language used to convey 
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retroactive effect.  Going above and beyond what may be required should not be 
misconstrued�ôor misrepresented�ôas evidence of non-compliance with the law.  

  
Putting aside the erroneous HHS statement that the affidavit language was used to 

�è�:�2�}�ô�…�Ù�X�ô�e�X�:�Í�è�e���}�ô�Ù�ô�����ô�è�e�Ù�ü�e���ô�Ù�Í�������î�Í�}���e�\�Ù�\�e�Í�e�ô�î�Ù�
���X�:�1�Ù�e�����\�Ù�î�Í�e�ô�Ù���:�X�•�Í�X�î���ý�à�Ù�e���ô�Ù�U�+�Í���2�Ù�+�Í�2���j�Í���ô�Ù
of the affidavits shows that it is evidence that Secretary Becerra failed to make the 
reappointments. Three years earlier, a federal magistrate judge in U.S. district court 
determined that a similar affidavit from the Acting HHS Secretary ratifying the appointment 
of an Administrative Law Judge (ALJ) was in fact strong, uncontroverted evidence that the 
ALJ was unconstitutionally appointed:  
  

As explained in Lucia, under the Appointments Clause, "[o]nly the President, a court 
of law, or a head of department" may appoint Officers such as ALJ Thomas. 138 S. Ct. 
at 2051 (citing U.S. const., art. II, § 2, c1. 2). The record reveals that this matter was 
transferred to ALJ Thomas on June 27, 2017. Nearly six months later, on December 
21, 2017, the then Acting-Secretary of the HHS, Eric Hargan ("Acting-Secretary 
Hargan"), signed a Ratification of Appointments of Administrative Law Judges to 
preempt any Appointments Clause issue. See Dkt. 15. This post-appointment 
document ratified the appointment of ALJ Thomas (and several other ALJs) and stated 
that it "reflects the considered judgment of Secretary Hargan with regard to each 
appointment, such that the original appointment should be treated as an 
appointment by the Secretary." Id. at 4 (emphasis added). This ratification document 
is strong, uncontroverted evidence that prior to December 21, 2017, ALJ Thomas had 
not been appointed by the President, a court of law, or the Secretary.[4] In other words, 
ALJ Thomas's June 2017 appointment was unconstitutional under the Appointments 
Clause.124  

  
For similar reasons, the affidavits signed by Secretary Becerra in June 2023 with 

almost identical language of the problematic ratification of appointment affidavits are 
strong, uncontroverted evidence that the IC Directors had not been reappointed prior to the 
date of the affidavit on December 12, 2021.  
  

7. �F�F�‹�
�\�Ù�ô�„�U�+�Í�2�Í�e���:�2�Ù���:�X�Ù�e���ô�Ùlegal validity of the reappointments of the 14 NIH IC 
Directors would mean statutory five -year terms were illegally truncated in 
violation of the  21st Century Cures Act.   

  
In its response to Republican Committee leaders on April 5, 2022, the NIH stated that 

the five-year terms given to the IC Directors pursuant the 21st Century Cures Act, were 

https://scholar.google.com/scholar_case?case=8914279883364958784&q=Maghareh+v.+Azar&hl=en&as_sdt=20006
https://scholar.google.com/scholar_case?case=8914279883364958784&q=Maghareh+v.+Azar&hl=en&as_sdt=20006
https://scholar.google.com/scholar_case?case=17358658092122902413&q=Maghareh+v.+Azar&hl=en&as_sdt=20006%22%20l%20%22%5b4%5d
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effectively truncated to less than five years to correspond with the dates of their five-year 
management review cycles that existed before the Cures Act:  

  
As required by the 21st Century Cures Act, IC Directors were 
placed on 5-year term appointments and undergo a review 
managed by the Office of the Director. IC Directors appointed 
after December 13, 2016, are on 5-year term appointments 
corresponding with the date of their hire and are subject to the 
same review. The review is to assist the NIH Director with 
decision -making for reappointment of IC Directors.  Upon a 
favorable review, IC Directors are placed on new 5-year term 
appointments from the date of their last review. All current IC 
Directors who were serving as of December 13, 2016, have 
undergone review and have been reappointed to new 5 -year 
term appointments.  NIH does not make public 
announcements regarding reappointment of current IC 
Directors. (emphasis added) 125  

  
Under another scenario, HHS pointed out that the SF-50 forms said that the NIH PDD 

had approved the IC Directors reappointments during their management reviews that 
occurred during the 2017 to 2021 timeframe. However, under the HHS scenario, any 
reappointments prior to December 12, 2021, violated the Cures Act requirement of five-year 
terms running from the date of enactment because by statute Congress required a five-year 
term for the reappointed IC Directors.  Under this NIH scenario, the terms of the December 
2021 reappointments would not run for another five years but for terms of less than five years 
depending on their management review date.  This approach would also contravene the 21st 
Century ���j�X�ô�\�Ù���è�e�
�\�Ù�è�:�î�������è�Í�e���:�2�Ù�:���Ù�����}�ô-year terms for IC Directors. HHS and the NIH cannot 
administratively override a statutory requirement.  Further the SF-50s stated the effective 
date of the purported reappointment was December 12, 2021, contrary to the HHS account 
that the reappointments occurred earlier at various times during 2017 to 2021.  The SF-50 
forms do not support the date of reappointment running from the date of the management 
review.   
  

While the NIH is not precluded from conducting staggered reviews before the dates 
of reappointment, neither HHS nor the NIH provided any reason why the NIH could not have 
continued the staggered reviews during the next reappointed five-year term without 
truncating the statutory five-year term.  
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8. The paperwork for the recent NIH IC Director reappointments in early 2024 was 
defective .    

  
�F�F�‹�Ù�:�2�+�…�Ù�U�X�:�î�j�è�ô�î�Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù�Í�������î�Í�}���e�\�Ù�Í�2�î�Ù�e���ô�Ù�F�F�‹�Ù�>�:�X�1�Ù�W�Q�O�\�Ù���:�X�Ù�e���ô�Ù�:�X�������2�Í�+�Ù

appointments, documents dated either in 2018 or 2019.  HHS did not produce paperwork 
reflecting the more recent reappointment processing document package that would have 
occurred in 2023 or 2024, a process described in the HHS May 5, 2023, letter.  These 
reappointments should have included the more recent management review to justify the 
reappointments.  
  

9. Secretary Becerra failed to reappoint four NIH IC Directors by the deadline of 
their reappointed terms, in addition to missing the deadline for their prior 
reappointments under the statutory deadline.  

  
�F�F�‹�
�Ù �b�:�}�ô�1�æ�ô�X�Ù �R�O�à�Ù �Q�O�Q�R�à�Ù �ô�1�Í���+�Ù �X�ô���Í�X�î���2���Ù �Í�U�U�:���2�e�1�ô�2�e�\�Ù �:���Ù �I���Ù �"���X�ô�è�e�:�X�\�Ù �\�e�Í�e�ô�î�à�Ù

�
�‡�ô���Í�X�î���2���Ù�…�:�j�X�Ù�W�j�ô�\�e���:�2�\�à�Ù�e���ô�Ù�î�:�è�j�1�ô�2�e�\�Ù�•�ô�Ù�U�X�:�î�j�è�ô�î�Ù�X�ô���+�ô�è�e�Ù�e���Í�e�Ù�e���ô�Ù�b�I�F�Ù�I���Ù�"���X�ô�è�e�:�X�\�Ù
were reappointed, on a staggered basis, by the NIH PDD between 2017 and 2021, and these 
reap�U�:���2�e�1�ô�2�e�\�Ù�•�ô�X�ô�Ù�X�Í�e�������ô�î�Ù�æ�…�Ù�‹�ô�è�X�ô�e�Í�X�…�Ù���ô�è�ô�X�X�Í�Ù�ô�Í�X�+���ô�X�Ù�e�����\�Ù�…�ô�Í�X�ß���Ù On May 26, 2023, HHS 
�U�X�:�î�j�è�ô�î�Ù�Í�Ù�è���Í�X�e�à�Ù�
�I�2�\�e���e�j�e�ô�ï���ô�2�e�ô�X�Ù�"���X�ô�è�e�:�X�Ù�‡�ô�}���ô�•�Ù�"�Í�e�ô�\�Ù�Í�2�î�Ù���U�U�:���2�e�1�ô�2�e�Ù�"�Í�e�ô�\�ôMay 
�Q�O�Q�R�ß��  The chart showed that three IC Directors had review dates tied to the staggered 
review cycles that occurred after December 12, 2021 (statutory deadline for reappointment 
in the Cures Act) but before May 2023 with New Employment NTE Dates:  
  

Nora Volkow �ó Director, NIDA �ó 2nd Review Date 10/12/22 �ó New Employment NTE 
Date 3/19/2028  
Gary Gibbons �ó Director, NHLBI �ó 2nd Review Date 11/30/2022 �ó New Employment NTE 
Date 12/7/2027  
Jon Lorsch �ó Director, NGMS �ó 2nd Review Date 6/3/2022 �ó New Employment NTE Date 
3/28/2028  

  
As was previously reported to the Committee by the NIH, upon a favorable review, IC 

Directors are placed on new 5-year term appointments from the date of their last 
review.  HHS produced documents to the Committee last year that included documents, 
�
�‡�Í�e�������è�Í�e���:�2�Ù �:���Ù �„�X���:�X�Ù �‹�ô�+�ô�è�e���:�2�Ù �Í�2�î�Ù �„�X�:�\�U�ô�è�e���}�ô�Ù ���U�U�:���2�e�1�ô�2�e�Ù���������î�Í�}���e�à���Ù �\�����2�ô�î�Ù �æ�…�Ù �e���ô�Ù
Secretary with the SF-50 Form associated with the 1st Review Date after the December 2016 
reappointments of the IC Directors required by the Cures Act.  However, based on the 
staggered review system, the terms of the reappointments for Dr. Volkow (expiration date of 
March 20, 2023), Dr. Gibbons (expiration date of December 8, 2022), and Dr. Lorsch 
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�ü�ô�„�U���X�Í�e���:�2�Ù�î�Í�e�ô�Ù�:���Ù�a�Í�X�è���Ù�Q�X�à�Ù�Q�O�Q�R�ý�Ù�ô�„�U���X�ô�î�Ù�U�X���:�X�Ù�e�:�Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\�Ù�\�����2�ô�î�Ù�Í�������î�Í�}���e�\�Ù���2�Ù�V�j�2�ô�Ù
2023.  

   
Committee staff requested by email that HHS provide the affidavits and associated 

documents for: the reappointment of Dr. Volkow on or around March 20, 2023; the 
reappointment of Dr. Gibbons on or around December 8, 2022; and the reappointment of 
Dr. Lorsch on or around March 29, 2023.  Documents produced by HHS showed another 
lapse in their reappointments.  SF-50 forms used to support their continued conversion to 
the Title 42 special pay system were executed around the times of their reappointment date. 
However, Secretary Becerra did not execute the affidavits ratifying the reappointments until 
months later in June 2023 (the same affidavit used for the prior lapsed reappointments).  In 
these three cases, Secretary Becerra not only failed to reappoint these IC Directors by the 
statutory deadline of December 12, 2021, he failed to reappoint these IC Directors by the 
deadline of their new reappointment terms.     

 
Also, the terms of Dr. Griffin P. Rodgers (expiration date of September 5, 2023) and 

Dr. George Koob (expiration date of May 1, 2024) based on reappointments from the 1st 
review expired during the last year.  Committee staff also requested that HHS provide the 
affidavits and associated documents for their reappointments from the 2nd review.  In the 
first case, Secretary Becerra failed to reappoint Dr. Rodgers on September 5, 2023, and did 
not sign his reappointment affidavit until April 10, 2024.  In the case of the reappointment of 
Dr. Koob, Secretary Becerra signed his appointment affidavit on March 4, 2024, nearly two 
months before his reappointment date and six weeks before the SF-50 was signed and 
approved on April 18, 2024.  However, this example shows that the SF-50 form was not 
actually used to effectuate reappointments since Secretary Becerra executed the affidavit 
of appointment without an underlying SF-50 form.  
 

10. HHS Form 820s confirm  HHS Secretary�
�\�Ùultimate approval  of appointments of 
IC Directors.  

 
�I�2�Ù�‹�ô�U�e�ô�1�æ�ô�X�Ù�Q�O�Q�R�à�Ù���2�Ù�X�ô�\�U�:�2�\�ô�Ù�e�:�Ù�e���ô�Ù���:�1�1���e�e�ô�ô�
�\�Ù�X�ô�W�j�ô�\�e�Ù���:�X�Ù�î�:�è�j�1�ô�2�e�Í�e���:�2�Ù�:�2�Ù

the appointment of Dr. Jeanne Marrazzo as the Director of NIAID, HHS produced an HHS 
�>�:�X�1�Ù�W�Q�O�à�Ù�
�(�„�ô�è�j�e���}�ô�Ù�‹�ô�+�ô�è�e���:�2�Ù�Í�2�î�Ù�„�Í�…�Ù�‹�ô�e�e���2���Ù�‡�ô�W�j�ô�\�e���Ù�Í�+�:�2���Ù�•���e���Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�
�\�Ùaffidavit 
to show that the appointment had been made properly.  The HHS Form 820 included a 
check-off for Title 42 appointment with salary requiring Departmental approval and a 
justification for appointment to the position. The form was signed by the Acting NIH Director, 
the Assistant Secretary for Administration, and, finally, the Secretary of HHS. HHS later 
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provided a Standard Form 50 used to authorize a change in duty station, but the form was 
otherwise not apparently related to her appointment.  

  
In its April 16, 2024, letter to the Committee, HHS explained the use of HHS Form 

820:  
  
As we have previously explained, HHS Form 820 is used to document all executive 
�\�ô�+�ô�è�e���:�2�Ù �Í�2�î�Ù �\�Í�+�Í�X�…�Ù �X�ô�W�j�ô�\�e�\�Ù �X�ô�W�j���X���2���Ù �e���ô�Ù �‹�ô�è�X�ô�e�Í�X�…�
�\�Ù �Í�U�U�X�:�}�Í�+�à�Ù �e�:�Ù ���2�è�+�j�î�ô�Ù �I���Ù
�"���X�ô�è�e�:�X�Ù�Í�U�U�:���2�e�1�ô�2�e�\�Ù�1�Í�î�ô�Ù�j�2�î�ô�X�Ù�S�Q�Ù�˜�ß�‹�ß���ß�Ù�/�Q�O�X�ü���ý�ß�Ù�“���ô�Ù�"�ô�U�Í�X�e�1�ô�2�e�
�\�Ù���j���î�Í�2�è�ô�Ù�e�:�Ù
Operating Divisions and Staff Divisions on the minimum eligibility and qualification 
requirements for initial appointments made under 42 U.S.C. § 209(f) is set out in HHS 
instruction 42-1.1.  In particular, Appendix 1 of that instruction includes a template 
to document the required justification for initial appointments under the statute. In 
keeping with this instruction, HHS Form 820 is used to capture information regarding 
�ô�Í�è���Ù�\�ô�+�ô�è�e���:�2�à�Ù�\�j�è���Ù�Í�\�Ù�e���ô�Ù�\�ô�+�ô�è�e�ô�ô�
�\�Ù�W�j�Í�+�������è�Í�e���:�2�\�à�Ù�\�Í�+�Í�X�…�Ù�X�ô�W�j���X�ô�1�ô�2�e�\�à�Ù�Í�2�î�Ù�Í�2�…�Ù
recruitment efforts undertaken by the Department to fill the position through 
available personnel systems.  
 

11. HHS letters and documents cite incorrect legal authority for the appointments 
of IC Directors  
 
�F�F�‹�
�Ù���U�X���+�Ù�P�U�à�Ù�Q�O�Q�S�à�Ù�+�ô�e�e�ô�X�Ù�W�j�:�e�ô�î�Ù�Í�æ�:�}�ô�Ù�\�e�Í�e�ô�î�Ù�e���Í�e�Ù�I���Ù�"���X�ô�è�e�:�X�\�Ùare appointed under 

42 USC §209(f).  This is incorrect. The appointments and reappointments of IC Directors are 
covered by 42 USC §284. Congress enacted the appointment provisions in §284 after the 
§209(f) special pay program was started. This shows that Congress has consistently 
designated 42 USC §284 as the basis for appointing IC Directors.  The §209(f) provisions are 
inapplicable to IC Directors because they should be treated as inferior officers of the U.S., 
�2�:�e�Ù�Í�\�Ù�
�\�U�ô�è���Í�+�Ù�è�:�2�\�j�+�e�Í�2�e�\���Ù�j�2�î�ô�X §209(f). 
  

12. �b�I�F�
�\�Ùstaggered management review resulted  in premature decisions  on 
reappointment  and lack validity . 

 
While the NIH and HHS have given different dates for the reappointments, both of 

their explanations agree that the NIH conducted the management reviews related to 
reappointments on a staggered basis during the 2017 to 2021 timeframe.  Thus, this would 
mean that such management reviews occurred three�ôeven four years�ôbefore the 
expiration of the five-year term.  Thus, in some cases, management review decisions are 
being made on only about 20 to 40 percent of the term being performed.  This is premature, 
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makes no sense, and is contrary to the HHS requirement to examine the five years of 
performance. In addition, early management review decisions would be made before two or 
three annual ratings had been conducted.  The staggered review also increases the risk of 
improper reappointments because the paperwork from the management review is not done 
in parallel with other administrative paperwork to be processed with the reappointment.  
 

V.  
 

�®���…�Ù�î�:�ô�\�Ù�‹�ô�è�X�ô�e�Í�X�…�Ù���ô�è�ô�X�X�Í�
�\�Ù�>�Í���+�j�X�ô�Ù�e�: 
 Properly Reappoint NIH IC Directors Matter?  

 
The appointments and reappointments of IC Directors are personnel actions that rise 

to the level of Constitutional responsibility further bolstered by federal statutes.105  The 
leaders of these institutes and centers are the ultimate decision-makers involving tens of 
billions of taxpayer-funded research dollars.  These leaders also can play prominent roles in 
response to public health emergencies or in developing research plans. The effectiveness 
of biomedical research investments depends on the decision-making abilities and strategic 
visions of these IC Directors.  

 
The health of the American people is deeply impacted by the appointees who lead 

�b�I�F�
�\�Ù���2�\�e���e�j�e�ô�\�Ù�Í�2�î�Ù�è�ô�2�e�ô�X�\�ß�Ù�Ù���ô�è�Í�j�\�ô�Ù�e���ô�Ù�"���X�ô�è�e�:�X�\�Ù�:���Ù�b�I�F�Ù�I�2�\�e���e�j�e�ô�\�Ù�Í�2�î�Ù���ô�2�e�ô�X�\�Ù�ô�„�ô�X�è���\�ô�Ù
significant authority as the final approving authority for research awards, their appointments 
implicate the Appointments Clause of the U.S. Constitution along with the provisions of the 
21st Century Cures Act.  Greater democratic accountability requires department heads to be 
responsible for properly managing their agencies in the best interest of the public.  Holding 
department heads accountable for the staffing of executive agencies improves 
accountability and transparency.   

 
Improper appointments jeopardize good stewardship of funds . 
 

Improper appointments and reappointments potentially expose the actions of the 
improperly appointed IC Directors to legal challenge and jeopardizes the proper 
administration of research funds.  

 
 
 

 
105 Congress codified and prioritized these appointments by creating the offices, see 42 U.S.C. §284, deeming 
�e���ô�Ù�X�ô�Í�U�U�:���2�e�1�ô�2�e�\�Ù�:���Ù�b�I�F�Ù�I���Ù�"���X�ô�è�e�:�X�\�Ù�æ�…�Ù�\�e�Í�e�j�e�ô�à�Ù�Í�2�î�Ù�æ�…�Ù���X�Í�2�e���2���Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�Ù�e���ô�Ù�U�:�•�ô�X�Ù�e�:�Ù�
�Í�U�U�:���2�e�Ùsuch 
officers  �Í�2�î�Ù�ô�1�U�+�:�…�ô�ô�\�Ù�ß�Ù�ß�Ù�ß�Ù�Í�\�Ù�Í�X�ô�Ù�2�ô�è�ô�\�\�Í�X�…�Ù�e�:�Ù�ô�„�ô�è�j�e�ô�Ù�e���ô�Ù���j�2�è�e���:�2�\�Ù�}�ô�\�e�ô�î�Ù���2�Ù�����1�ß���Ù�ü���:�+�î�Ù�Í�î�î�ô�î�Ù���:�X�Ù
emphasis). 42 U.S.C. §913. In one particular case, Congress enacted the National Cancer Act of 1971 to 
provide that the President appoint the Director of the National Cancer Institute.  42 U.S.C.§ 284. 
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Improper appointments risk legal challenge to  Institute and Center hiring and policies  
 
 Improper appointments and reappointments potentially expose any personnel 
actions approved by the improperly appointed IC Directors to legal challenge. 
 
Improper appointments may have led to improper p ayment of Title 42 special 
consultant salaries . 
 

During the year and a half of their lapsed reappointments, the affected IC Directors 
continued on the NIH payroll and received salaries even though they were serving without 
the legal authority to hold their positions. This situation raises the question of improper 
payments of salaries.  In a 1976 opinion, the GAO Comptroller General concluded that the 
Federal Insurance Administrator was improperly appointed, and that the appointment 
required Presidential nomination and Senate confirmation pursuant to the Appointments 
Clause.   

 
In a subsequent opinion, the GAO Comptroller General found that the Federal 

Insurance Administrator was not legally occupying the position and thus was not entitled to 
receive salary and related benefits from the Department. GAO then concluded that this 
official was a de facto officer, performing his duties of the Office of Insurance Administrator 
with the knowledge and apparent acquiescence of the Secretary and the President. GAO 
concluded it was not necessary to take action to recover the salary. However, whether an 
NIH or HHS official who approved an expenditure of funds without legal authority could be 
held liable for the funds is an open question. 
 

Secretary Becerra violated his oath  by failing to carry out his Appointments Clause 
responsibilities.  
 
 When he was sworn in as HHS Secretary, Secretary Becerra took his oath of office 
swearing to support and defend the Constitution of the United States, including the 
Appointments Clause.106  By failing to reappoint the IC Directors pursuant to the 
Appointment Clause, Secretary Becerra failed to uphold the Appointments Clause until he 
was pressured by the Committee to issue signed affidavits ratifying the selections for 
reappointments a year and a half after the statutory deadline.  During that time lapse the 
individuals serving as IC Directors were holding their positions without valid 
reappointments. 
 

 
106Health and Human Services Secretary Swearing-In Ceremony, C-SPAN (March26, 2021), https://www.c -
span.org/video/?510308-1/health-human-services-secretary-swearing-ceremony 
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IC Directors serving without valid reappointments  further undermined public trust in 
public health leadership.  
 
 Public trust in �e���ô�Ù ���ô�î�ô�X�Í�+�Ù ���:�}�ô�X�2�1�ô�2�e�
�\ health leadership was eroded during the 
response to the COVID-19 pandemic.  The public trust is further damaged by the fact that 
some public health leaders cloaked in the authority of their titles were not legally authorized 
to hold those positions.  Ensuring proper appointments and reappointments to these offices 
is yet an additional challenge to restore public trust. �‹�ô�è�X�ô�e�Í�X�…�Ù ���ô�è�ô�X�X�Í�
�\�Ù ���Í���+�j�X�ô�Ù �X�Í���\�ô�\�Ù
questions whether the American people can assume that public health leaders actually 
have competent authority to act during a public health emergency. 
 
The failure to take  seriously  the reappointments of the IC Directors subverts the rule of 
law.  
 
 The failure to take seriously the reappointments of the IC Directors subverts the rule 
of law. In this instance, the law called for precision: the HHS Secretary reappointing of IC 
Directors by a date certain.  The action to be taken was to fulfill the Constitutional duty and 
the statutory requirement to reappoint Inferior Officers of the United States. HHS�
�\�Ù �+�Í�„�Ù
approach toward this matter and its evasive, frequently misleading responses to this 
investigation reveals a lack of diligence in upholding the rule of law and our democratic 
values. The cavalier attitude toward following the law and the Constitution as well as the 
subsequent attempts at hiding its failure to follow the law is a prime example of the Biden-
Harris administration�
s above-the law attitude and approach to governing. 
 
Recommendations  
 

1. Congress should require that the HHS Secretary submit reports to Congress on all 
personnel actions involving IC Directors. 
 
�I�2�Ù�Í�2�Ù���U�X���+�Ù�T�à�Ù�Q�O�Q�Q�à�Ù�+�ô�e�e�ô�X�Ù�e�:�Ù�e���ô�Ù�‡�ô�U�j�æ�+���è�Í�2�Ù���:�1�1���e�e�ô�ô�Ù�+�ô�Í�î�ô�X�\�à�Ù�b�I�F�Ù�\�e�Í�e�ô�î�Ù�e���Í�e�Ù�
�b�I�F�Ù
does not make public announcements regarding reappointment of current IC 
�"���X�ô�è�e�:�X�\�ß���Ù �Ù �®���e���:�j�e�Ù �Í�Ù �1�ô�è���Í�2���\�1�Ù ���2�Ù �•�����è���Ù �F�F�‹�Ù �Í�2�î�Ùthe NIH hold themselves 
publicly accountable for the reappointment of IC Directors, there is a continuing risk 
of lapses in the reappointment process.  To minimize the reoccurrence of such 
lapses, Congress should require that the HHS Secretary submit reports to the 
committees of jurisdict ion on all personnel actions taken involving IC Directors: 
appointment, reappointment, or termination. 
 

2. Congress should study the special compensation system for the IC Directors who are 
appointed under 42 USC §284 and whether these appointments can be reconciled 
with the Title 42 USC §209(f) pay system. 
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Since about 2000, HHS authorized the establishment of a special payment system 
under 42 USC §209(f) to allow HHS subagencies, including the NIH, to offer higher 
compensation rates to scientists, including IC Directors, in order to compete with 
academia and the private sector. However, since 1985 Congress has enacted 
provisions specifically applicable to the appointment of IC Directors found in 42 USC 
§284.  This specific appointment authority was reaffirmed by Congress in 2006 and 
2016, even after the existence of the 209(f) special pay program was known.  HHS 
and the NIH continue to appoint and reappoint IC Directors under 42 USC §209(f), 
use�î�Ù�æ�…�Ù�e���ô�Ù�‹�ô�è�X�ô�e�Í�X�…�Ù�e�:�Ù�Í�U�U�:���2�e�Ù�
�\�U�ô�è���Í�+�Ù�è�:�2�\�j�+�e�Í�2�e�\���Ù�e�:�Ù�Í�\�\���\�e�Ù�Í�2�î�Ù�Í�î�}���\�ô.  This is 
incorrect and incompatible with 42 USC §284 inferior officers. This has led to further 
confusion in the reappointment process by adding the step of converting the 
Directors into excepted service through a §209(f) appointment.  HHS and the NIH are 
ignoring 42 USC §284 as the hiring authority even though it is specifically applicable 
to IC Directors. Authorizing the appointments attached to its own compensation 
system simplifies the process and eliminates delays.  To make the appointment 
process and the compensation process coherent and less legally vulnerable, 
Congress should study whether the §209(f) compensation system   can be reconciled 
with the appointments of e IC Directors appointed under 42 USC §284.  
 

3. Congress should further consider  streamlining the number of institutes and centers 
at the NIH. 
 
In an April 15, 2022, email to Republican Committee staff, the NIH acknowledged 
�e���Í�e�Ù���:�X�Ù�e���:�\�ô�Ù�X�ô�Í�U�U�:���2�e�ô�î�Ù���2�Ù�Q�O�P�U�Ù�e���ô�Ù�I���Ù�"���X�ô�è�e�:�X�\�
�Ù�:�X�������2�Í�+�Ù�b�“�(�Ù�î�Í�e�ô�Ù�•�Í�\�Ù�"�ô�è�ô�1�æ�ô�X�Ù
12, 2021, in accordance with the 21st Century ���j�X�ô�\�Ù���è�e�ß�Ù�Ù�>�j�X�e���ô�X�à�Ù�e���ô�Ù�b�I�F�Ù�2�:�e�ô�î�à�Ù�
�I�2�Ù
order to avoid NIH having to review all of the IC Directors at the same time, a 
staggered review process was put in place which allowed some reviews to occur well 
���2�Ù�Í�î�}�Í�2�è�ô�Ù�:���Ù�e���ô�Ù�P�Q�ï�P�Q�ï�Q�P�Ù�b�“�(�Ù�î�Í�e�ô�ß���Ù 
 
The sheer number of NIH ICs appears to have contributed to the difficulties in 
�1�Í�2�Í�����2���Ù�X�ô�Í�U�U�:���2�e�1�ô�2�e�\�Ù�Í�2�î�Ù�e���ô�Ù�e���1�ô�+�…�Ù�X�ô�}���ô�•�\�Ù�:���Ù�ô�Í�è���Ù�"���X�ô�è�e�:�X�
�\�Ù�����}�ô-year term 
performances.  As a result, each of the IC Directors was evaluated for their 
performances based on different lengths of their terms.  For example, Dr. Gibbons 
was evaluated for reappointment after only one year into his five-year term (about 20 
percent), while others were evaluated after about 90-100 percent of their five-year 
terms. In addition to this problem of an adequate and consistent basis for evaluating 
reappointments, if the HHS final argument on the reappointments is to be believed, 
the staggered review process also led to a truncation of the 21st Century Cures Act 
mandated five-year terms of reappointed IC Directors to accommodate the 
staggered review process.  The NIH argued that after the IC Directors were all 
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reappointed in December 2021, each of their reappointed terms were less than five 
years to revert to the staggered review system.  In either case, the terms of the IC 
Directors were truncated contrary to the five-year term requirement in 42 USC §284.  
In sum, the staggered review process is an acknowledgement that there may have 
been too many IC Directors to be evaluated at the same time, a reflection of an 
excessive number of institutes and centers.  

 
The question about the appropriate number of institutes and centers goes back more 
than 50 years.  During the enactment in 1971 of the National Cancer Act that elevated 
the position of NCI Director into a Presidential appointment, an oversight 
subcommittee chairman who had conducted years of investigations involving the 
NIH more than 50 years ago noted: 
 

What I think is significant in the context of the legislation before the House 
today is that the Director of a large institute at NIH apparently feels that his 
full -time attendance is not required at the Institute in order to discharge his 
duties. If this is the case, Mr. Speaker, it raises a serious question as to 
whether the Congress has created too many separate Institutes at NIH and 
has overstaffed them for the programs being performed.  An alternative 
conclusion might be that some of the officials responsible for carrying out the 
health research programs authorized by the Congress are not doing as 
vigorous a job as we in the Congress intend when we authorize these 
programs and appropriate funds to carry them out.131  

 
Thus, the number of institutes and centers contributed to a management lapse in the 

reappointments of the IC Directors and to the truncating of the five-year terms of IC 
Directors, contrary to congressional intent. These findings are additional supporting 
evidence of the need to continue consideration of reducing the number of NIH Institutes and 
Centers. 
 

On June 14, 2024, Chair Rodgers unveiled a framework for NIH Reform. Included in the 
document was a proposal to streamline the number of Institutes and Center from 27 to 15: 
  

�“���ô�Ù �b�Í�e���:�2�Í�+�Ù �I�2�\�e���e�j�e�ô�\�Ù �:���Ù �F�ô�Í�+�e�����\�Ù �ü�b�I�F�
�\�ý�Ù �\�U�X�Í�•�+���2���Ù �Í�2�î�Ù �\���+�:�ô�î�Ù �:�X���Í�2���•�Í�e���:�2�Í�+�Ù
structure has been an issue of longstanding interest to Congress and stakeholders. 
There are significant costs and complexities associated with administering an agency 
comprised of 27 Institutes and Centers (ICs), each with its own unique mission and 
priorities, budget, staff, programming, and operational systems. Decades of 
nonstrategic and uncoordinated growth created a system ripe for stagnant leadership, 
research duplication, gaps, misconduct, and undue influence. At the same time, 
adversarial countries continue to direct focus and funding towards biomedical 
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science, making it all the more imperative for the U.S. to take the steps necessary to 
maintain its innovative edge. These shortcomings have and will continue to adversely 
�Í�����ô�è�e�Ù�e���ô�Ù�b�I�F�
�\�Ù�Í�æ���+���e�…�Ù�e�:�Ù�X�ô�\�U�:�2�î�Ù�Í�U�U�X�:�U�X���Í�e�ô�+�…�Ù�e�:�Ù�2�ô�•�Ù�\�è���ô�2�e�������è�Ù�Í�2�î�Ù�U�j�æ�+���è�Ù���ô�Í�+�eh 
�è���Í�+�+�ô�2���ô�\�à�Ù�Í�\�Ù�•�ô�+�+�Ù�Í�\�Ù�����2�î�ô�X�Ù���1�ô�X���è�Í�
�\�Ù�Í�æ���+���e�… �e�:�Ù�X�ô�1�Í���2�Ù�e���ô�Ù�•�:�X�+�î�
�\�Ù�U���:�2�ô�ô�X���2���Ù�+�ô�Í�î�ô�X�Ù
of basic science and biomedical research innovation.107 

 
107 House Energy and Commerce Committee, Chair Cathy McMorris Rodgers, Reforming the National 
Institutes of Health: Framework for Discussion 3 (June 2024). 
https://d1dth6e84htgma.cloudfront.net/NIH_Reform_Report_f6bbdca821.pdf. 
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NIH 
Reappointment 

Timeline 

   

 

Name of IC Director 
Date of 

OHR 
Clearance 

Effective Date 
of 

Reappointment 

Estimated 
Date for HHS 

Sec. 
Signature 
(Given NIH 
Delay)108 

Date of 
Signed 

Affidavit by 
HHS Sec. 

Dr. Anthony Fauci, National 
Institute of Allergy and 

Infectious Disease (NIAID) 
Not Produced Dec. 12, 2021 Jan. 24, 2022 

Retired before 
June 2023 

Dr. Richard Hodes, National 
Institute on Aging (NIA) 

Dec. 3, 2021 Dec. 12, 2021 Jan. 24, 2022 Jun. 8, 2023 

Dr. Nora Volkow, National 
Institute on Drug Abuse 

(NIDA) 
Dec. 3, 2021 Dec. 12, 2021 Jan. 24, 2022 Jun. 8, 2023 

Dr. Roger Glass, Fogarty 
International Center (FIC) 

Not Produced Dec. 12, 2021 Jan. 24, 2022 
Retired before 

June 2023 
Dr. Griffin Rodgers, National 

Institute of Diabetes and 
Digestive and Kidney 

Diseases (NIDDK) 

Dec. 3, 2021 Dec. 12, 2021 Jan. 24, 2022 Jun. 8, 2023 

Dr. Eric Green, National 
Human Genome Research 

Institute (NHGRI) 
Dec. 3, 2021 Dec. 12, 2021 Jan. 24, 2022 Jun. 8, 2023 

Dr. Gary Gibbons, National 
Heart, Lung, and Blood 

Institute (NHLBI) 
Dec. 3, 2021 Dec. 12, 2021 Jan. 24, 2022 Jun. 15, 2023 

Dr. Jon Lorsch, National 
Institute of General Medical 

Sciences (NIGMS) 
Dec. 3, 2021 Dec. 12, 2021 Jan. 24, 2022 Jun. 15, 2023 

Dr. George Koob, National 
Institute on Alcohol Abuse 
and Alcoholism (NIAAA) 

Dec. 3, 2021 Dec. 12, 2021 Jan. 24, 2022 Jun. 8, 2023 

Dr. Walter Koroshetz, 
National Institute of 

Neurological Disorders and 
Stroke (NINDS) 

Dec. 3, 2021 Dec. 12, 2021 Jan. 24, 2022 Jun. 8, 2023 

 
108 Based on Title 42 Executive process timeline showing about six weeks between OHR clearance and 
Secretary approval.  See Exhibit 5. 
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Dr. Eliseo Perez-Stable, 
National Institute on 

Minority Health and Health 
Disparities (NIMHD) 

Dec. 3, 2021 Dec. 12, 2021 Jan. 24, 2022 Jun. 8, 2023 

Dr. Patricia Brennan, 
National Library of 
Medicine (NLM); 

Dec. 3, 2021 Dec. 12, 2021 Jan. 24, 2022 Jun. 8, 2023 

Dr. Joshua Gordon, National 
Institute of Mental Health 

(NIMH) 
Dec. 3, 2021 Dec. 12, 2021 Jan. 24, 2022 Jun. 8, 2023 

Dr. Diana Bianchi, National 
Institute of Child Health and 

Human Development 
(NICHD) 

Dec. 3, 2021 Dec. 12, 2021 Jan. 24, 2022 Jun. 8, 2023 

 

Other 
Reappointments 

   

 

Name of IC Director 
Date of 

OHR 
Clearance 

Effective Date 
of 

Reappointment 

Estimated 
Date for HHS 
Sec. Signature 

(Given NIH 
Delay)109 

Date of 
Signed 

Affidavit by 
HHS 

Secretary 
Dr. Helene Langevin, 
National Center for 
Complementary and 

Integrative Health (NCCIH) 

No SF-50 or 
HHS 820 
Produced 

Nov. 25, 2023 N/A Nov. 22, 2023 

Dr. Bruce Tromberg, 
National Institute of 

Biomedical Imaging and 
Bioengineering (NIBIB) 

No SF-50 or 
HHS 820 
Produced 

Jan. 6, 2024 N/A Jan. 4, 2024 

Dr. Nora Volkow, National 
Institute on Drug Abuse 

(NIDA) 
Mar. 19, 2023 Mar. 20, 2023 May. 1, 2023 Jun. 8, 2023 

Dr. Griffin Rodgers, National 
Institute of Diabetes and 

Digestive and Kidney 
Diseases (NIDDK) 

Sep. 5, 2023 Sep. 5, 2023 Oct. 15, 2023 Apr. 10, 2024 

Dr. Gary Gibbons, National 
Heart, Lung, and Blood 

Institute (NHLBI) 
Dec. 2, 2022 Dec. 8, 2022 Jan. 18, 2023 Jun. 15, 2023 

 
109 Based on Title 42 Executive process timeline showing about six weeks between OHR clearance and 
Secretary approval.  See Exhibit 5. 
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Dr. George Koob, National 
Institute on Alcohol Abuse 
and Alcoholism (NIAAA) 

Apr. 18, 2024 May. 1, 2024 N/A Mar. 4, 2024 

Dr. Noni Byrnes, Center for 
Scientific Review (CSR) 

No SF-50 or 
HHS 820 
Produced 

Feb. 16, 2024 N/A Feb. 15, 2024 

 



 

 

 

{222A0E69-13A2-4985-84AE-73CC3D FF4D02}-DL-089198082063169203199194203128098053200108203037054076154187054170094142100065216046071233171077232202158017042245187090084135230137019098032007075121042091223093198179167033017128193082112108051191092074146189201162200048122051131191141098 
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1 Information in this memorandum is drawn from publicly available sources and is of general interest to Congress. As such, all or 
part of this information may be provided by CRS in memoranda or reports for general distribution to Congress. Your 
confidentiality as a requester will be preserved in any case. 
2 U.S. CONST. art. II, § 2, cl. 2.  
3 See infra �³�$�Q�D�O�\�V�L�V���R�I���$�S�S�R�L�Q�W�P�H�Q�W�V���&�O�D�X�V�H���$�X�W�K�R�U�L�W�L�H�V���´�� 
4 Lucia v. SEC, 585 U.S. 237, 244 (2018).  
5 Id. at 245 (quoting United States v. Germaine, 99 U.S. 508, 511 (1878)).  
6 Buckley v. Valeo, 424 U.S. 1, 126 (1976) (per curiam).  
7 Lucia, 585 U.S. at 245.  
8 United States v. Arthrex, Inc., 594 U.S. 1, 23 (2021) (quoting Edmond v. United States, 520 U.S. 651, 661 (1997)).  



Congressional Research Service 2 

  

�7�K�H���³�G�H�I�D�X�O�W�´���P�H�W�K�R�G���R�I���D�S�S�R�L�Q�W�P�H�Q�W���I�R�U���R�I�I�L�F�H�U�V���L�V���D�S�S�R�L�Q�W�P�H�Q�W���E�\���W�K�H���3�U�H�V�L�G�H�Q�W���Z�L�W�K���W�K�H���D�G�Y�L�F�H���D�Q�G��
�F�R�Q�V�H�Q�W���R�I���W�K�H���6�H�Q�D�W�H��9���7�K�L�V���S�U�R�F�H�V�V���L�V���D�O�V�R���W�K�H���U�H�T�X�L�U�H�G���P�H�W�K�R�G���R�I���D�S�S�R�L�Q�W�P�H�Q�W���I�R�U���S�U�L�Q�F�L�S�D�O���R�I�I�L�F�H�U�V��10���,�Q��
�Z�K�D�W���L�V���V�R�P�H�W�L�P�H�V���F�D�O�O�H�G���W�K�H���(�[�F�H�S�W�L�Q�J���&�O�D�X�V�H��11���W�K�H���$�S�S�R�L�Q�W�P�H�Q�W�V���&�O�D�X�V�H���S�H�U�P�L�W�V���&�R�Q�J�U�H�V�V���W�R���³�Y�H�V�W�´���W�K�H��
�D�S�S�R�L�Q�W�P�H�Q�W���R�I���L�Q�I�H�U�L�R�U���R�I�I�L�F�H�U�V���³�E�\���/�D�Z�´���L�Q���³�W�K�H���3�U�H�V�L�G�H�Q�W���D�O�R�Q�H���´���L�Q���³�W�K�H���&�R�X�U�W�V���R�I���/�D�Z���´���R�U���L�Q���³�W�K�H��
�+�H�D�G�V���R�I���'�H�S�D�U�W�P�H�Q�W�V��� 1́2���,�Q���R�W�K�H�U���Z�R�U�G�V�����&�R�Q�J�U�H�V�V�����E�\���V�W�D�W�X�W�H�����F�D�Q���D�X�W�K�R�U�L�]�H���D���'�H�S�D�U�W�P�H�Q�W���+�H�D�G���W�R��
�D�S�S�R�L�Q�W���F�H�U�W�D�L�Q���L�Q�I�H�U�L�R�U���R�I�I�L�F�H�U�V�����$���'�H�S�D�U�W�P�H�Q�W���+�H�D�G�����I�R�U���$�S�S�R�L�Q�W�P�H�Q�W�V���&�O�D�X�V�H���S�X�U�S�R�V�H�V�����P�H�D�Q�V���D���F�D�E�L�Q�H�W��
�O�H�Y�H�O���6�H�F�U�H�W�D�U�\���R�U���W�K�H���O�H�D�G�H�U���R�I���D���³�I�U�H�H�V�W�D�Q�G�L�Q�J���F�R�P�S�R�Q�H�Q�W���R�I���W�K�H���(�[�H�F�X�W�L�Y�H���%�U�D�Q�F�K���´13���)�R�U���V�L�P�S�O�L�F�L�W�\�����W�K�L�V��
�P�H�P�R�U�D�Q�G�X�P���U�H�I�H�U�V���W�R���D�S�S�R�L�Q�W�P�H�Q�W���D�X�W�K�R�U�L�W�\���W�K�D�W���&�R�Q�J�U�H�V�V���K�D�V���Y�H�V�W�H�G���L�Q���D���'�H�S�D�U�W�P�H�Q�W���+�H�D�G���S�X�U�V�X�D�Q�W���W�R��
�W�K�H���(�[�F�H�S�W�L�Q�J���&�O�D�X�V�H���D�V���³�Y�H�V�W�H�G���D�S�S�R�L�Q�W�P�H�Q�W���D�X�W�K�R�U�L�W�\���´ 

�$�F�F�R�U�G�L�Q�J���W�R���W�K�H���6�X�S�U�H�P�H���&�R�X�U�W�����W�K�H���)�U�D�P�H�U�V���R�I���W�K�H���&�R�Q�V�W�L�W�X�W�L�R�Q���D�G�G�H�G���W�K�H���(�[�F�H�S�W�L�Q�J���&�O�D�X�V�H���³�W�R���W�K�H��
�S�U�R�S�R�V�H�G���&�R�Q�V�W�L�W�X�W�L�R�Q���R�Q���W�K�H���O�D�V�W���G�D�\���R�I���W�K�H���*�U�D�Q�G���&�R�Q�Y�H�Q�W�L�R�Q�����Z�L�W�K���O�L�W�W�O�H���G�L�V�F�X�V�V�L�R�Q���´14���'�H�V�S�L�W�H���W�K�H���O�D�F�N��
�R�I���K�L�V�W�R�U�L�F�D�O���H�[�S�O�D�Q�D�W�L�R�Q�����W�K�H���³�R�E�Y�L�R�X�V���S�X�U�S�R�V�H�´���R�I���W�K�H���(�[�F�H�S�W�L�Q�J���&�O�D�X�V�H�����L�Q���W�K�H���&�R�X�U�W�¶�V���Y�L�H�Z�����³�L�V��
�D�G�P�L�Q�L�V�W�U�D�W�L�Y�H���F�R�Q�Y�H�Q�L�H�Q�F�H�´��15���W�K�H���)�U�D�P�H�U�V���³�I�R�U�H�>�V�D�Z�@���W�K�D�W���Z�K�H�Q���R�I�I�L�F�H�V���E�H�F�D�P�H���Q�X�P�H�U�R�X�V�����D�Q�G���V�X�G�G�H�Q��
�U�H�P�R�Y�D�O�V���Q�H�F�H�V�V�D�U�\���´���U�H�T�X�L�U�L�Q�J���6�H�Q�D�W�H���F�R�Q�I�L�U�P�D�W�L�R�Q���P�L�J�K�W���E�H���R�Y�H�U�O�\���E�X�U�G�H�Q�V�R�P�H��16���$�W���W�K�H���V�D�P�H���W�L�P�H�����W�K�H��
�&�R�X�U�W���K�D�V���O�R�Q�J���D�G�K�H�U�H�G���W�R���W�K�H���L�Q�W�H�U�S�U�H�W�D�W�L�R�Q���W�K�D�W���D�O�O���R�I�I�L�F�H�U�V���Z�L�W�K�L�Q���W�K�H���P�H�D�Q�L�Q�J���R�I���W�K�H���&�O�D�X�V�H���³�Z�H�U�H��
�L�Q�W�H�Q�G�H�G���W�R���E�H���L�Q�F�O�X�G�H�G���Z�L�W�K�L�Q���R�Q�H���R�U���W�K�H���R�W�K�H�U���R�I���W�K�H�V�H���P�R�G�H�V���R�I���D�S�S�R�L�Q�W�P�H�Q�W���´17���7�K�X�V�����D�Q���$�S�S�R�L�Q�W�P�H�Q�W�V��
�&�O�D�X�V�H���Y�L�R�O�D�W�L�R�Q���R�F�F�X�U�V���L�I���D�Q���R�I�I�L�F�H�U���L�V���Q�R�W���D�S�S�R�L�Q�W�H�G���D�F�F�R�U�G�L�Q�J���W�R���D�Q�\���R�I���W�K�H���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O�O�\���S�U�H�V�F�U�L�E�H�G��
�P�H�W�K�R�G�V�����R�U���L�I���W�K�H�U�H���L�V���D���P�L�V�P�D�W�F�K���E�H�W�Z�H�H�Q���W�K�H���Z�D�\���W�K�H���R�I�I�L�F�H�U���Z�D�V���D�S�S�R�L�Q�W�H�G���D�Q�G���W�K�H���R�I�I�L�F�H�U�¶�V���V�W�D�W�X�V���D�V���D��
�S�U�L�Q�F�L�S�D�O���R�U���L�Q�I�H�U�L�R�U���R�I�I�L�F�H�U��18���)�R�U���H�[�D�P�S�O�H�����D���S�U�L�Q�F�L�S�D�O���R�I�I�L�F�H�U�¶�V���D�S�S�R�L�Q�W�P�H�Q�W���E�\���D���'�H�S�D�U�W�P�H�Q�W���+�H�D�G���Z�R�X�O�G��
�Y�L�R�O�D�W�H���W�K�H���$�S�S�R�L�Q�W�P�H�Q�W�V���&�O�D�X�V�H�� 

�,�I���D���'�H�S�D�U�W�P�H�Q�W���+�H�D�G���S�X�U�S�R�U�W�V���W�R���G�H�O�H�J�D�W�H���Y�H�V�W�H�G���D�S�S�R�L�Q�W�P�H�Q�W���D�X�W�K�R�U�L�W�\���W�R���D���V�X�E�R�U�G�L�Q�D�W�H���R�I�I�L�F�L�D�O�����W�K�D�W��
�D�F�W�L�R�Q���F�R�X�O�G���U�D�L�V�H���D���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O���T�X�H�V�W�L�R�Q�����Q�D�P�H�O�\�����Z�K�H�W�K�H�U���D�Q���L�Q�I�H�U�L�R�U���R�I�I�L�F�H�U�¶�V���D�S�S�R�L�Q�W�P�H�Q�W���E�\���W�K�H��
�V�X�E�R�U�G�L�Q�D�W�H���R�I�I�L�F�L�D�O���L�V���H�I�I�H�F�W�L�Y�H�O�\���D�Q���D�S�S�R�L�Q�W�P�H�Q�W���E�\���W�K�H���'�H�S�D�U�W�P�H�Q�W���+�H�D�G���W�K�D�W���F�R�P�S�O�L�H�V���Z�L�W�K���W�K�H��
�(�[�F�H�S�W�L�Q�J���&�O�D�X�V�H�����R�U���L�Q�V�W�H�D�G�����D�Q���D�S�S�R�L�Q�W�P�H�Q�W���W�K�D�W���I�D�L�O�V���W�R���F�R�P�S�O�\���Z�L�W�K���D�Q�\���R�I���W�K�H���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O�O�\��
�S�U�H�V�F�U�L�E�H�G���P�H�W�K�R�G�V���� 

���‘�Ž�•�‘�Ž�›�1�Š�1���Ž�™�Š�›�•�–�Ž�—�•�1�
�Ž�Š�•�1���Š�—�1���Ž�•�Ž�•�Š�•�Ž�1�•�‘�Ž�1���ž�•�‘�˜�›�’�•�¢�1�•�˜�1���™�™�˜�’�—�•�1�Š�—�1
���—�•�Ž�›�’�˜�›�1���•�•�’�Œ�Ž�› 

���Ž�•�Ž�•�Š�•�’�˜�—�1�˜�•�1���•�Š�•�ž�•�˜�›�¢�1���ž�•�‘�˜�›�’�•�¢�1�’�—�1�	�Ž�—�Ž�›�Š�•�1�1 

�,�Q���J�H�Q�H�U�D�O�����D���'�H�S�D�U�W�P�H�Q�W���+�H�D�G���P�D�\���G�H�O�H�J�D�W�H���V�W�D�W�X�W�R�U�\���D�X�W�K�R�U�L�W�\���W�R���D���V�X�E�R�U�G�L�Q�D�W�H���R�I�I�L�F�L�D�O�����³�D�E�V�H�Q�W��
�D�I�I�L�U�P�D�W�L�Y�H���H�Y�L�G�H�Q�F�H���R�I���D���F�R�Q�W�U�D�U�\���F�R�Q�J�U�H�V�V�L�R�Q�D�O���L�Q�W�H�Q�W���´19���:�K�H�W�K�H�U���D���S�D�U�W�L�F�X�O�D�U���G�H�O�H�J�D�W�L�R�Q���L�V���O�H�J�D�O����
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process. U.S. CONST. art. II, § 2.  
10 Edmond, 520 U.S. at 660. 
11 Id. 
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14 Edmond, 520 U.S. at 660 (citing 2 M. FARRAND, RECORDS OF THE FEDERAL CONVENTION OF 1787, 627�±28 (1911 ed.)).  
15 Id.  
16 United States v. Germaine, 99 U.S. 508, 510 (1878). 
17 Id.  
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20 Compare Cudahy Packing Co. v. Holland, 315 U.S. 357, 363�±64 (1942) (declining to infer that a designated agency official 
had the authority to delegate administrative subpoena power, in light of other express delegations in the act and its legislative 
history), with Fleming v. Mohawk Wrecking & Lumber Co., 331 U.S. 111, 121 (1947) (upholding a delegation of subpoena 
power under a different statute that contained �³�Q�R���S�U�R�Y�L�V�L�R�Q���Z�K�L�F�K���V�S�H�F�L�I�L�F�D�O�O�\���D�X�W�K�R�U�L�]�H[d] delegation as to a particular 
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21 488 U.S. 93, 95 (1988) 
22 Id. (quoting National Security Agency Act of 1959, Pub. L. No. 86-36, 73 Stat. 63).  
23 Id. (quoting Keim v. United States, 177 U.S. 290, 293 (1900)).  
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25 As explained below, relevant case law does not appear to preclude the participation of other officers and employees in the 
selection of the appointee, where, for example, the Department Head approves the appointment. See infra note 79 and 
accompanying text. 
26 501 U.S. 868, 885 (1991).  
27 Id.  
28 Id.  
29 Id. at 886 (quoting United States v. Germaine, 99 U.S. 508, 511 (1878)). 
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v. Pub. Co. Acct. Oversight Bd., 561 U.S. 477, 511 (2010). 
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�I�X�U�W�K�H�U���U�H�D�V�R�Q�H�G���W�K�D�W���L�Q���6�H�F�W�L�R�Q�����������R�I���W�K�H���V�D�P�H���W�L�W�O�H�����³�&�R�Q�J�U�H�V�V���H�[�S�U�H�V�V�O�\���J�D�Y�H���W�K�H���$�W�W�R�U�Q�H�\���*�H�Q�H�U�D�O��
�S�H�U�P�L�V�V�L�R�Q���W�R���G�H�O�H�J�D�W�H���µ�D�Q�\�¶���R�I���K�L�V���I�X�Q�F�W�L�R�Q�V���´42���7�K�H���S�D�Q�H�O���I�R�X�Q�G���³�Q�R���L�Q�G�L�F�D�W�L�R�Q���&�R�Q�J�U�H�V�V���P�H�D�Q�W���W�R��
�H�[�F�O�X�G�H�´���W�K�H���S�R�Z�H�U���W�R���D�S�S�R�L�Q�W���V�S�H�F�L�D�O���D�V�V�L�V�W�D�Q�W�V���³�I�U�R�P���W�K�L�V���R�W�K�H�U�Z�L�V�H���X�Q�T�X�D�O�L�I�L�H�G���V�W�D�W�X�W�R�U�\���D�X�W�K�R�U�L�]�D�W�L�R�Q��
�R�I���G�H�O�H�J�D�W�L�R�Q���´43���,�W���D�O�V�R���I�R�X�Q�G���³�Q�R�W�K�L�Q�J���L�Q���W�K�H���W�H�[�W���R�U���K�L�V�W�R�U�\���R�I���W�K�H���&�R�Q�V�W�L�W�X�W�L�R�Q�´���W�K�D�W���Z�R�X�O�G���S�U�H�F�O�X�G�H��

 
31 Freytag, 501 U.S. at 886. 
32 585 U.S. 237 (2018).  
33 Id. at 243.   
34 Id. at 244. 
35 Id. at 241, 244�±45.  
36 Id. at 244 (emphasis added) (quoting U.S. CONST. art. II, § 2, cl. 2).  
37 Id. at 244�±45.  
38 Id. at 245. 
39 Id.  
40 912 F.2d 1033, 1037 (9th Cir. 1990).  
41 Id. at 1036�±37. The opinion did not include a discussion of whether the Special Assistant U.S. Attorney was an officer within 
the meaning of the Appointments Clause.   
42 Id. at 1037. 
43 Id.  
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�,�Q���2�U�O�R�I�I�����W�K�H���&�R�X�U�W���V�W�D�W�H�G�� 

It is obvious that the commissioning of officers in the Army is a matter of discretion within the 
province of the President as Commander in Chief. Whatever control courts have exerted over tenure 
or compensation under an appointment, they have never assumed by any process to control the 
appointing power either in civilian or military positions.50 
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�K�L�J�K�H�U���U�D�Q�N���R�Q�O�\���³�E�\���R�U���X�Q�G�H�U���D�X�W�K�R�U�L�W�\���R�I���W�K�H���3�U�H�V�L�G�H�Q�W���´51���6�R�P�H���O�R�Z�H�U���F�R�X�U�W�V���K�D�Y�H���L�Q�W�H�U�S�U�H�W�H�G���W�K�H���³�X�Q�G�H�U��
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�D�X�W�K�R�U�L�W�\�² �D�W���O�H�D�V�W���L�Q���W�K�H���F�R�Q�W�H�[�W���R�I���P�L�O�L�W�D�U�\���D�S�S�R�L�Q�W�P�H�Q�W�V��52�� 

 
44 Id.  
45 Id. (citing United States v. Cravero, 545 F.2d 406, 410 (5th Cir.1976), cert. denied, 430 U.S. 983 (1977); United States v. 
Agrusa, 520 F.2d 370, 372 (8th Cir.1975)). 
46 See United States v. Cravero, 545 F.2d 406, 410 (5th Cir. 1976) (reasoning that 28 U.S.C. § 510 permits the Attorney General 
�W�R���G�H�O�H�J�D�W�H���³�D�Q�\���I�X�Q�F�W�L�R�Q���´���D�Q�G���³by regulation . . . the Attorney General delegated to the Assistant Attorney General in charge of 
the Criminal Division, who signed the authorization here, the power to designate attorneys to present evidence to grand juries in 
all cases under his control�´�������8�Q�L�W�H�G���6�W�D�W�H�V���Y�����$�J�U�X�V�D�������������)�����G�������������������������W�K���&�L�U�������������������³�1�R�W�K�L�Q�J���L�Q���������8���6���&����§ 515(a) or its 
legislative history evidences a congressional intent to limit the delegation authority of the Attorney General under 28 U.S.C. 
§ ���������´������ 
47 Quiel v. United States, No. CR-11-02385, 2017 WL 4803823, at *13 (D. Ariz. Oct. 25, 2017).  
48 Id. �D�W���
���������V�W�D�W�L�Q�J���W�K�D�W���W�K�H���G�H�I�H�Q�G�D�Q�W���D�F�N�Q�R�Z�O�H�G�J�H�G���W�K�D�W���W�K�H���W�U�L�D�O���D�W�W�R�U�Q�H�\���Z�K�R���S�U�R�V�H�F�X�W�H�G���K�L�V���F�D�V�H���³�Z�D�V���S�U�R�S�H�U�O�\���D�S�S�R�L�Q�W�H�G�´ 
�D�Q�G���³�I�D�L�O�>�H�G�@���W�R���S�U�R�Y�L�G�H���H�Y�L�G�H�Q�F�H�´���W�K�D�W���W�K�H���J�R�Y�H�U�Q�P�H�Q�W���D�W�W�R�U�Q�H�\�V���L�Q���K�L�V���S�R�V�W-trial action were not properly appointed).  
49 E.g., Dysart v. United States, 369 F.3d 1303, 1312�±13 (Fed. Cir. 2004). 
50 Orloff v. Willoughby, 345 U.S. 83, 90 (1953).  
51 Id. at 90.  
52 See Dysart, 369 F.3d at 1312�±13 ���³The Supreme Court has assumed that the authority to appoint military officers can be 
delegated.�´�����F�L�W�L�Q�J��Orloff, 345 U.S. at 90, and United States v. Moore, 95 U.S. 760, 762 (1877))); Rodriguez v. Penrod, No. 18-
cv-00240, 2020 WL 686012 at *23 (D.D.C. Feb. 11, 2020) ���³�7�K�H���3�U�H�V�L�G�H�Q�W���P�D�\���G�H�O�H�J�D�W�H���K�L�V���D�X�W�K�R�U�L�W�\���W�R���D�S�S�R�L�Q�W���P�L�O�L�W�D�U�\���R�I�I�L�F�H�U�V��
�W�R���V�X�E�R�U�G�L�Q�D�W�H���H�[�H�F�X�W�L�Y�H���R�I�I�L�F�L�D�O�V���´�����F�L�W�L�Q�J��Orloff, 345 U.S. at 90)), �D�I�I�¶�G���V�X�E���Q�R�P., Rodriguez v. B�O�D�Q�N�V�������������)�����$�S�S�¶�[�����������-�X�Q����
25, 2021) (per curiam). 
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�D�Q�G���W�K�H���F�R�X�U�W���Y�L�H�Z�H�G���D�S�S�R�L�Q�W�P�H�Q�W���S�R�Z�H�U���D�V���D�N�L�Q���W�R���W�K�H�V�H���I�X�Q�F�W�L�R�Q�V��62 

 
53 Within the executive branch, OLC opinions may be authoritative or controlling on questions of law, but they are not binding on 
the legislative or judicial branches. See 28 U.S.C. §§ 511�±13 (directing the Attorney General to advise the President, the heads of 
�H�[�H�F�X�W�L�Y�H���G�H�S�D�U�W�P�H�Q�W�V�����D�Q�G���W�K�H���6�H�F�U�H�W�D�U�L�H�V���R�I���P�L�O�L�W�D�U�\���G�H�S�D�U�W�P�H�Q�W�V���R�Q���³�T�X�H�V�W�L�R�Qs �R�I���O�D�Z�´���X�S�R�Q���U�H�T�X�H�V�W��; Citizens for Resp. & 
Ethics in Washington v. DOJ, 922 F.3d 480, 484 (D.C. Cir. 2019) (discussi�Q�J���2�/�&�¶�V���S�R�V�L�W�L�R�Q���W�K�D�W���L�W�V���³�I�R�U�P�D�O���Z�U�L�W�W�H�Q���R�S�L�Q�L�R�Q�V�´��
are binding on the executive branch).  
54 See Assignment of Certain Functions Related to Mil. Appointments, 29 Op. O.L.C. �������������������������³�3�U�H�V�L�G�H�Q�W�V���K�D�Y�H���O�R�Q�J��
delegated to the heads of departments authority to appoint inferior officers when Congress has vested that discretion in the 
�3�U�H�V�L�G�H�Q�W�����D�Q�G���W�K�L�V���2�I�I�L�F�H���K�D�V���D�I�I�L�U�P�H�G���W�K�H���O�H�J�D�O�L�W�\���R�I���W�K�H���S�U�D�F�W�L�F�H���´������ 
55 Id.  
56 See id. at 135 ���³�7�K�H���T�X�H�V�W�L�R�Q���Z�K�H�W�K�H�U���&�R�Q�J�U�H�V�V���P�D�\���S�H�U�P�L�W���W�K�H���3�U�H�V�L�G�H�Q�W���R�U���W�K�H���K�H�D�G���R�I���D���G�H�S�D�U�W�P�H�Q�W���W�R���G�H�O�H�J�D�W�H���D�S�S�R�L�Q�W�P�H�Q�W��
authority to an officer below the head of a department is a difficult one, and we cannot provide a definitive answer at this �W�L�P�H���´������ 
57 For an in-depth discussion of this topic, see CRS Report R44997, The Vacancies Act: A Legal Overview, by Valerie C. 
Brannon (2022). The Supreme Court rejected an Appointments Clause challenge to the authority of a vice-consul serving as 
acting consul in United States v. Eaton�������������8���6���������������������������������������V�D�\�L�Q�J���³�W�K�H���V�X�E�R�U�G�L�Q�D�W�H���R�I�I�L�F�H�U�´���F�R�X�O�G���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O�O�\���S�H�U�I�R�U�P��
�³the duty of the superior for a limited time and under special and temporary conditions���´���7�K�H���&�R�X�U�W���Rpined that to hold otherwise 
�³would render void any and every delegation of power to an inferior to perform under any circumstances or exigency the duties 
of a superior officer, and the discharge of administrative duties would be seriously hindered.�´��Id.  
58 See, e.g., Dahle v. Kijakazi, 62 F.4th 424, 427 (8th Cir. 2023). 
59 Id. at 426�±27.  
60 Bauer v. Kijakazi, No. 21-cv-2008, 2022 WL 2918917, at *17 (N.D. Iowa July 25, 2022); Sidney M. v. Kijakazi, 630 F. Supp. 
3d 1077, 1104 (N.D. Iowa 2022), appeal filed and voluntarily dismissed, No. 22-3450 (8th Cir. 2024); Laura F. v. Kijakazi, No. 
23-cv-272, 2024 WL 2050392, at *15 (D. Neb. May 7, 2024). 
61 Bauer, 2022 WL 2918917, at *17 (alteration in original). 
62 Id.  
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68 Freytag �Y�����&�R�P�P�¶�U����501 U.S. 868, 885�±86 (1991). 
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71 Id. at 241.  
72 Id. at 245. 
73 Assignment of Certain Functions Related to Mil. Appointments, 29 Op. O.L.C. 132, 134 (2005). 
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76 Arthrex, Inc. v. Smith & Nephew, Inc., 35 F.4th 1328, 1333 (Fed. Cir. 2022) (emphasis added), cert. denied, 143 S. Ct. 2493 
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�I�X�Q�F�W�L�R�Q�V���R�I���,�&���'�L�U�H�F�W�R�U�V�����V�X�F�K���D�V���I�R�U�P�X�O�D�W�L�Q�J���D�J�H�Q�F�\���S�R�O�L�F�\���R�U���G�H�F�L�G�L�Q�J���Z�K�R���L�V���H�O�L�J�L�E�O�H���I�R�U���I�H�G�H�U�D�O���I�X�Q�G�V����
�P�L�J�K�W���O�H�D�G���D���F�R�X�U�W���W�R���F�R�Q�F�O�X�G�H���W�K�D�W���,�&���'�L�U�H�F�W�R�U�V���Z�L�W�K���W�K�R�V�H���D�X�W�K�R�U�L�W�L�H�V���D�U�H���R�I�I�L�F�H�U�V���R�I���W�K�H���8�Q�L�W�H�G���6�W�D�W�H�V����
�%�H�F�D�X�V�H���$�S�S�R�L�Q�W�P�H�Q�W�V���&�O�D�X�V�H���F�D�V�H���O�D�Z���R�Q���W�K�H�V�H���V�S�H�F�L�I�L�F���G�X�W�L�H�V���L�V���O�L�P�L�W�H�G�����K�R�Z�H�Y�H�U�����D���F�R�X�U�W���F�R�X�O�G���D�O�V�R��

 
5 See Free Enter. Fund v. Pub. Co. Acct. Oversight Bd., 561 U.S. 477, 501 (2010) (ruling implicitly that members of the Public 
Company Accounting Oversight Board (PCAOB) were officers for constitutional purposes); Sarbanes-Oxley Act of 2002, Pub. 
L. No. 107-204, title I, § 101(e)(5), 116 Stat. 745, 752 (codified as amended at 15 U.S.C. § 7211) (creating five-year terms for 
PCAOB members); see also �+�X�P�S�K�U�H�\�¶�V���(�[�¶�U���Y�����8�Q�L�W�H�G���6�W�D�W�H�V�������������8���6�������������������������������±�����������������������X�S�K�R�O�G�L�Q�J���&�R�Q�J�U�H�V�V�¶�V��
authority to fix a seven-year term of office for Commissioners of the FTC, subject to removal by the President only for certain 
enumerated causes).   
6 United States v. Germaine, 99 U.S. 508, 511�±12 (1878).  
7 Lucia, 585 U.S. at 248; Buckley v. Valeo, 424 U.S. 1, 138�±41 (1976) (per curiam).  
8 See Freytag, 501 U.S. at 882 (reasoning that special trial judges would be officers even if they did not have important 
adjudicatory duties in some contexts because they could �³�U�H�Q�G�H�U���W�K�H���G�H�F�L�V�L�R�Q�V���R�I���W�K�H���7�D�[���&�R�X�U�W�´���L�Q���F�H�U�W�D�L�Q��other contexts which 
resulted �L�Q���W�K�H�P���D�F�W�L�Q�J���³�D�V���L�Q�I�H�U�L�R�U���R�I�I�L�F�H�U�V���Z�K�R���H�[�H�U�F�L�V�H���L�Q�G�H�S�H�Q�G�H�Q�W���D�X�W�K�R�U�L�W�\�´); Lucia, 585 U.S. at 247 n.4 (stating that final 
�G�H�F�L�V�L�R�Q�P�D�N�L�Q�J���D�X�W�K�R�U�L�W�\���L�V���Q�R�W���³�D��sine qua non of of�I�L�F�H�U���V�W�D�W�X�V�´������ 
9 Edmond v. United States, 520 U.S. 651, 660 (1997). 
10 Id.  
11 U.S. CONST. art. II, § 2, cl. 2. 
12 Free Enter. Fund v. Pub. Co. Acct. Oversight Bd., 561 U.S. 477, 511 (2010); Freytag, 501 U.S. at 886. 
13 United States v. Arthrex, Inc., 594 U.S. 1, 23 (2021).  
14 See Lucia v. SEC, 585 U.S. 237, 245 (2018) ���H�[�S�O�D�L�Q�L�Q�J���W�K�D�W���³the Appointments Clause cares not a whit about who name�>�V�@�´��
non-officer employees of the federal government).  
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�D�G�G�L�W�L�R�Q���W�R���E�H�L�Q�J���³�H�V�W�D�E�O�L�V�K�H�G���E�\���O�D�Z���´���W�K�H���S�R�V�L�W�L�R�Q���R�I���,�&���'�L�U�H�F�W�R�U���D�S�S�H�D�U�V���W�R���E�H���³�F�R�Q�W�L�Q�X�L�Q�J�´���E�H�F�D�X�V�H���W�K�H��
�G�X�W�L�H�V���D�U�H���Q�R�W���³�R�F�F�D�V�L�R�Q�D�O�´���R�U���³�H�S�L�V�R�G�L�F�´���L�Q���Q�D�W�X�U�H�����$�O�W�K�R�X�J�K���W�K�H���W�H�U�P���R�I���D�Q���,�&���'�L�U�H�F�W�R�U���L�V���O�L�P�L�W�H�G���W�R���I�L�Y�H��
�\�H�D�U�V�����D���'�L�U�H�F�W�R�U���³�P�D�\���E�H���U�H�D�S�S�R�L�Q�W�H�G�´���D�W���W�K�H���H�Q�G���R�I���W�K�D�W���W�H�U�P�����Z�L�W�K���³�Q�R���O�L�P�L�W���R�Q���W�K�H���Q�X�P�E�H�U���R�I���W�H�U�P�V���W�K�D�W��
�D���'�L�U�H�F�W�R�U���P�D�\���V�H�U�Y�H���´21�� 

�7�K�H���F�O�R�V�H�U���T�X�H�V�W�L�R�Q���L�V���Z�K�H�W�K�H�U���,�&���'�L�U�H�F�W�R�U�V���H�[�H�U�F�L�V�H���³�V�L�J�Q�L�I�L�F�D�Q�W���D�X�W�K�R�U�L�W�\���S�X�U�V�X�D�Q�W���W�R���W�K�H���O�D�Z�V���R�I���W�K�H��
�8�Q�L�W�H�G���6�W�D�W�H�V���´���7�K�L�V���T�X�H�V�W�L�R�Q���U�H�T�X�L�U�H�V���D�Q���D�Q�D�O�\�V�L�V���R�I���H�D�F�K���'�L�U�H�F�W�R�U�¶�V���V�S�H�F�L�I�L�F���G�X�W�L�H�V���D�Q�G���D�X�W�K�R�U�L�W�L�H�V�����7�K�H��
�D�Q�D�O�\�V�L�V���L�Q���W�K�L�V���P�H�P�R�U�D�Q�G�X�P���L�V���O�L�P�L�W�H�G���W�R���S�X�E�O�L�F�O�\���D�Y�D�L�O�D�E�O�H���L�Q�I�R�U�P�D�W�L�R�Q�����Z�K�L�F�K���P�D�\���Q�R�W���D�F�F�R�X�Q�W���I�R�U���D�O�O��
�R�I���W�K�H���G�X�W�L�H�V���R�I���D���S�D�U�W�L�F�X�O�D�U���,�&���'�L�U�H�F�W�R�U�����)�R�U���H�[�D�P�S�O�H�����,�&���'�L�U�H�F�W�R�U�V���D�U�H���V�W�D�W�X�W�R�U�L�O�\���D�X�W�K�R�U�L�]�H�G���W�R���³�S�H�U�I�R�U�P��
�V�X�F�K���R�W�K�H�U���I�X�Q�F�W�L�R�Q�V���D�V���W�K�H���6�H�F�U�H�W�D�U�\���G�H�W�H�U�P�L�Q�H�V���D�U�H���Q�H�H�G�H�G���W�R���F�D�U�U�\���R�X�W���H�I�I�H�F�W�L�Y�H�O�\���W�K�H���S�X�U�S�R�V�H�V���R�I���W�K�H��
�L�Q�V�W�L�W�X�W�H��� 2́2���$�Q���1�,�+���3�R�O�L�F�\���0�D�Q�X�D�O���R�Q���'�H�O�H�J�D�W�L�R�Q�V���R�I���$�X�W�K�R�U�L�W�\���V�W�D�W�H�V���W�K�D�W���³�>�G�@�H�O�H�J�D�W�L�R�Q�V���R�I���D�X�W�K�R�U�L�W�\���D�U�H��

 
15 42 U.S.C. § 281(a). �1�,�+���E�H�J�D�Q���D�V���³�D���F�R�P�S�R�Q�H�Q�W���R�I���W�K�H���3�X�E�O�L�F���+�H�D�O�W�K���6�H�U�Y�L�F�H�����D���S�D�U�W���R�I���W�K�H���'�H�S�D�U�W�P�H�Q�W���R�I���+�H�D�O�W�K�����(�G�X�F�D�W�L�R�Q��
�D�Q�G���:�H�O�I�D�U�H�����+�(�:�����´ which Congress later redesignated as HHS. Grassetti v. Weinberger, 408 F. Supp. 142, 147 (N.D. Cal. 
1976); see also Pub. L. No. 96-88, § 509, 93 Stat. 695 (1979).  
16 42 U.S.C. § 281(d).  
17 List of Institutes and Centers, NIH, https://www.nih.gov/institutes-nih/list-institutes-centers (July 12, 2023). 
18 The statute provides that the President shall appoint the Director of the National Cancer Institute. 42 U.S.C. § 284(a).  
19 Id. § 284(b)�±(c).  
20 See NIH, Vacancy Announcement: National Institutes of Health: Director, National Library of Medicine, SCIENCECAREERS, 
https://jobs.sciencecareers.org/job/657581/director (last visited Sep. 27, 2024) (stating that the Director of the National Library of 
�0�H�G�L�F�L�Q�H���³�Z�L�O�O���E�H���D�S�S�R�L�Q�W�H�G���D�W���D���V�D�O�D�U�\���F�R�P�P�H�Q�V�X�U�D�W�H���Z�L�W�K���W�K�H���V�H�O�H�F�W�H�H�¶�V���T�X�D�O�L�I�L�F�D�W�L�R�Q�V���D�Q�G���H�[�S�H�U�L�H�Q�F�H���D�Q�G���1�,�+���V�D�O�D�U�\��
guidelines�´���D�Q�G���W�K�D�W���³�>�I�@ull Federal benefits will be provided�´��; Plum Data, OPM, https://www.opm.gov/about-us/open-
government/plum-reporting/plum-data/ (last visited Sep. 27, 2024) (listing the salary of the Director of the National Cancer 
Institute pu�U�V�X�D�Q�W���W�R���D�Q���³�R�W�K�H�U���S�D�\���S�O�D�Q�´��. HHS Personnel Instruction 42-1 provides that IC Directors may be hired pursuant to 42 
U.S.C. § 209(f) (Special Consultants). HHS PERSONNEL INSTRUCTION 42-1: APPOINTMENT OF 42 U.S.C. § 209(F) SPECIAL 

CONSULTANTS, at 42-100 & app. 3 (2015), https://www.hhs.gov/about/agencies/asa/ohr/hr-library/title-42/index.html. The 
guidance explains:  

There are some positions within HHS that require a level of scientific expertise that has historically not been 
successfully recruited or retained under regular civil service appointment. To expedite the recruitment 
process and limit the amount of time these positions remain vacant, a subset of high level, mission critical 
positions within each [operating division] may be designated as 42 U.S.C. § 209(f). This designation will 
allow such positions to be filled through 42 U.S.C. § 209(f) without the requirement to document efforts to 
fill the position through other available personnel systems each time the position is vacated and/or filled. 

Id. at 42-100.  
21 42 U.S.C. § 284(a)(2).  
22 Id. § 284(b)(1)(M).  
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27 See id. § 284(b)(2) (specifying requirements for entering into contracts or making grants or cooperative agreements).  
28 An Institute �'�L�U�H�F�W�R�U���³�P�D�\���V�H�F�X�U�H�����G�H�Y�H�O�R�S���D�Q�G���P�D�L�Q�W�D�L�Q�����G�L�V�W�U�L�E�X�W�H���D�Q�G���V�X�S�S�R�U�W���W�K�H���G�H�Y�H�O�R�S�P�H�Q�W���D�Q�G���P�D�L�Q�W�H�Q�D�Q�F�H���R�I���U�H�V�R�X�U�F�H�V��
needed for researc�K���´��Id. § 284(b)(1)(G). An Institute Director is also authorized to make Institute facilities available to 
researchers, accept unconstitutional gifts made to the Institute, and secure consultation services and advice for the Institute from 
U.S. and foreign �S�H�U�V�R�Q�V�����X�V�H���R�W�K�H�U���D�J�H�Q�F�L�H�V�¶���U�H�V�R�X�U�F�H�V���Z�L�W�K���W�K�H�L�U���F�R�Q�V�H�Q�W�����D�Q�G���D�F�F�H�S�W���Y�R�O�X�Q�W�D�U�\���D�Q�G���X�Q�F�R�P�S�H�Q�V�D�W�H�G���V�H�U�Y�L�F�H�V����Id. 
§ 284(b)(1)(H)�±(L). An Institute Director �V�K�D�O�O���³receive from the President and the Office of Management and Budget directly all 
funds appropri�D�W�H�G���E�\���W�K�H���&�R�Q�J�U�H�V�V���I�R�U���R�E�O�L�J�D�W�L�R�Q���D�Q�G���H�[�S�H�Q�G�L�W�X�U�H���E�\���W�K�H���,�Q�V�W�L�W�X�W�H���´��Id. § 284(b)(2)(C).  
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�S�U�R�J�U�D�P�V���R�I���R�W�K�H�U���S�X�E�O�L�F���D�Q�G���S�U�L�Y�D�W�H���H�Q�W�L�W�L�H�V�´���D�Q�G���F�R�R�S�H�U�D�W�H���Z�L�W�K���R�W�K�H�U��Institute Directors on research matters).  
30 To exercise this authority, an Institute �'�L�U�H�F�W�R�U���P�X�V�W���F�R�Q�V�X�O�W���Z�L�W�K���W�K�H���,�Q�V�W�L�W�X�W�H�¶�V���D�G�Y�L�V�R�U�\���F�R�X�Q�F�L�O���D�Q�G���R�E�W�D�L�Q���W�K�H���1�,�+���'�L�U�H�F�W�R�U�¶�V��
approval. Id. § 284(c)(3).  
31 Id. § 284(b)(1).  
32 See Tavolini v. Mount Sinai Med. Ctr., 984 F. Supp. 196, 208 (S.D.N.Y. 1997) (observing th�D�W���³�W�K�H���S�H�U�W�L�Q�H�Q�W���V�W�D�W�X�W�H���S�H�U�P�L�W�V��
the directors of the various national institutes to enter into contracts and to make grants and cooperative agreements for re�V�H�D�U�F�K�´��
(citing 42 U.S.C. § 284(b)(2))), aff�¶d sub nom. Tavoloni v. Mount Sinai Med. Ctr., 198 F.3d 235 (2d Cir. 1999).  
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�Z�L�W�K�L�Q���W�K�H���,�Q�V�W�L�W�X�W�H���R�U���&�H�Q�W�H�U���R�U���D�X�W�K�R�U�L�]�L�Q�J���W�K�H���K�L�U�L�Q�J���R�I���H�[�S�H�U�W�V���R�U���F�R�Q�V�X�O�W�D�Q�W�V��37 

���˜�•�Ž�—�•�’�Š�•�1���›�Ž�Š�œ�1�˜�•�1���’�•�—�’�•�’�Œ�Š�—�•�1���ž�•�‘�˜�›�’�•�¢ 

�,�&���'�L�U�H�F�W�R�U�V���G�R���Q�R�W���D�S�S�H�D�U���W�R���H�[�H�U�F�L�V�H���H�Q�I�R�U�F�H�P�H�Q�W���R�U���D�G�M�X�G�L�F�D�W�R�U�\���D�X�W�K�R�U�L�W�\�² �W�Z�R���P�D�U�N�H�U�V���R�I���V�L�J�Q�L�I�L�F�D�Q�W��
�D�X�W�K�R�U�L�W�\���W�K�D�W���W�K�H���6�X�S�U�H�P�H���&�R�X�U�W���L�G�H�Q�W�L�I�L�H�G���L�Q���%�X�F�N�O�H�\���Y�����9�D�O�H�R���D�Q�G���/�X�F�L�D���Y�����6�(�&�����1�R�Q�H���R�I���W�K�H���V�W�D�W�X�W�R�U�\��
�G�X�W�L�H�V���G�L�V�F�X�V�V�H�G���D�E�R�Y�H���D�X�W�K�R�U�L�]�H���D�Q���,�&���'�L�U�H�F�W�R�U���W�R���E�U�L�Q�J���D���I�H�G�H�U�D�O���O�D�Z�V�X�L�W���W�R���S�U�R�W�H�F�W���W�K�H���J�R�Y�H�U�Q�P�H�Q�W�¶�V��
�L�Q�W�H�U�H�V�W�V���R�U���W�R���L�P�S�R�V�H���D�G�P�L�Q�L�V�W�U�D�W�L�Y�H���S�H�Q�D�O�W�L�H�V���R�Q���S�U�L�Y�D�W�H���H�Q�W�L�W�L�H�V��38���,�&���'�L�U�H�F�W�R�U�V���D�O�V�R���G�R���Q�R�W���D�S�S�H�D�U���W�R��
�S�U�H�V�L�G�H���R�Y�H�U���D�G�Y�H�U�V�D�U�L�D�O���K�H�D�U�L�Q�J�V�����W�D�N�H���W�H�V�W�L�P�R�Q�\�����U�X�O�H���R�Q���W�K�H���D�G�P�L�V�V�L�E�L�O�L�W�\���R�I���H�Y�L�G�H�Q�F�H�����R�U���U�H�Q�G�H�U���L�Q�L�W�L�D�O���R�U��
�I�L�Q�D�O���R�S�L�Q�L�R�Q�V���R�Q���D���G�L�V�S�X�W�H���E�H�I�R�U�H���W�K�H���D�J�H�Q�F�\��39���,�Q�V�W�H�D�G�����,�&���'�L�U�H�F�W�R�U�V���S�U�L�P�D�U�L�O�\���D�U�H���W�D�V�N�H�G���Z�L�W�K���F�R�Q�G�X�F�W�L�Q�J��
�D�Q�G���V�X�S�S�R�U�W�L�Q�J���U�H�V�H�D�U�F�K���D�Q�G���S�U�R�J�U�D�P�V���R�Q���E�H�K�D�O�I���R�I���W�K�H�L�U���U�H�V�S�H�F�W�L�Y�H���,�Q�V�W�L�W�X�W�H�V���D�Q�G���&�H�Q�W�H�U�V�����L�Q�I�R�U�P�L�Q�J��
�&�R�Q�J�U�H�V�V�����D�Q�G���H�G�X�F�D�W�L�Q�J���W�K�H���S�X�E�O�L�F���R�Q���Y�D�U�L�R�X�V���S�X�E�O�L�F���K�H�D�O�W�K���W�R�S�L�F�V�����7�K�H�V�H���D�F�W�L�Y�L�W�L�H�V���D�U�H���V�X�S�S�R�U�W�H�G���W�K�U�R�X�J�K��

 
33 42 U.S.C. § 284(c); see �8�Q�L�W�H�G���6�D�Y�����$�V�V�¶�Q���R�I���7�H�[�����Y�����7�L�P�E�H�U�V���R�I���,�Q�Z�R�R�G���)�R�U�H�V�W���$�V�V�R�F�V���������������8���6���������������������������������������H�[�S�O�D�L�Q�L�Q�J��
�W�K�D�W���D���³�S�U�R�Y�L�V�L�R�Q���W�K�D�W���P�D�\���V�H�H�P���D�P�E�L�J�X�R�X�V���L�Q���L�V�R�O�D�W�L�R�Q���L�V���R�I�W�H�Q���F�O�D�U�L�I�L�H�G���E�\���W�K�H���U�H�P�D�L�Q�G�H�U���R�I���W�K�H���V�W�D�W�X�W�R�U�\���V�F�K�H�P�H�´���� 
34 42 U.S.C. § 284(c); see United States v. Mango, 199 F.3d 85, 91 (2d Cir. 1999) ���U�H�D�V�R�Q�L�Q�J���W�K�D�W���W�K�H���S�K�U�D�V�H���³�µ�>a]cting through 
�W�K�H���&�K�L�H�I���R�I���(�Q�J�L�Q�H�H�U�V�¶���F�D�Q���E�H���U�H�D�G���H�L�W�K�H�U���W�R���L�G�H�Q�W�L�I�\���W�K�H���R�I�I�L�F�L�D�O���W�K�U�R�X�J�K���Z�K�R�P���W�K�H���6�H�F�U�H�W�D�U�\���P�X�V�W���D�F�W���R�U���W�R��identify the branch of 
the Army that will perform the permit-issuing function.�´�����T�X�R�W�L�Q�J���������8���6���&�����†�����������D���D����). 
35 See 42 U.S.C. § 285b-2 (instructing the Director of the National Heart, Lung, and Blood Institute �W�R���³collect, identify, analyze, 
and disseminate on a timely basis, through publications and other appropriate means, to patients, families of patients, physicians 
and other health professionals, and the general public, information on research, prevention, diagnosis, and treatment of heart, 
blood vessel, lung, and blood diseases,�´���D�P�R�Q�J���R�W�K�H�U���L�Q�I�R�U�P�D�W�L�R�Q); id. § 285m-2(b) (instructing the Director of the National 
�,�Q�V�W�L�W�X�W�H���R�Q���'�H�D�I�Q�H�V�V���D�Q�G���2�W�K�H�U���&�R�P�P�X�Q�L�F�D�W�L�R�Q���'�L�V�R�U�G�H�U�V���W�R���H�V�W�D�E�O�L�V�K���D���³�>�F�@�O�H�D�U�L�Q�J�K�R�X�V�H�´���W�R���³�I�D�F�L�O�L�W�D�W�H���D�Q�G���H�Q�K�D�Q�F�H�����W�K�U�R�X�J�K��the 
effective dissemination of information, knowledge and understanding of disorders of hearing and other communication processes 
�E�\���K�H�D�O�W�K���S�U�R�I�H�V�V�L�R�Q�D�O�V�����S�D�W�L�H�Q�W�V�����L�Q�G�X�V�W�U�\�����D�Q�G���W�K�H���S�X�E�O�L�F�´������ 
36 See id. § 285i-1 (authorizing the Director of the National Eye Institute t�R���³�D�Z�D�U�G���U�H�V�H�D�U�F�K���J�U�D�Q�W�V���W�R���R�Q�H���R�U���P�R�U�H���'�L�D�E�H�W�H�V���(�\�H��
�5�H�V�H�D�U�F�K���,�Q�V�W�L�W�X�W�L�R�Q�V���I�R�U���W�K�H���V�X�S�S�R�U�W���R�I���>�F�H�U�W�D�L�Q�@���S�U�R�J�U�D�P�V���L�Q���F�O�L�Q�L�F�D�O���R�U���K�H�D�O�W�K���V�H�U�Y�L�F�H�V�´������ 
37 See id. § 285n-1 (establishing an Associate Director for Prevention to be appointed by the Director of the National Institute on 
Alcohol Abuse and Alcoholism); id. § 285g-3 (establishing an Associate Director for Prevention to be appointed by the Director 
of the Eunice Kennedy Shriver National Institute of Child Health and Human Development).  
38 Buckley v. Valeo, 424 U.S. 1, 140�±41 (1976).  
39 Lucia v. SEC, 585 U.S. 237, 248 (2018).  
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�7�K�H���6�X�S�U�H�P�H���&�R�X�U�W���L�Q���%�X�F�N�O�H�\���Y�����9�D�O�H�R���G�L�V�W�L�Q�J�X�L�V�K�H�G���E�H�W�Z�H�H�Q���G�X�W�L�H�V���³�L�Q���D�L�G���R�I���W�K�H���O�H�J�L�V�O�D�W�L�Y�H���I�X�Q�F�W�L�R�Q���R�I��
�&�R�Q�J�U�H�V�V���´���Z�K�L�F�K���F�D�Q���E�H���H�[�H�U�F�L�V�H�G���E�\���Q�R�Q���R�I�I�L�F�H�U�V�����D�Q�G���W�K�R�V�H���W�K�D�W���F�R�Q�V�W�L�W�X�W�H���W�K�H���³�D�G�P�L�Q�L�V�W�U�D�W�L�R�Q���D�Q�G��
�H�Q�I�R�U�F�H�P�H�Q�W���R�I���W�K�H���S�X�E�O�L�F���O�D�Z���´���Z�K�L�F�K���J�H�Q�H�U�D�O�O�\���U�H�T�X�L�U�H���D�Q���D�S�S�R�L�Q�W�P�H�Q�W��46���7�K�H���&�R�X�U�W���L�G�H�Q�W�L�I�L�H�G���S�R�Z�H�U�V��
�³�R�I���D�Q���L�Q�Y�H�V�W�L�J�D�W�L�Y�H���D�Q�G���L�Q�I�R�U�P�D�W�L�Y�H���Q�D�W�X�U�H�´���D�V���R�Q�H�V���W�K�D�W���D���Q�R�Q���R�I�I�L�F�H�U���F�R�X�O�G���H�[�H�U�F�L�V�H���E�H�F�D�X�V�H���W�K�H�\���I�D�O�O���³�L�Q��
�W�K�H���V�D�P�H���J�H�Q�H�U�D�O���F�D�W�H�J�R�U�\���D�V���W�K�R�V�H���S�R�Z�H�U�V���Z�K�L�F�K���&�R�Q�J�U�H�V�V���P�L�J�K�W���G�H�O�H�J�D�W�H���W�R���R�Q�H���R�I���L�W�V���R�Z�Q��
�F�R�P�P�L�W�W�H�H�V���´47���%�\���F�R�Q�W�U�D�V�W�����F�R�U�H���H�[�H�F�X�W�L�Y�H���S�R�Z�H�U�V�����V�X�F�K���D�V���H�Q�I�R�U�F�H�P�H�Q�W���G�L�V�F�U�H�W�L�R�Q�����G�H�P�R�Q�V�W�U�D�W�H��
�³�V�L�J�Q�L�I�L�F�D�Q�W���D�X�W�K�R�U�L�W�\�´���W�K�D�W���F�D�Q���E�H���H�[�H�U�F�L�V�H�G���R�Q�O�\���E�\���R�I�I�L�F�H�U�V���R�I���W�K�H���8�Q�L�W�H�G���6�W�D�W�H�V��48���/�L�N�H�Z�L�V�H�����³�E�U�R�D�G��
�D�G�P�L�Q�L�V�W�U�D�W�L�Y�H���S�R�Z�H�U�V�´���V�X�F�K���D�V���U�X�O�H�P�D�N�L�Q�J���D�X�W�K�R�U�L�W�\�����D�O�V�R���U�H�I�O�H�F�W���V�L�J�Q�L�I�L�F�D�Q�W���D�X�W�K�R�U�L�W�\��49�����:�K�L�O�H���V�R�P�H���R�I��
�W�K�H���D�X�W�K�R�U�L�W�L�H�V���R�I���,�&���'�L�U�H�F�W�R�U�V���D�S�S�H�D�U���W�R���E�H���L�Q���D�L�G���R�I���W�K�H���O�H�J�L�V�O�D�W�L�Y�H���I�X�Q�F�W�L�R�Q�����V�X�F�K���D�V���F�R�O�O�H�F�W�L�Q�J��
�L�Q�I�R�U�P�D�W�L�R�Q���I�R�U���U�H�S�R�U�W�L�Q�J���W�R���&�R�Q�J�U�H�V�V�����R�W�K�H�U���D�X�W�K�R�U�L�W�L�H�V���D�S�S�H�D�U���W�R���E�H���H�[�H�F�X�W�L�Y�H���L�Q���Q�D�W�X�U�H���E�H�F�D�X�V�H���W�K�H�\��
�L�Q�Y�R�O�Y�H���W�K�H���D�G�P�L�Q�L�V�W�U�D�W�L�R�Q���R�I���S�X�E�O�L�F���O�D�Z���S�X�U�V�X�D�Q�W���W�R���D���V�W�D�W�X�W�R�U�\���I�U�D�P�H�Z�R�U�N���H�V�W�D�E�O�L�V�K�H�G���E�\���&�R�Q�J�U�H�V�V��50��
�7�K�D�W���D���I�X�Q�F�W�L�R�Q���L�V���H�[�H�F�X�W�L�Y�H���L�Q���Q�D�W�X�U�H���G�R�H�V���Q�R�W���Q�H�F�H�V�V�D�U�L�O�\���P�H�D�Q���W�K�D�W���L�W���F�R�Q�V�W�L�W�X�W�H�V���³�V�L�J�Q�L�I�L�F�D�Q�W���D�X�W�K�R�U�L�W�\�´��
�I�R�U���S�X�U�S�R�V�H�V���R�I���W�K�H���$�S�S�R�L�Q�W�P�H�Q�W�V���&�O�D�X�V�H���D�Q�D�O�\�V�L�V�����(�D�F�K���I�X�Q�F�W�L�R�Q���O�L�N�H�O�\���U�H�T�X�L�U�H�V���L�Q�G�H�S�H�Q�G�H�Q�W���D�Q�D�O�\�V�L�V���� 

 
40 E.g., Consolidated Appropriations Act, 2023, Pub. L. No. 117-328, div. H, tit. II, 136 Stat. 4459, 4861�±63 (making 
appropriations for various NIH Institutes and Centers); see also NIH-WIDE STRATEGIC PLAN , FY 2021�±2025�����D�W���������³�1�,�+���U�H�F�H�L�Y�H�V��
its annual funding, or appropriation, from the U.S. Congress. More than 80 percent of this funding is passed on to researchers and 
research institutions around the country�² the extramural research community�² through a rigorous, competitive process, while 
�D�E�R�X�W���������S�H�U�F�H�Q�W���R�I���1�,�+�¶�V���E�X�G�J�H�W���V�X�S�S�R�U�W�V���L�Q�W�U�D�P�X�U�D�O���S�U�R�M�H�F�W�V���F�R�Q�G�X�F�W�H�G���E�\���V�F�L�H�Q�W�L�V�W�V���L�Q���L�W�V���R�Z�Q���O�D�E�R�U�Dtories, which are subject 
�W�R���D�Q���H�T�X�D�O�O�\���U�L�J�R�U�R�X�V���U�H�Y�L�H�Z���´������ 
41 See 42 U.S.C. § 285f-5(b)�±���H�������U�H�T�X�L�U�L�Q�J���W�K�H���'�L�U�H�F�W�R�U���R�I���W�K�H���1�D�W�L�R�Q�D�O���,�Q�V�W�L�W�X�W�H���R�I���$�O�O�H�U�J�\���D�Q�G���,�Q�I�H�F�W�L�R�X�V���'�L�V�H�D�V�H�V���W�R���³�D�Z�D�U�G��
funding through grants, contracts, or cooperative agreements to publ�L�F���R�U���S�U�L�Y�D�W�H���H�Q�W�L�W�L�H�V�´���W�R��support certain activities in research 
centers for pathogens of pandemic concern, and identifying other agencies and entities for coordination and collaboration).  
42 See id. § 285o-4(b) (stating that in carrying out a medication development program, the Director of the National Institute on 
�'�U�X�J���$�E�X�V�H���³�P�D�\���D�F�F�H�S�W���J�L�I�W�V�����R�U���G�R�Q�D�W�L�R�Q�V���R�I���V�H�U�Y�L�F�H�V�����P�R�Q�H�\�����R�U���S�U�R�S�H�U�W�\�����U�H�D�O�����S�H�U�V�R�Q�D�O�����R�U���P�L�[�H�G�����W�D�Q�J�L�E�O�H���R�U���L�Q�W�D�Q�J�L�E�O�H�´).  
43 See id. § �������Q���E�������������D�X�W�K�R�U�L�]�L�Q�J���W�K�H���'�L�U�H�F�W�R�U���R�I���W�K�H���1�D�W�L�R�Q�D�O���,�Q�V�W�L�W�X�W�H���R�Q���$�O�F�R�K�R�O���$�E�X�V�H���D�Q�G���$�O�F�R�K�R�O�L�V�P���W�R���³�V�H�F�X�U�H���I�U�R�P���W�L�P�H��
to time and for such periods as he deems advisable, the assistance and advice of experts, scholars, and consultants from the 
United State�V���R�U���D�E�U�R�D�G�´������ 
44 See id. § 285e-�����G�������U�H�T�X�L�U�L�Q�J���W�K�H���'�L�U�H�F�W�R�U���R�I���W�K�H���1�D�W�L�R�Q�D�O���,�Q�V�W�L�W�X�W�H���R�Q���$�J�L�Q�J���W�R���³�P�D�N�H���J�U�D�Q�W�V���W�R���S�X�E�O�L�F���D�Q�G���S�U�L�Y�D�W�H���Q�R�Q�S�U�R�I�L�W��
institutions to conduct research relating to Alzheimer�¶�V���'�L�V�H�D�V�H�´������ 
45 See id. § 285b-7 (requiring the Director �R�I���W�K�H���1�D�W�L�R�Q�D�O���+�H�D�U�W�����/�X�Q�J�����D�Q�G���%�O�R�R�G���,�Q�V�W�L�W�X�W�H�V���W�R���³�H�V�W�D�E�O�L�V�K���W�K�H���1�D�W�L�R�Q�D�O���&�H�Q�W�H�U���R�Q��
�6�O�H�H�S���'�L�V�R�U�G�H�U�V���5�H�V�H�D�U�F�K�´���E�\���-�X�Q�H��������������������; id. § 285d-6(a) (requiring the Director of the National Institute of Arthritis and 
�0�X�V�F�X�O�R�V�N�H�O�H�W�D�O���D�Q�G���6�N�L�Q���'�L�V�H�D�V�H�V���W�R���³�S�Uovide for the development, modernization, and operation . . . of new and existing 
�F�H�Q�W�H�U�V���I�R�U���D�U�W�K�U�L�W�L�V���D�Q�G���P�X�V�F�X�O�R�V�N�H�O�H�W�D�O���G�L�V�H�D�V�H�V�´������ 
46 Buckley v. Valeo, 424 U.S. 1, 138�±39 (1976) (per curiam). 
47 Id. �D�W�������������K�R�O�G�L�Q�J���W�K�D�W���³�I�X�Q�F�W�L�R�Q�V���U�H�O�D�W�L�Q�J���W�R���W�K�H���I�O�R�Z���R�I���Q�H�F�H�V�V�D�U�\���L�Q�I�R�U�P�D�W�L�R�Q���U�H�F�H�L�S�W�����G�L�V�V�H�P�L�Q�D�W�L�R�Q�����D�Q�G���L�Q�Y�H�V�W�L�J�D�W�L�R�Q�´���P�D�\��
be exercised by non-officers).  
48 Id. at 138.  
49 Id. at 140. 
50 See id. at 141 ���U�H�D�V�R�Q�L�Q�J���W�K�D�W���³rulemaking, advisory opinions, and determinations of eligibility for funds�´���D�U�H���W�K�H��kinds of 
�D�G�P�L�Q�L�V�W�U�D�W�L�Y�H���D�X�W�K�R�U�L�W�\���³usually performed by independent regulatory agencies or by some department in the Executive Branch 
under the direction of an Act of Congress�´������ 
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�6�R�P�H���,�&���'�L�U�H�F�W�R�U�V���D�S�S�H�D�U���W�R���K�D�Y�H���G�X�W�L�H�V���W�K�D�W���D�U�H���D�G�P�L�Q�L�V�W�U�D�W�L�Y�H���R�U���U�H�J�X�O�D�W�R�U�\���L�Q���Q�D�W�X�U�H�����&�H�U�W�D�L�Q���,�&��
�G�L�U�H�F�W�R�U�V���D�U�H���D�X�W�K�R�U�L�]�H�G���E�\���V�W�D�W�X�W�H���R�U���U�H�J�X�O�D�W�L�R�Q���W�R���L�V�V�X�H���U�X�O�H�V���R�U���V�W�D�Q�G�D�U�G�V���I�R�U���W�K�H���X�V�H���R�I���J�R�Y�H�U�Q�P�H�Q�W��
�I�D�F�L�O�L�W�L�H�V���R�U���U�H�V�R�X�U�F�H�V�����R�U���P�D�W�H�U�L�D�O�V���S�U�R�G�X�F�H�G���Z�L�W�K���1�,�+���V�X�S�S�R�U�W�����)�R�U���L�Q�V�W�D�Q�F�H�� 

�x �&�R�Q�J�U�H�V�V���U�H�T�X�L�U�H�G���W�K�H���'�L�U�H�F�W�R�U���R�I���W�K�H���1�D�W�L�R�Q�D�O���&�D�Q�F�H�U���,�Q�V�W�L�W�X�W�H���W�R���³�H�V�W�D�E�O�L�V�K���R�U���V�X�S�S�R�U�W���W�K�H���O�D�U�J�H��
�V�F�D�O�H���S�U�R�G�X�F�W�L�R�Q���R�U���G�L�V�W�U�L�E�X�W�L�R�Q���R�I���V�S�H�F�L�D�O�L�]�H�G���E�L�R�O�R�J�L�F�D�O���P�D�W�H�U�L�D�O�V���D�Q�G���R�W�K�H�U���W�K�H�U�D�S�H�X�W�L�F��
�V�X�E�V�W�D�Q�F�H�V���I�R�U���F�D�Q�F�H�U���U�H�V�H�D�U�F�K���D�Q�G���V�H�W���V�W�D�Q�G�D�U�G�V���R�I���V�D�I�H�W�\���D�Q�G���F�D�U�H���I�R�U���S�H�U�V�R�Q�V���X�V�L�Q�J���V�X�F�K��
�P�D�W�H�U�L�D�O�V���´51�� 

�x �7�K�H���'�L�U�H�F�W�R�U���R�I���W�K�H���(�X�Q�L�F�H���.�H�Q�Q�H�G�\���6�K�U�L�Y�H�U���1�D�W�L�R�Q�D�O���,�Q�V�W�L�W�X�W�H���R�I���&�K�L�O�G���+�H�D�O�W�K���D�Q�G���+�X�P�D�Q��
�'�H�Y�H�O�R�S�P�H�Q�W���P�D�\���X�V�H���I�H�G�H�U�D�O���I�X�Q�G�V���W�R���S�U�R�Y�L�G�H���I�R�U���W�K�H���G�H�Y�H�O�R�S�P�H�Q�W���R�I���I�L�Y�H���U�H�V�H�D�U�F�K���F�H�Q�W�H�U�V�����Z�L�W�K��
�H�D�F�K���F�H�Q�W�H�U���W�R���³�X�V�H���W�K�H���I�D�F�L�O�L�W�L�H�V���R�I���D���V�L�Q�J�O�H���L�Q�V�W�L�W�X�W�L�R�Q�����R�U���E�H���I�R�U�P�H�G���I�U�R�P���D���F�R�Q�V�R�U�W�L�X�P���R�I��
�F�R�R�S�H�U�D�W�L�Q�J���L�Q�V�W�L�W�X�W�L�R�Q�V�����P�H�H�W�L�Q�J���V�X�F�K���U�H�T�X�L�U�H�P�H�Q�W�V���D�V���P�D�\���E�H���S�U�H�V�F�U�L�E�H�G���E�\���W�K�H���'�L�U�H�F�W�R�U���R�I���W�K�H��
�,�Q�V�W�L�W�X�W�H���5́2 

�x �$���U�H�J�X�O�D�W�L�R�Q���D�O�O�R�Z�V���W�K�H���'�L�U�H�F�W�R�U���R�I���W�K�H���1�D�W�L�R�Q�D�O���/�L�E�U�D�U�\���R�I���0�H�G�L�F�L�Q�H���W�R���³�S�U�H�V�F�U�L�E�H���U�H�D�V�R�Q�D�E�O�H��
�U�X�O�H�V���W�R���D�V�V�X�U�H���W�K�H���P�R�V�W���H�I�I�H�F�W�L�Y�H���X�V�H���R�I���>�/�L�E�U�D�U�\�@���I�D�F�L�O�L�W�L�H�V���E�\���K�H�D�O�W�K���V�F�L�H�Q�F�H�V���S�U�R�I�H�V�V�L�R�Q�D�O�V���D�Q�G���W�R��
�S�U�R�W�H�F�W���W�K�H���F�R�O�O�H�F�W�L�R�Q�V���I�U�R�P���P�L�V�X�V�H���R�U���G�D�P�D�J�H���5́3���7�K�H���V�D�P�H���U�H�J�X�O�D�W�L�R�Q���D�X�W�K�R�U�L�]�H�V���W�K�H���'�L�U�H�F�W�R�U���W�R��
�³�F�K�D�U�J�H���U�H�D�V�R�Q�D�E�O�H���I�H�H�V���I�R�U���D�Q�\���V�H�U�Y�L�F�H���S�U�R�Y�L�G�H�G���E�\���W�K�H���/�L�E�U�D�U�\���X�Q�G�H�U���W�K�L�V���S�D�U�W�����L�Q���D�F�F�R�U�G�D�Q�F�H��
�Z�L�W�K���D���V�F�K�H�G�X�O�H���D�Y�D�L�O�D�E�O�H���D�W���W�K�H���/�L�E�U�D�U�\���X�S�R�Q���U�H�T�X�H�V�W�����Z�K�L�F�K���D�U�H���G�H�V�L�J�Q�H�G���W�R���U�H�F�R�Y�H�U���D�O�O���R�U���D��
�S�R�U�W�L�R�Q���R�I���W�K�H���F�R�V�W���W�R���W�K�H���/�L�E�U�D�U�\���R�I���S�U�R�Y�L�G�L�Q�J���W�K�H���V�H�U�Y�L�F�H��� 5́4�� 

�x �$�W���O�H�D�V�W���R�Q�H���,�&���'�L�U�H�F�W�R�U���L�V���H�[�S�U�H�V�V�O�\���D�X�W�K�R�U�L�]�H�G���W�R���L�P�S�R�V�H���F�R�Q�G�L�W�L�R�Q�V���R�Q���J�U�D�Q�W���D�Z�D�U�G�V�����$��
�U�H�J�X�O�D�W�L�R�Q���S�U�R�Y�L�G�H�V���W�K�D�W���W�K�H���'�L�U�H�F�W�R�U���R�I���W�K�H���1�D�W�L�R�Q�D�O���+�H�D�U�W�����/�X�Q�J�����D�Q�G���%�O�R�R�G���,�Q�V�W�L�W�X�W�H���P�D�\��
�³�L�P�S�R�V�H���D�G�G�L�W�L�R�Q�D�O���F�R�Q�G�L�W�L�R�Q�V���S�U�L�R�U���W�R���R�U���D�W���W�K�H���W�L�P�H���R�I���D�Q�\���D�Z�D�U�G���Z�K�H�Q���L�Q���W�K�H���'�L�U�H�F�W�R�U�¶�V��
�M�X�G�J�P�H�Q�W���W�K�R�V�H���F�R�Q�G�L�W�L�R�Q�V���D�U�H���Q�H�F�H�V�V�D�U�\���W�R���D�V�V�X�U�H���R�U���S�U�R�W�H�F�W���D�G�Y�D�Q�F�H�P�H�Q�W���R�I���W�K�H���D�S�S�U�R�Y�H�G��
�S�U�R�M�H�F�W�����W�K�H���L�Q�W�H�U�H�V�W�V���R�I���W�K�H���S�X�E�O�L�F���K�H�D�O�W�K�����R�U���W�K�H���F�R�Q�V�H�U�Y�D�W�L�R�Q���R�I���J�U�D�Q�W���I�X�Q�G�V��� 5́5 

�7�K�H���H�[�D�P�S�O�H�V���D�E�R�Y�H���D�U�H���P�R�U�H���O�L�P�L�W�H�G���W�K�D�Q���W�K�H���³�H�[�W�H�Q�V�L�Y�H���U�X�O�H�P�D�N�L�Q�J�´���S�R�Z�H�U�V���D�W���L�V�V�X�H���L�Q���%�X�F�N�O�H�\���Y����
�9�D�O�H�R�����E�H�F�D�X�V�H���W�K�H�\���G�R���Q�R�W���E�U�R�D�G�O�\���D�X�W�K�R�U�L�]�H���,�&���'�L�U�H�F�W�R�U�V���W�R���S�U�R�P�X�O�J�D�W�H���U�X�O�H�V���Q�H�F�H�V�V�D�U�\���W�R���L�P�S�O�H�P�H�Q�W���D��
�V�W�D�W�X�W�H���W�K�D�W���L�P�S�R�V�H�V���F�L�Y�L�O���S�H�Q�D�O�W�L�H�V���I�R�U���Q�R�Q�F�R�P�S�O�L�D�Q�F�H��56���1�H�Y�H�U�W�K�H�O�H�V�V�����W�K�H�V�H���I�X�Q�F�W�L�R�Q�V���P�L�J�K�W���V�W�L�O�O���T�X�D�O�L�I�\��
�D�V���V�L�J�Q�L�I�L�F�D�Q�W���D�X�W�K�R�U�L�W�\���I�R�U���$�S�S�R�L�Q�W�P�H�Q�W�V���&�O�D�X�V�H���S�X�U�S�R�V�H�V���E�H�F�D�X�V�H���W�K�H�\���L�Q�Y�R�O�Y�H���W�K�H���L�P�S�O�H�P�H�Q�W�D�W�L�R�Q���R�I��
�I�H�G�H�U�D�O���O�D�Z��57���$�V���W�R���W�K�H���I�H�H���V�F�K�H�G�X�O�H�V���U�H�I�H�U�H�Q�F�H�G���D�E�R�Y�H�����Z�K�L�O�H���Q�R�Q���R�I�I�L�F�H�U���J�R�Y�H�U�Q�P�H�Q�W���H�P�S�O�R�\�H�H�V���D�Q�G��
�H�Y�H�Q���S�U�L�Y�D�W�H���H�Q�W�L�W�L�H�V���F�D�Q���V�R�P�H�W�L�P�H�V���D�L�G���L�Q���F�R�O�O�H�F�W�L�Q�J���J�R�Y�H�U�Q�P�H�Q�W���I�H�H�V�� �W�K�H���G�L�V�F�U�H�W�L�R�Q���W�R���V�H�W���I�H�H���D�P�R�X�Q�W�V��
�F�R�X�O�G���F�R�Q�V�W�L�W�X�W�H���V�L�J�Q�L�I�L�F�D�Q�W���U�H�J�X�O�D�W�R�U�\���D�X�W�K�R�U�L�W�\��58���$�G�G�L�W�L�R�Q�D�O�O�\�����Z�K�L�O�H���J�U�D�Q�W�P�D�N�L�Q�J���L�V���G�L�V�F�X�V�V�H�G���L�Q���P�R�U�H��

 
51 42 U.S.C. § 285a-2(b)(1) (emphasis added).  
52 Id. § 285g-5(a)�±(b), (e) (emphasis added); see also id. § 285g-9(b)(5) (authorizing similar administrative requirements for other 
research centers).  
53 42 C.F.R. § 4.4(a). �6�X�F�K���U�X�O�H�V���³must be consistent with the regulations in this part�´�����S�H�U�W�D�L�Q�L�Q�J���W�R���W�K�H���1�D�W�L�R�Q�D�O���/�L�E�U�D�U�\���R�I��
Medicine) and �³applicable Department regulations and policies on nondiscrimination���´��Id. 
54 Id. § 4.7.  
55 Id. § 52e.9; see also id. § 52a.9 (�D�X�W�K�R�U�L�]�L�Q�J���³�W�K�H���'�L�U�H�F�W�R�U���R�I���1�,�+���R�U���W�K�H���R�U�J�D�Q�L�]�D�W�L�R�Q�D�O���F�R�P�S�R�Q�H�Q�W���D�X�W�K�R�U�L�]�H�G���W�R���D�Z�D�U�G���J�U�D�Q�W�V�´��
�W�R���K�H�D�O�W�K���F�H�Q�W�H�U�V���W�R���³impose additional conditions prior to or at the time of any award when in the Director�¶s judgment the 
conditions are necessary to assure the carrying out of the purposes of the award, the interests of the public health, or the 
conservation of grant funds�´��.  
56 Buckley v. Valeo, 424 U.S. 1, 110 (1976) (per curiam). 
57 See id. at 140�±���������K�R�O�G�L�Q�J���W�K�D�W�����L�Q���D�G�G�L�W�L�R�Q���W�R���U�X�O�H�P�D�N�L�Q�J�����³�D�G�P�L�Q�L�V�W�U�D�W�L�Y�H���I�X�Q�F�W�L�R�Q�V�´���V�X�F�K���D�V���³�D�G�Y�L�V�R�U�\���R�S�L�Q�L�R�Q�V�´���D�Q�G��
�³�G�H�W�H�U�P�L�Q�D�W�L�R�Q�V���R�I���H�O�L�J�L�E�L�O�L�W�\���I�R�U���I�X�Q�G�V�´���P�D�\���³�E�H���H�[�H�U�F�L�V�H�G���R�Q�O�\���E�H���S�H�U�V�R�Q�V �Z�K�R���D�U�H���µ�2�I�I�L�F�H�U�V���R�I���W�K�H���8�Q�L�W�H�G���6�W�D�W�H�V�¶�´������  
58 Compare Oklahoma v. United States, 62 F.4th 221, 229 (6th Cir. 2023) ���H�[�S�O�D�L�Q�L�Q�J���W�K�D�W���S�U�L�Y�D�W�H���H�Q�W�L�W�L�H�V���³may undertake 
ministerial functions, such as fee collection�´���I�R�U���D�Q���D�J�H�Q�F�\������cert. denied, 144 S. Ct. 2679 (2024), with Intercollegiate Broad. 
(continued...) 
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�G�H�W�D�L�O���L�Q���W�K�H���Q�H�[�W���V�H�F�W�L�R�Q�����W�K�H���D�X�W�K�R�U�L�W�\���W�R���L�P�S�R�V�H���F�R�Q�G�L�W�L�R�Q�V���R�Q���I�H�G�H�U�D�O���J�U�D�Q�W�V���L�V���D�U�J�X�D�E�O�\���U�H�J�X�O�D�W�R�U�\���L�Q��
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Congressional Research Service 10 

  

�G�R�H�V���Q�R�W���U�H�I�O�H�F�W���V�L�J�Q�L�I�L�F�D�Q�W���D�X�W�K�R�U�L�W�\�����X�Q�O�H�V�V���D���F�R�X�U�W���G�H�W�H�U�P�L�Q�H�V���W�K�D�W���W�K�H���R�E�M�H�F�W�L�R�Q���S�U�R�F�H�V�V���X�Q�G�X�O�\��
�F�R�Q�V�W�U�D�L�Q�V���W�K�H���1�,�+���'�L�U�H�F�W�R�U�¶�V���U�H�Y�L�H�Z���R�I���%�R�D�U�G���U�H�F�R�P�P�H�Q�G�D�W�L�R�Q�V��80 

���ž�—�Œ�•�’�˜�—�œ�1���Ž�•�Š�•�Ž�•�1�•�˜�1���Š�—�Š�•�’�—�•�1���Ž�•�Ž�›�Š�•�1���ž�—�•�œ�1�Š�—�•�1���›�˜�™�Ž�›�•�¢�1 

�6�H�F�W�L�R�Q�����������R�I���W�K�H���3�X�E�O�L�F���+�H�D�O�W�K���6�H�U�Y�L�F�H���$�F�W���S�U�R�Y�L�G�H�V���W�K�D�W���W�K�H���+�+�6���6�H�F�U�H�W�D�U�\�����³�D�F�W�L�Q�J���W�K�U�R�X�J�K���W�K�H��
�'�L�U�H�F�W�R�U���R�I���H�D�F�K���Q�D�W�L�R�Q�D�O���U�H�V�H�D�U�F�K���L�Q�V�W�L�W�X�W�H���´���V�K�D�O�O���³�U�H�F�H�L�Y�H���I�U�R�P���W�K�H���3�U�H�V�L�G�H�Q�W���D�Q�G���W�K�H���2�I�I�L�F�H���R�I��
�0�D�Q�D�J�H�P�H�Q�W���D�Q�G���%�X�G�J�H�W���G�L�U�H�F�W�O�\���D�O�O���I�X�Q�G�V���D�S�S�U�R�S�U�L�D�W�H�G���E�\���W�K�H���&�R�Q�J�U�H�V�V���I�R�U���R�E�O�L�J�D�W�L�R�Q���D�Q�G���H�[�S�H�Q�G�L�W�X�U�H��
�E�\���W�K�H���,�Q�V�W�L�W�X�W�H���8́1���7�K�H���,�Q�V�W�L�W�X�W�H���'�L�U�H�F�W�R�U�V�����L�Q���W�X�U�Q�����P�D�\���S�U�R�Y�L�G�H���V�X�S�S�R�U�W���I�R�U���D�X�W�K�R�U�L�]�H�G���D�F�W�L�Y�L�W�L�H�V���D�Q�G��
�S�U�R�J�U�D�P�V���³�W�K�U�R�X�J�K���J�U�D�Q�W�V�����F�R�Q�W�U�D�F�W�V�����D�Q�G���F�R�R�S�H�U�D�W�L�Y�H���D�J�U�H�H�P�H�Q�W�V���8́2���*�U�D�Q�W�V�����F�R�Q�W�U�D�F�W�V�����D�Q�G���F�R�R�S�H�U�D�W�L�Y�H��
�D�J�U�H�H�P�H�Q�W�V���I�R�U���U�H�V�H�D�U�F�K�����W�U�D�L�Q�L�Q�J�����R�U���G�H�P�R�Q�V�W�U�D�W�L�R�Q�V���D�U�H���V�X�E�M�H�F�W���W�R���³�W�H�F�K�Q�L�F�D�O���D�Q�G���V�F�L�H�Q�W�L�I�L�F���S�H�H�U���U�H�Y�L�H�Z��
�U�H�T�X�L�U�H�G���E�\���U�H�J�X�O�D�W�L�R�Q�V�´���S�U�R�P�X�O�J�D�W�H�G���X�Q�G�H�U���6�H�F�W�L�R�Q�������������Z�L�W�K���J�U�D�Q�W�V���R�U���F�R�R�S�H�U�D�W�L�Y�H���D�J�U�H�H�P�H�Q�W�V��
�H�[�F�H�H�G�L�Q�J�������������������U�H�T�X�L�U�L�Q�J���D�Q���D�G�G�L�W�L�R�Q�D�O���U�H�F�R�P�P�H�Q�G�D�W�L�R�Q���I�U�R�P���W�K�H���D�G�Y�L�V�R�U�\���F�R�X�Q�F�L�O���I�R�U���W�K�H���D�S�S�O�L�F�D�E�O�H��
�,�Q�V�W�L�W�X�W�H��83���*�U�D�Q�W�P�D�N�L�Q�J���D�Q�G���F�R�Q�W�U�D�F�W�L�Q�J���D�U�H���D�O�V�R���J�R�Y�H�U�Q�H�G���E�\���+�+�6���U�H�J�X�O�D�W�L�R�Q�V���D�Q�G���1�,�+���Z�L�G�H���S�R�O�L�F�L�H�V��
�D�Q�G���S�U�R�F�H�G�X�U�H�V��84���,�&���'�L�U�H�F�W�R�U�V���R�Y�H�U�V�H�H���W�K�H�L�U���R�U�J�D�Q�L�]�D�W�L�R�Q�V�¶���E�X�G�J�H�W�V�����Z�K�L�F�K���Y�D�U�\���D�F�U�R�V�V���,�Q�V�W�L�W�X�W�H�V���D�Q�G��
�&�H�Q�W�H�U�V��85�� 

�,�W���L�V���X�Q�V�H�W�W�O�H�G���Z�K�H�W�K�H�U���W�K�H���D�X�W�K�R�U�L�W�\���W�R���P�D�Q�D�J�H���D�Q�G���V�S�H�Q�G���I�H�G�H�U�D�O���I�X�Q�G�V�����V�W�D�Q�G�L�Q�J���D�O�R�Q�H�����F�R�Q�V�W�L�W�X�W�H�V��
�V�L�J�Q�L�I�L�F�D�Q�W���I�H�G�H�U�D�O���D�X�W�K�R�U�L�W�\�����2�Q���W�K�H���R�Q�H���K�D�Q�G�����J�U�D�Q�W�H�H�V���R�I���I�H�G�H�U�D�O�O�\���I�X�Q�G�H�G���S�U�R�J�U�D�P�V���D�U�H���R�I�W�H�Q���V�W�D�W�H���R�U��
�O�R�F�D�O���J�R�Y�H�U�Q�P�H�Q�W�V�����S�X�E�O�L�F���L�Q�V�W�L�W�X�W�L�R�Q�V�����R�U���S�U�L�Y�D�W�H���H�Q�W�L�W�L�H�V���R�U���L�Q�G�L�Y�L�G�X�D�O�V�² �Q�R�W���D�S�S�R�L�Q�W�H�G���I�H�G�H�U�D�O���R�I�I�L�F�L�D�O�V��86��
�(�Y�H�Q���Z�L�W�K�R�X�W���D�Q���D�S�S�R�L�Q�W�P�H�Q�W�����V�X�F�K���U�H�F�L�S�L�H�Q�W�V���P�D�\���V�R�P�H�W�L�P�H�V���F�K�R�R�V�H���K�R�Z���W�R���V�S�H�Q�G���I�H�G�H�U�D�O���I�X�Q�G�V���Z�L�W�K�L�Q��
�S�D�U�D�P�H�W�H�U�V���V�H�W���E�\���&�R�Q�J�U�H�V�V���D�Q�G���W�K�H���G�L�V�E�X�U�V�L�Q�J���D�J�H�Q�F�\��87���2�Q���W�K�H���R�W�K�H�U���K�D�Q�G�����D�Q���D�J�H�Q�F�\���H�Q�W�H�U�L�Q�J���L�Q�W�R���D��
�J�U�D�Q�W���R�U���F�R�Q�W�U�D�F�W���K�D�V���W�K�H���S�R�W�H�Q�W�L�D�O���W�R���E�L�Q�G���W�K�H���J�R�Y�H�U�Q�P�H�Q�W���R�U���W�K�L�U�G���S�D�U�W�L�H�V�����,�Q���D�������������P�H�P�R�U�D�Q�G�X�P��88���W�K�H��
�'�H�S�D�U�W�P�H�Q�W���R�I���-�X�V�W�L�F�H�¶�V���2�I�I�L�F�H���R�I���/�H�J�D�O���&�R�X�Q�V�H�O�����2�/�&�����R�S�L�Q�H�G���W�K�D�W���W�K�H���D�X�W�K�R�U�L�W�\���W�R���H�Q�W�H�U���L�Q�W�R���F�R�Q�W�U�D�F�W�V���R�Q��

 
80 Cf. Lofstad v. Raimondo, No. 24-1420, 2024 WL 4314257, at *5 (3d Cir. Sept. 25, 2024) (construing a federal statute to allow 
�W�K�H���6�H�F�U�H�W�D�U�\���R�I���&�R�P�P�H�U�F�H���W�R���³�G�L�V�D�S�S�U�R�Y�H�´���D���I�L�V�K�H�U�\���P�D�Q�D�J�H�P�H�Q�W���S�O�D�Q���S�U�R�S�R�V�H�G���E�\���D���U�H�J�L�R�Q�D�O���F�R�X�Q�F�L�O���³�I�R�U���D�Q�\���U�H�D�V�R�Q���´���V�R���W�K�D�W��
�W�K�H���F�R�X�Q�F�L�O�¶�V���³�P�H�U�H���S�R�Z�H�U���W�R���S�U�R�S�R�V�H�´���W�K�H���S�O�D�Q���G�R�H�V���Q�R�W���D�P�R�X�Q�W���W�R���V�L�J�Q�L�I�L�F�D�Q�W���D�X�W�K�R�U�L�W�\��. Another consideration may be whether 
�W�K�H���6�H�F�U�H�W�D�U�\�¶�V���³�G�H�V�L�J�Q�D�W�>�L�R�Q�@�´���R�I���,�&���'�L�U�H�F�W�R�U�V���D�V���%�R�D�U�G���P�H�P�E�H�U�V���F�R�Q�V�W�L�W�X�W�H�V���D���V�H�S�D�U�D�W�H���D�S�S�R�L�Q�W�P�H�Q�W���I�R�U���S�X�U�S�R�V�H�V���R�I���V�H�U�Y�L�F�H���Rn 
the Board. Cf. Weiss v. United States, 510 U.S. 163, 176 (1994) (holding that the Appointments C�O�D�X�V�H���G�L�G���Q�R�W���U�H�T�X�L�U�H���D���³�V�H�F�R�Q�G��
�D�S�S�R�L�Q�W�P�H�Q�W���E�H�I�R�U�H���P�L�O�L�W�D�U�\���R�I�I�L�F�H�U�V���>�F�R�X�O�G�@���G�L�V�F�K�D�U�J�H���W�K�H���G�X�W�L�H�V�´���R�I���P�L�O�L�W�D�U�\���M�X�G�J�Hs).  
81 42 U.S.C. § 284(b)(2)(C) (excepting funds available for AIDS activities of NIH, which are sent to the Director of the Office of 
AIDS Research pursuant to § 300cc-40c(d)(2)). 
82 Id. § 284(b)(2). 
83 Id. (citing 42 U.S.C. §§ 284a(a)(3)(A)(ii) & 289a). 
84 See, e.g., Uniform Administrative Requirements, Cost Principles, and Audit Requirements for HHS Awards, 45 C.F.R. §§ 
75.1�±75.521; Federal Acquisition Regulations System, 48 C.F.R. §§ 301.101�±352.270-13, 370.300�± 370.701; Off. of Mgt. 
Assessment, NIH, NIH Policy Manual, https://policymanual.nih.gov/ (last visited Sept. 27, 2024).  
85 Compare Biography of Gary H. Gibbons, Director, National Heart, Lung, and Blood Institute, NHLBI, 
https://www.nhlbi.nih.gov/about/leadership/gibbons-gary (stating that the Director of NHLBI �³oversees the third largest institute 
at the NIH, with an annual budget of more than $3 billion�´������with FOGARTY INT�¶L CTR. CONGRESSIONAL JUSTIFICATION: FY 2025, 
at FIC-11 (stating that the Center received $95.1 million from Congress in fiscal year 2023), 
https://www.fic.nih.gov/About/Budget/Documents/fogarty-nih-budget-congressional-justification-fiscal-year-2025.pdf.  
86 See, e.g., 20 U.S.C. § 1070a (establishing Federal Pell Grants for low-income students); 34 U.S.C. § 10152 (authorizing the 
�$�W�W�R�U�Q�H�\���*�H�Q�H�U�D�O���W�R���³�P�D�N�H���J�U�D�Q�W�V���W�R���6�W�D�W�H�V���D�Q�G���X�Q�L�W�V���R�I���O�R�F�D�O���J�R�Y�H�U�Q�P�H�Q�W�´���D�F�F�R�U�G�L�Q�J���W�R���D���V�W�D�W�X�W�R�U�\���I�R�U�P�X�O�D�����³�I�R�U���X�V�H���E�\���W�K�H���6tate 
or unit of local government to provide additional personnel, equipment, supplies, contractual support, training, technical 
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87 See, e.g., 45 C.F.R. § 263.11(a) (authorizing states to use federal funds allocated through the Temporary Assistance for Needy 
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88 Within the executive branch, OLC opinions may be authoritative or controlling on questions of law, but they are not binding on 
the legislative or judicial branches. See 28 U.S.C. §§ 511�±13 (directing the Attorney General to advise the President, the heads of 
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���G�H�O�H�J�D�W�L�Q�J���W�R���2�/�&���W�K�H���$�W�W�R�U�Q�H�\���*�H�Q�H�U�D�O�¶�V���R�S�L�Q�L�R�Q���I�X�Q�F�W�L�R�Q�������&�L�W�L�]ens for Resp. & Ethics in Washington v. DOJ, 922 F.3d 480, 
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plausible allegations in the complaint, that the president of the Federal Reserve Bank of Kansas City would have significant 
�D�X�W�K�R�U�L�W�\���E�H�F�D�X�V�H���R�I���K�H�U���³�I�L�Q�D�O���G�H�F�L�V�L�R�Q-�P�D�N�L�Q�J���D�X�W�K�R�U�L�W�\�´ �R�Y�H�U���D���E�D�Q�N�¶�V���D�S�S�O�L�F�D�W�L�R�Q���I�R�U���D���³�P�D�V�W�H�U���D�F�F�R�X�Q�W���´���Z�K�L�F�K���Z�R�X�O�G���D�O�O�R�Z��
�W�K�H���E�D�Q�N���W�R���D�F�F�H�V�V���W�K�H���)�H�G�H�U�D�O���5�H�V�H�U�Y�H���6�\�V�W�H�P�¶�V���V�H�U�Y�L�F�H�V������ 
102 U.S. CONST. art. II, § 2, cl. 2.  
103 Lucia v. SEC, 585 U.S. 237, 245 (2018) ���H�[�S�O�D�L�Q�L�Q�J���W�K�D�W���³the Appointments Clause cares not a whit about who name�>�V�@�´���Q�R�Q-
officer employees of the federal government).  
104 E.g., 15 U.S.C. § 2603(e)(2)(A)(v)�±(vi). 
105 See Lofstad v. Raimondo, No. 24-1420, 2024 WL 4314257, at *1, 6 (3d Cir. Sept. 25, 2024) (addressing an Appointments 
Clause violation by severing a provision in federal law giving a Regional Fishery Management Council significant authority, so 
�W�K�D�W���³�W�K�H���&�R�X�Q�F�L�O���S�O�D�\�V���R�Q�O�\���D�Q���D�G�Y�L�V�R�U�\���U�R�O�H�´������ 
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Table 1. Statutory Text Concerning Individual NIH Institute or  Center Directors  

Director  Citation  Description/Text  

Director of the 
National 
Cancer Institute 

42 U.S.C. §§ 285– 
285a-13 

§285. Purpose of Institute  
The general purpose of the National Cancer Institute (hereafter in this 
subpart referred to as the "Institute") is the conduct and support of 
research, training, health information dissemination, and other programs 
with respect to the cause, diagnosis, prevention, and treatment of cancer, 
rehabilitation from cancer, and the continuing care of cancer patients and 
the families of cancer patients. 
[…] 
§285a–1. Cancer control programs  
The Director of the Institute shall establish and support demonstration, 
education, and other programs for the detection, diagnosis, prevention, 
and treatment of cancer and for rehabilitation and counseling respecting 
cancer. Programs established and supported under this section shall 
include— 
(1) locally initiated education and demonstration programs (and regional 
networks of such programs) to transmit research results and to 
disseminate information respecting— 
(A) the detection, diagnosis, prevention, and treatment of cancer, 
(B) the continuing care of cancer patients and the families of cancer 
patients, and 
(C) rehabilitation and counseling respecting cancer, 
to physicians and other health professionals who provide care to 
individuals who have cancer; 
(2) the demonstration of and the education of students of the health 
professions and health professionals in— 
(A) effective methods for the prevention and early detection of cancer 
and the identification of individuals with a high risk of developing cancer, 
and 
(B) improved methods of patient referral to appropriate centers for early 
diagnosis and treatment of cancer; and 
(3) the demonstration of new methods for the dissemination of 
information to the general public concerning the prevention, early 
detection, diagnosis, and treatment and control of cancer and information 
concerning unapproved and ineffective methods, drugs, and devices for 
the diagnosis, prevention, treatment, and control of cancer. 
[…] 
§285a–2. Special authorities of Director  
(a) Information and education program  
(1) The Director of the Institute shall establish an information and 
education program to collect, identify, analyze, and disseminate on a 
timely basis, through publications and other appropriate means, to cancer 
patients and their families, physicians and other health professionals, and 
the general public, information on cancer research, diagnosis, prevention, 
and treatment (including information respecting nutrition programs for 
cancer patients and the relationship between nutrition and cancer). The 
Director of the Institute may take such action as may be necessary to 
insure that all channels for the dissemination and exchange of scientific 
knowledge and information are maintained between the Institute and the 
public and between the Institute and other scientific, medical, and 
biomedical disciplines and organizations nationally and internationally. 
(2) In carrying out paragraph (1), the Director of the Institute shall— 
(A) provide public and patient information and education programs, 
providing information that will help individuals take personal steps to 
reduce their risk of cancer, to make them aware of early detection 
techniques and to motivate appropriate utilization of those techniques, to 
help individuals deal with cancer if it strikes, and to provide information to 
improve long-term survival; 
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(B) continue and expand programs to provide physicians and the public 
with state-of-the-art information on the treatment of particular forms of 
cancers, and to identify those clinical trials that might benefit patients 
while advancing knowledge of cancer treatment; 
(C) assess the incorporation of state-of-the-art cancer treatments into 
clinical practice and the extent to which cancer patients receive such 
treatments and include the results of such assessments in the biennial 
reports required under section 284b1 of this title; 
(D) maintain and operate the International Cancer Research Data Bank, 
which shall collect, catalog, store, and disseminate insofar as feasible the 
results of cancer research and treatment undertaken in any country for 
the use of any person involved in cancer research and treatment in any 
country; and 
(E) to the extent practicable, in disseminating the results of such cancer 
research and treatment, utilize information systems available to the public. 
(b) National Cancer Program  
The Director of the Institute in carrying out the National Cancer 
Program— 
(1) shall establish or support the large-scale production or distribution of 
specialized biological materials and other therapeutic substances for 
cancer research and set standards of safety and care for persons using 
such materials; 
(2) shall, in consultation with the advisory council for the Institute, 
support (A) research in the cancer field outside the United States by 
highly qualified foreign nationals which can be expected to benefit the 
American people, (B) collaborative research involving American and 
foreign participants, and (C) the training of American scientists abroad and 
foreign scientists in the United States; 
(3) shall, in consultation with the advisory council for the Institute, 
support appropriate programs of education and training (including 
continuing education and laboratory and clinical research training); 
(4) shall encourage and coordinate cancer research by industrial concerns 
where such concerns evidence a particular capability for such research; 
(5) may obtain (after consultation with the advisory council for the 
Institute and in accordance with section 3109 of title 5, but without 
regard to the limitation in such section on the period of service) the 
services of not more than one hundred and fifty-one experts or 
consultants who have scientific or professional qualifications; 
(6)(A) may, in consultation with the advisory council for the Institute, 
acquire, construct, improve, repair, operate, and maintain laboratories, 
other research facilities, equipment, and such other real or personal 
property as the Director determines necessary; 
(B) may, in consultation with the advisory council for the Institute, make 
grants for construction or renovation of facilities; and 
(C) may, in consultation with the advisory council for the Institute, 
acquire, without regard to section 8141 of title 40, by lease or otherwise 
through the Administrator of General Services, buildings or parts of 
buildings in the District of Columbia or communities located adjacent to 
the District of Columbia for the use of the Institute for a period not to 
exceed ten years; 
(7) may, in consultation with the advisory council for the Institute, appoint 
one or more advisory committees composed of such private citizens and 
officials of Federal, State, and local governments to advise the Director 
with respect to the Director's functions; 
(8) may, subject to section 284(b)(2) of this title and without regard 
to section 3324 of title 31 and section 6101 of title 41, enter into such 
contracts, leases, cooperative agreements, as may be necessary in the 
conduct of functions of the Director, with any public agency, or with any 
person, firm, association, corporation, or educational institution; and 
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(9) shall, notwithstanding section 284(a) of this title, prepare and submit, 
directly to the President for review and transmittal to Congress, an annual 
budget estimate (including an estimate of the number and type of 
personnel needs for the Institute) for the National Cancer Program, after 
reasonable opportunity for comment (but without change) by the 
Secretary, the Director of NIH, and the Institute's advisory council. 
Except as otherwise provided, experts and consultants whose services are 
obtained under paragraph (5) shall be paid or reimbursed, in accordance 
with title 5 for their travel to and from their place of service and for other 
expenses associated with their assignment. Such expenses shall not be 
allowed in connection with the assignment of an expert or consultant 
whose services are obtained under paragraph (5) unless the expert or 
consultant has agreed in writing to complete the entire period of the 
assignment or one year of the assignment, whichever is shorter, unless 
separated or reassigned for reasons which are beyond the control of the 
expert or consultant and which are acceptable to the Director of the 
Institute. If the expert or consultant violates the agreement, the money 
spent by the United States for such expenses is recoverable from the 
expert or consultant as a debt due the United States. The Secretary may 
waive in whole or in part a right of recovery under the preceding 
sentence. 
(c) Pre -clinical models to evaluate promising pediatric cancer 
therapies  
(1) Expansion and coordination of activities  
The Director of the National Cancer Institute shall expand, intensify, and 
coordinate the activities of the Institute with respect to research on the 
development of preclinical models to evaluate which therapies are likely 
to be effective for treating pediatric cancer. 
(2) Coordination with other institutes  
The Director of the Institute shall coordinate the activities under 
paragraph (1) with similar activities conducted by other national research 
institutes and agencies of the National Institutes of Health to the extent 
that those Institutes and agencies have responsibilities that are related to 
pediatric cancer. 
[…] 
§285a–3. National cancer research and demonstration centers  
(a) Cooperative agreements and grants for establishing and 
supporting  
(1) The Director of the Institute may enter into cooperative agreements 
with and make grants to public or private nonprofit entities to pay all or 
part of the cost of planning, establishing, or strengthening, and providing 
basic operating support for centers for basic and clinical research into, 
training in, and demonstration of advanced diagnostic, prevention, control, 
and treatment methods for cancer. 
(2) A cooperative agreement or grant under paragraph (1) shall be 
entered into in accordance with policies established by the Director of 
NIH and after consultation with the Institute's advisory council. 
[…] 
(c) Period of support; additional periods  
Support of a center under subsection (a) may be for a period of not to 
exceed five years. Such period may be extended by the Director for 
additional periods of not more than five years each if the operations of 
such center have been reviewed by an appropriate technical and scientific 
peer review group established by the Director and if such group has 
recommended to the Director that such period should be extended. 
[…] 
§285a–5. Associate Director for Prevention; appointment; 
function  
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(a) There shall be in the Institute an Associate Director for Prevention to 
coordinate and promote the programs in the Institute concerning the 
prevention of cancer. The Associate Director shall be appointed by the 
Director of the Institute from individuals who because of their 
professional training or experience are experts in public health or 
preventive medicine. 
[…] 
§285a–6. Breast and gynecological cancers  
(a) Expansion and coordination of activities  
The Director of the Institute, in consultation with the National Cancer 
Advisory Board, shall expand, intensify, and coordinate the activities of the 
Institute with respect to research on breast cancer, ovarian cancer, and 
other cancers of the reproductive system of women. 
(b) Coordination with other institutes  
The Director of the Institute shall coordinate the activities of the Director 
under subsection (a) with similar activities conducted by other national 
research institutes and agencies of the National Institutes of Health to the 
extent that such Institutes1 and agencies have responsibilities that are 
related to breast cancer and other cancers of the reproductive system of 
women. 
(c) Programs for breast cancer 
(1) In general  
In carrying out subsection (a), the Director of the Institute shall conduct 
or support research to expand the understanding of the cause of, and to 
find a cure for, breast cancer. Activities under such subsection shall 
provide for an expansion and intensification of the conduct and support 
of— 
(A) basic research concerning the etiology and causes of breast cancer; 
(B) clinical research and related activities concerning the causes, 
prevention, detection and treatment of breast cancer; 
(C) control programs with respect to breast cancer in accordance 
with section 285a–1 of this title, including community-based programs 
designed to assist women who are members of medically underserved 
populations, low-income populations, or minority groups; 
(D) information and education programs with respect to breast cancer in 
accordance with section 285a–2 of this title; and 
(E) research and demonstration centers with respect to breast cancer in 
accordance with section 285a–3 of this title, including the development 
and operation of centers for breast cancer research to bring together 
basic and clinical, biomedical and behavioral scientists to conduct basic, 
clinical, epidemiological, psychosocial, prevention and treatment research 
and related activities on breast cancer. 
Not less than six centers shall be operated under subparagraph (E). 
Activities of such centers should include supporting new and innovative 
research and training programs for new researchers. Such centers shall 
give priority to expediting the transfer of research advances to clinical 
applications. 
(2)  Implementation of plan for programs  
(A) The Director of the Institute shall ensure that the research programs 
described in paragraph (1) are implemented in accordance with a plan for 
the programs. Such plan shall include comments and recommendations 
that the Director of the Institute considers appropriate, with due 
consideration provided to the professional judgment needs of the Institute 
as expressed in the annual budget estimate prepared in accordance with 
section 285a–2(9)2 of this title. The Director of the Institute, in 
consultation with the National Cancer Advisory Board, shall periodically 
review and revise such plan. 
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(B) Not later than October 1, 1993, the Director of the Institute shall 
submit a copy of the plan to the President's Cancer Panel, the Secretary 
and the Director of NIH. 
(C) The Director of the Institute shall submit any revisions of the plan to 
the President's Cancer Panel, the Secretary, and the Director of NIH. 
(D) The Secretary shall provide a copy of the plan submitted under 
subparagraph (A), and any revisions submitted under subparagraph (C), to 
the Committee on Energy and Commerce of the House of 
Representatives and the Committee on Labor and Human Resources of 
the Senate. 
(d) Other cancers  
In carrying out subsection (a), the Director of the Institute shall conduct 
or support research on ovarian cancer and other cancers of the 
reproductive system of women. Activities under such subsection shall 
provide for the conduct and support of— 
(1) basic research concerning the etiology and causes of ovarian cancer 
and other cancers of the reproductive system of women; 
(2) clinical research and related activities into the causes, prevention, 
detection and treatment of ovarian cancer and other cancers of the 
reproductive system of women; 
(3) control programs with respect to ovarian cancer and other cancers of 
the reproductive system of women in accordance with section 285a–1 of 
this title; 
(4) information and education programs with respect to ovarian cancer 
and other cancers of the reproductive system of women in accordance 
with section 285a–2 of this title; and 
(5) research and demonstration centers with respect to ovarian cancer 
and cancers of the reproductive system in accordance with section 285a–
3 of this title. 
(e) Report  
The Director of the Institute shall prepare, for inclusion in the biennial 
report submitted under section 284b3 of this title, a report that describes 
the activities of the National Cancer Institute under the research 
programs referred to in subsection (a), that shall include— 
(1) a description of the research plan with respect to breast cancer 
prepared under subsection (c); 
(2) an assessment of the development, revision, and implementation of 
such plan; 
(3) a description and evaluation of the progress made, during the period 
for which such report is prepared, in the research programs on breast 
cancer and cancers of the reproductive system of women; 
(4) a summary and analysis of expenditures made, during the period for 
which such report is made, for activities with respect to breast cancer and 
cancers of the reproductive system of women conducted and supported 
by the National Institutes of Health; and 
(5) such comments and recommendations as the Director considers 
appropriate. 
[…] 
§285a–7. Prostate cancer  
(a) Expansion and coordination of activities  
The Director of the Institute, in consultation with the National Cancer 
Advisory Board, shall expand, intensify, and coordinate the activities of the 
Institute with respect to research on prostate cancer. 
(b) Coordination with other institutes  
The Director of the Institute shall coordinate the activities of the Director 
under subsection (a) with similar activities conducted by other national 
research institutes and agencies of the National Institutes of Health to the 
extent that such Institutes1 and agencies have responsibilities that are 
related to prostate cancer. 
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(c) Programs  
(1) In general  
In carrying out subsection (a), the Director of the Institute shall conduct 
or support research to expand the understanding of the cause of, and to 
find a cure for, prostate cancer. Activities under such subsection shall 
provide for an expansion and intensification of the conduct and support 
of— 
(A) basic research concerning the etiology and causes of prostate cancer; 
(B) clinical research and related activities concerning the causes, 
prevention, detection and treatment of prostate cancer; 
(C) prevention and control and early detection programs with respect to 
prostate cancer in accordance with section 285a–1 of this title, 
particularly as it relates to intensifying research on the role of prostate 
specific antigen for the screening and early detection of prostate cancer; 
(D) an Inter-Institute Task Force, under the direction of the Director of 
the Institute, to provide coordination between relevant National Institutes 
of Health components of research efforts on prostate cancer; 
(E) control programs with respect to prostate cancer in accordance 
with section 285a–1 of this title; 
(F) information and education programs with respect to prostate cancer 
in accordance with section 285a–2 of this title; and 
(G) research and demonstration centers with respect to prostate cancer 
in accordance with section 285a–3 of this title, including the development 
and operation of centers for prostate cancer research to bring together 
basic and clinical, biomedical and behavioral scientists to conduct basic, 
clinical, epidemiological, psychosocial, prevention and control, treatment, 
research, and related activities on prostate cancer. 
Not less than six centers shall be operated under subparagraph (G). 
Activities of such centers should include supporting new and innovative 
research and training programs for new researchers. Such centers shall 
give priority to expediting the transfer of research advances to clinical 
applications. 
(2) Implementation of plan for programs  
(A) The Director of the Institute shall ensure that the research programs 
described in paragraph (1) are implemented in accordance with a plan for 
the programs. Such plan shall include comments and recommendations 
that the Director of the Institute considers appropriate, with due 
consideration provided to the professional judgment needs of the Institute 
as expressed in the annual budget estimate prepared in accordance with 
section 285a–2(9)2 of this title. The Director of the Institute, in 
consultation with the National Cancer Advisory Board, shall periodically 
review and revise such plan. 
(B) Not later than October 1, 1993, the Director of the Institute shall 
submit a copy of the plan to the President's Cancer Panel, the Secretary, 
and the Director of NIH. 
(C) The Director of the Institute shall submit any revisions of the plan to 
the President's Cancer Panel, the Secretary, and the Director of NIH. 
(D) The Secretary shall provide a copy of the plan submitted under 
subparagraph (A), and any revisions submitted under subparagraph (C), to 
the Committee on Energy and Commerce of the House of 
Representatives and the Committee on Labor and Human Resources of 
the Senate. 
[…] 
§285a–10. Research, information, and education with respect to 
blood cancer  
(a) Joe Moakley Research Excellence Program  
(1) In general  
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The Director of NIH shall expand, intensify, and coordinate programs for 
the conduct and support of research with respect to blood cancer, and 
particularly with respect to leukemia, lymphoma, and multiple myeloma. 
(2) Administration  
The Director of NIH shall carry out this subsection through the Director 
of the National Cancer Institute and in collaboration with any other 
agencies that the Director determines to be appropriate. 
[…] 
(III) One representative from the National Cancer Institute Board of 
Scientific Advisors, appointed by the Director of the National Cancer 
Institute. 
[…] 
§285a–13. Scientific framework for recalcitrant cancers  
(a) Development of scientific framework  
(1) In general  
For each recalcitrant cancer identified under subsection (b), the Director 
of the Institute shall develop (in accordance with subsection (c)) a 
scientific framework for the conduct or support of research on such 
cancer. 
[…] 
(3) Timing  
(A) Initial development and subsequent update  
For each recalcitrant cancer identified under subsection (b)(1), the 
Director of the Institute shall— 
(i) develop a scientific framework under this subsection not later than 18 
months after January 2, 2013; and 
(ii) review and update the scientific framework not later than 5 years after 
its initial development. 
(B) Other updates  
The Director of the Institute may review and update each scientific 
framework developed under this subsection as necessary. 
(4) Public notice  
With respect to each scientific framework developed under subsection 
(a), not later than 30 days after the date of completion of the framework, 
the Director of the Institute shall— 
(A) submit such framework to the Committee on Energy and Commerce 
and Committee on Appropriations of the House of Representatives, and 
the Committee on Health, Education, Labor, and Pensions and Committee 
on Appropriations of the Senate; and 
(B) make such framework publically available on the Internet website of 
the Department of Health and Human Services. 
(b) Identification of recalcitrant cancer  
(1) In general  
Not later than 6 months after January 2, 2013, the Director of the 
Institute shall identify two or more recalcitrant cancers that each— 
(A) have a 5-year relative survival rate of less than 20 percent; and 
(B) are estimated to cause the death of at least 30,000 individuals in the 
United States per year. 
(2) Additional cancers  
The Director of the Institute may, at any time, identify other recalcitrant 
cancers for purposes of this section. In identifying a recalcitrant cancer 
pursuant to the previous sentence, the Director may consider additional 
metrics of progress (such as incidence and mortality rates) against such 
type of cancer. 
(c) Working groups  
For each recalcitrant cancer identified under subsection (b), the Director 
of the Institute shall convene a working group comprised of 
representatives of appropriate Federal agencies and other non-Federal 
entities to provide expertise on, and assist in developing, a scientific 
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framework under subsection (a). The Director of the Institute (or the 
Director's designee) shall participate in the meetings of each such working 
group. 
(d) Reporting  
(1) Biennial reports  
The Director of NIH shall ensure that each biennial report under section 
283 of this title includes information on actions undertaken to carry out 
each scientific framework developed under subsection (a) with respect to 
a recalcitrant cancer, including the following: 
(A) Information on research grants awarded by the National Institutes of 
Health for research relating to such cancer. 
(B) An assessment of the progress made in improving outcomes (including 
relative survival rates) for individuals diagnosed with such cancer. 
(C) An update on activities pertaining to such cancer under the authority 
of section 285a–2(b)(7) of this title. 
(2) Additional one -time report for certain frameworks  
For each recalcitrant cancer identified under subsection (b)(1), the 
Director of the Institute shall, not later than 6 years after the initial 
development of a scientific framework under subsection (a), submit a 
report to the Congress on the effectiveness of the framework (including 
the update required by subsection (a)(3)(A)(ii)) in improving the 
prevention, detection, diagnosis, and treatment of such cancer. 
(e) Recommendations for exception funding  
The Director of the Institute shall consider each relevant scientific 
framework developed under subsection (a) when making 
recommendations for exception funding for grant applications. 
[…] 

15 U.S.C. 
§ 2603(e) 

(e) Priority  list  

(1)(A) There is established a committee to make recommendations to the 
Administrator [of the Environmental Protection Agency] respecting the 
chemical substances and mixtures to which the Administrator should give 
priority consideration for the development of information under 
subsection (a). […] 

(2)(A) The committee established by paragraph (1)(A) shall consist of ten 
members as follows: 

[…] 

(vi) One member appointed by the Director of the National Cancer 
Institute from officers or employees of the Institute. 

[…] 

25 U.S.C. § 1621k §1621k. Coverage of screening mammography  

The Secretary, through the Service, shall provide for screening 
mammography (as defined in section 1861(jj) of the Social Security Act [42 
U.S.C. 1395x(jj)]) for Indian and urban Indian women 35 years of age or 
older at a frequency, determined by the Secretary (in consultation with 
the Director of the National Cancer Institute), appropriate to such 
women, and under such terms and conditions as are consistent with 
standards established by the Secretary to assure the safety and accuracy of 
screening mammography under part B of title XVIII of the Social Security 
Act [42 U.S.C. 1395j et seq.] and other cancer screenings. 

42 U.S.C. § 280e-
3(a) 

(a) In general  

Subject to subsections (c) and (d), the Secretary, acting through the 
Director of the National Cancer Institute, shall conduct a study for the 
purpose of determining the factors contributing to the fact that breast 
cancer mortality rates in the States specified in subsection (b) are elevated 
compared to rates in other States. 
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42 U.S.C. § 285c-
5(d) 

(d) Nutritional diso rders  

(1) The Director of the Institute [of Diabetes and Digestive and Kidney 
Diseases] shall, subject to the extent of amounts made available in 
appropriations Acts, provide for the development or substantial expansion 
of centers for research and training regarding nutritional disorders, 
including obesity. 

(2) The Director of the Institute shall carry out paragraph (1) in 
collaboration with the Director of the National Cancer Institute 

[...] 

42 U.S.C. § 300cc-
11(a) 

(a) In general  

The Secretary, acting through the Director of the National Cancer 
Institute and the Director of the National Institute of Allergy and 
Infectious Diseases, shall for each such Institute establish a clinical 
evaluation unit at the Clinical Center at the National Institutes of Health. 
Each of the clinical evaluation units- 

(1) shall conduct clinical evaluations of experimental treatments for 
acquired immune deficiency syndrome developed within the preclinical 
drug development program, including evaluations of methods of 
diagnosing immune deficiency and evaluations of methods of predicting, 
diagnosing, preventing, and treating opportunistic cancers and infectious 
diseases; and 

(2) may conduct clinical evaluations of experimental treatments for such 
syndrome that are developed by any other national research institute of 
the National Institutes of Health or by any other entity. 

42 U.S.C. 
§ 1395m(c)(2)(B)(i) 

(i) Review  

The Secretary, in consultation with the Director of the National Cancer 
Institute, shall review periodically the appropriate frequency for 
performing screening mammography, based on age and such other factors 
as the Secretary believes to be pertinent. 

Director of the 
National Eye 
Institute 

42 U.S.C. §§ 285i– 
285i-1 

§285i. Purpose of Institute  

The general purpose of the National Eye Institute (hereafter in this 
subpart referred to as the “Institute”) is the conduct and support of 
research, training, health information dissemination, and other programs 
with respect to blinding eye diseases, visual disorders, mechanisms of 
visual function, preservation of sight, and the special health problems and 
requirements of the blind. Subject to section 285i–1 of this title, the 
Director of the Institute may carry out a program of grants for public and 
private nonprofit vision research facilities. 

[…] 

§285i–1. Clinical research on eye c are and diabetes  

(a) Program of grants  

The Director of the Institute, in consultation with the advisory council for 
the Institute, may award research grants to one or more Diabetes Eye 
Research Institutions for the support of programs in clinical or health 
services aimed at— 

(1) providing comprehensive eye care services for people with diabetes, 
including a full complement of preventive, diagnostic and treatment 
procedures; 

(2) developing new and improved techniques of patient care through basic 
and clinical research; 

(3) assisting in translation of the latest research advances into clinical 
practice; and 
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(4) expanding the knowledge of the eye and diabetes through further 
research. 

[…] 

Director of the 
National Heart, 
Lung, and Blood 
Institute 

42 U.S.C. §§ 285b 
- 285b-9 

§285b. Purpose of Institute  

The general purpose of the National Heart, Lung, and Blood Institute 
(hereafter in this subpart referred to as the "Institute") is the conduct and 
support of research, training, health information dissemination, and other 
programs with respect to heart, blood vessel, lung, and blood diseases and 
with respect to the use of blood and blood products and the management 
of blood resources. 

[…] 

§285b–1. Heart, blood vessel, lung, and blood disease prevention 
and control programs  

(a) The Director of the Institute shall conduct and support programs for 
the prevention and control of heart, blood vessel, lung, and blood 
diseases. Such programs shall include community-based and population-
based programs carried out in cooperation with other Federal agencies, 
with public health agencies of State or local governments, with nonprofit 
private entities that are community-based health agencies, or with other 
appropriate public or nonprofit private entities. 

(b) In carrying out programs under subsection (a), the Director of the 
Institute shall give special consideration to the prevention and control of 
heart, blood vessel, lung, and blood diseases in children, and in populations 
that are at increased risk with respect to such diseases. 

[…] 

§285b–2. Information and education  

The Director of the Institute shall collect, identify, analyze, and 
disseminate on a timely basis, through publications and other appropriate 
means, to patients, families of patients, physicians and other health 
professionals, and the general public, information on research, prevention, 
diagnosis, and treatment of heart, blood vessel, lung, and blood diseases, 
the maintenance of health to reduce the incidence of such diseases, and 
on the use of blood and blood products and the management of blood 
resources. In carrying out this section, the Director of the Institute shall 
place special emphasis upon the utilization of collaborative efforts with 
both the public and private sectors to— 

(1) increase the awareness and knowledge of health care professionals and 
the public regarding the prevention of heart and blood vessel, lung, and 
blood diseases and the utilization of blood resources; and 

(2) develop and disseminate to health professionals, patients and patient 
families, and the public information designed to encourage adults and 
children to adopt healthful practices concerning the prevention of such 
diseases. 

[…] 

(2) The Program shall be coordinated with other national research 
institutes to the extent that they have responsibilities respecting such 
diseases and shall give special emphasis to the continued development in 
the Institute of programs related to the causes of stroke and to effective 
coordination of such programs with related stroke programs in the 
National Institute of Neurological and Communicative Disorders and 
Stroke. The Director of the Institute, with the advice of the advisory 
council for the Institute, shall revise annually the plan for the Program and 
shall carry out the Program in accordance with such plan. 

(b) In carrying out the Program, the Director of the Institute, under 
policies established by the Director of NIH— 
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(1) may, after consultation with the advisory council for the Institute, 
obtain (in accordance with section 3109 of title 5, but without regard to 
the limitation in such section on the period of such service) the services 
of not more than one hundred experts or consultants who have scientific 
or professional qualifications; 

(2)(A) may, in consultation with the advisory council for the Institute, 
acquire and construct, improve, repair, operate, alter, renovate, and 
maintain, heart, blood vessel, lung, and blood disease and blood resource 
laboratories, research, training, and other facilities, equipment, and such 
other real or personal property as the Director determines necessary; 

(B) may, in consultation with the advisory council for the Institute, make 
grants for construction or renovation of facilities; and 

(C) may, in consultation with the advisory council for the Institute, 
acquire, without regard to section 8141 of title 40, by lease or otherwise, 
through the Administrator of General Services, buildings or parts of 
buildings in the District of Columbia or communities located adjacent to 
the District of Columbia for the use of the Institute for a period not to 
exceed ten years; 

(3) subject to section 284(b)(2) of this title and without regard to section 
3324 of title 31 and section 6101 of title 41, may enter into such 
contracts, leases, cooperative agreements, or other transactions, as may 
be necessary in the conduct of the Director's functions, with any public 
agency, or with any person, firm, association, corporation, or educational 
institutions; 

(4) may make grants to public and nonprofit private entities to assist in 
meeting the cost of the care of patients in hospitals, clinics, and related 
facilities who are participating in research projects; and 

(5) shall, in consultation with the advisory council for the Institute, 
conduct appropriate intramural training and education programs, including 
continuing education and laboratory and clinical research training 
programs. 

[…] 

§285b–4. National research and demonstration centers  

(a) Heart, blood vessel, lung, blood diseases, and blood 
resources; utilization of centers for pre vention programs  

(1) The Director of the Institute may provide, in accordance with 
subsection (c), for the development of— 

(A) ten centers for basic and clinical research into, training in, and 
demonstration of, advanced diagnostic, prevention, and treatment and 
rehabilitation methods (including methods of providing emergency medical 
services) for heart and blood vessel diseases; 

(B) ten centers for basic and clinical research into, training in, and 
demonstration of, advanced diagnostic, prevention, and treatment and 
rehabilitation methods (including methods of providing emergency medical 
services) for lung diseases (including bronchitis, emphysema, asthma, cystic 
fibrosis, and other lung diseases of children); 

(C) ten centers for basic and clinical research into, training in, and 
demonstration of, advanced diagnostic, prevention, and treatment 
methods (including methods of providing emergency medical services) for 
blood diseases and research into blood, in the use of blood products and 
in the management of blood resources; and 

(D) three centers for basic and clinical research into, training in, and 
demonstration of, advanced diagnostic, prevention, and treatment 
(including genetic studies, intrauterine environment studies, postnatal 
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studies, heart arrhythmias, and acquired heart disease and preventive 
cardiology) for cardiovascular diseases in children. 

[…] 

(b) Sickle cell anemia  

The Director of the Institute shall provide, in accordance with subsection 
(c), for the development of ten centers for basic and clinical research into 
the diagnosis, treatment, and control of sickle cell anemia. 

(c) Cooperative agreements and grants for establishing and 
supporting; uses for Federal payments; period of support, 
additional periods  

(1) The Director of the Institute may enter into cooperative agreements 
with and make grants to public or private nonprofit entities to pay all or 
part of the cost of planning, establishing, or strengthening, and providing 
basic operating support for centers for basic and clinical research into, 
training in, and demonstration of the management of blood resources and 
advanced diagnostic, prevention, and treatment methods for heart, blood 
vessel, lung, or blood diseases. 

[…] 

(4) Support of a center under paragraph (1) may be for a period of not to 
exceed five years. Such period may be extended by the Director for 
additional periods of not more than five years each if the operations of 
such center have been reviewed by an appropriate technical and scientific 
peer review group established by the Director and if such group has 
recommended to the Director that such period should be extended. 

[…] 

§285b–6. Associate Director for Prevention; appointment; 
function  

(a) There shall be in the Institute an Associate Director for Prevention to 
coordinate and promote the programs in the Institute concerning the 
prevention of heart, blood vessel, lung, and blood diseases. The Associate 
Director shall be appointed by the Director of the Institute from 
individuals who because of their professional training or experience are 
experts in public health or preventive medicine. 

[…] 

§285b–7. National Center on Sleep Disorders Research  

(a) Establishment  

Not later than 1 year after June 10, 1993, the Director of the Institute 
shall establish the National Center on Sleep Disorders Research (in this 
section referred to as the "Center"). The Center shall be headed by a 
director, who shall be appointed by the Director of the Institute. 

[…] 

§285b–7a. Heart attack, stroke, and other cardiovascular 
diseases in women  

(a) In general  

The Director of the Institute shall expand, intensify, and coordinate 
research and related activities of the Institute with respect to heart attack, 
stroke, and other cardiovascular diseases in women. 

(b) Coordination with other institutes  

The Director of the Institute shall coordinate activities under subsection 
(a) with similar activities conducted by the other national research 
institutes and agencies of the National Institutes of Health to the extent 
that such Institutes and agencies have responsibilities that are related to 
heart attack, stroke, and other cardiovascular diseases in women. 
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(c) Certain programs  

In carrying out subsection (a), the Director of the Institute shall conduct 
or support research to expand the understanding of the causes of, and to 
develop methods for preventing, cardiovascular diseases in women. 
Activities under such subsection shall include conducting and supporting 
the following: 

(1) Research to determine the reasons underlying the prevalence of heart 
attack, stroke, and other cardiovascular diseases in women, including 
African-American women and other women who are members of racial 
or ethnic minority groups. 

(2) Basic research concerning the etiology and causes of cardiovascular 
diseases in women. 

(3) Epidemiological studies to address the frequency and natural history of 
such diseases and the differences among men and women, and among 
racial and ethnic groups, with respect to such diseases. 

(4) The development of safe, efficient, and cost-effective diagnostic 
approaches to evaluating women with suspected ischemic heart disease. 

(5) Clinical research for the development and evaluation of new 
treatments for women, including rehabilitation. 

(6) Studies to gain a better understanding of methods of preventing 
cardiovascular diseases in women, including applications of effective 
methods for the control of blood pressure, lipids, and obesity. 

(7) Information and education programs for patients and health care 
providers on risk factors associated with heart attack, stroke, and other 
cardiovascular diseases in women, and on the importance of the 
prevention or control of such risk factors and timely referral with 
appropriate diagnosis and treatment. Such programs shall include 
information and education on health-related behaviors that can improve 
such important risk factors as smoking, obesity, high blood cholesterol, 
and lack of exercise. 

[…] 

§285b–7b. Coordination of Federal asthma activities  

(a) In general  

The Director of 1 Institute shall, through the National Asthma Education 
Prevention Program Coordinating Committee— 

(1) identify all Federal programs that carry out asthma-related activities; 
and 

(2) develop, in consultation with appropriate Federal agencies and 
professional and voluntary health organizations, a Federal plan for 
responding to asthma. 

[…] 

§285b–8. Congenital heart disease  

(a) In general  

The Director of the Institute may expand, intensify, and coordinate 
research and related activities of the Institute with respect to congenital 
heart disease, which may include congenital heart disease research with 
respect to— 

(1) causation of congenital heart disease, including genetic causes; 

(2) long-term outcomes in individuals with congenital heart disease, 
including infants, children, teenagers, adults, and elderly individuals; 

(3) diagnosis, treatment, and prevention; 
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(4) studies using longitudinal data and retrospective analysis to identify 
effective treatments and outcomes for individuals with congenital heart 
disease; and 

(5) identifying barriers to life-long care for individuals with congenital 
heart disease. 

(b) Coordination of research activities  

The Director of the Institute may coordinate research efforts related to 
congenital heart disease among multiple research institutions and may 
develop research networks. 

(c) Minority and medically underserved communities  

In carrying out the activities described in this section, the Director of the 
Institute shall consider the application of such research and other 
activities to minority and medically underserved communities. 

[…] 

(b) NIH research related to valvular heart diseases  

(1) In general  

The Director of the National Institutes of Health, in consultation with the 
Director of the National Heart, Lung, and Blood Institute, may support or 
conduct research regarding valvular heart diseases. 

(2) Support further research  

In order to improve information on, and understanding of, causation and 
risk factors for valvular heart diseases, research conducted or supported 
under this subsection for such diseases may include the following: 

(A) Use of advanced technological imaging and other relevant methods to 
generate data related to valvular heart diseases. 

(B) Assessing potential risk factors for sudden cardiac arrest or sudden 
cardiac death from valvular heart diseases. 

(C) Other activities, as appropriate, in order to improve the availability of 
information on, and advance research related to, valvular heart diseases. 

(3) Mitral valve prolapse workshop  

Not later than 2 years after December 20, 2022, the Director of the 
National Heart, Lung, and Blood Institute shall, as appropriate, convene a 
workshop composed of subject matter experts and stakeholders to 
identify research needs and opportunities to develop recommendations 
for the identification and treatment of individuals with mitral valve 
prolapse, including such individuals who may be at risk for sudden cardiac 
arrest or sudden cardiac death. 

[…] 

42 U.S.C. § 300cc-
19 

§300cc–19. National blood resource education program  

After consultation with the Director of the National Heart, Lung, and 
Blood Institute and the Commissioner of Food and Drugs, the Secretary 
shall establish a program of research and education regarding blood 
donations and transfusions to maintain and improve the safety of the 
blood supply. 

[…] 

Director of the 
National 
Human 
Genome 
Research 
Institute 

42 U.S.C. § 285s §285s. Purpose of Institute  

(a) General purpose  

The general purpose of the National Human Genome Research Institute 
(in this subpart referred to as the “Institute”) is to characterize the 
structure and function of the human genome, including the mapping and 
sequencing of individual genes. Such purpose includes- 

(1) planning and coordinating the research goal of the genome project; 
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(2) reviewing and funding research proposals; 

(3) developing training programs; 

(4) coordinating international genome research; 

(5) communicating advances in genome science to the public; and 

(6) reviewing and funding proposals to address the ethical and legal issues 
associated with the genome project (including legal issues regarding 
patents). 

(b) Research training  

The Director of the Institute may conduct and support research training- 

(1) for which fellowship support is not provided under section 288 of this 
title; and 

(2) that is not residency training of physicians or other health 
professionals. 

(c) Amount available for ethical and legal issues  

(1) Except as provided in paragraph (2), of the amounts appropriated to 
carry out subsection (a) for a fiscal year, the Director of the Institute shall 
make available not less than 5 percent for carrying out paragraph (6) of 
such subsection. 

(2) With respect to providing funds under subsection (a)(6) for proposals 
to address the ethical issues associated with the genome project, 
paragraph (1) shall not apply for a fiscal year if the Director of the 
Institute certifies to the Committee on Energy and Commerce of the 
House of Representatives, and to the Committee on Labor and Human 
Resources of the Senate, that the Director has determined that an 
insufficient number of such proposals meet the applicable requirements 
of sections 289 and 289a of this title. 

Director of the 
National 
Institute on 
Aging 

42 U.S.C. §§ 285e– 
285e-11 

§285e. Purpose of Institute  

The general purpose of the National Institute on Aging (hereafter in this 
subpart referred to as the "Institute") is the conduct and support of 
biomedical, social, and behavioral research, training, health information 
dissemination, and other programs with respect to the aging process and 
the diseases and other special problems and needs of the aged. 

[…] 

§285e–1. Special functions  

(a) Education and training of adequate numbers of personnel  

In carrying out the training responsibilities under this chapter or any other 
Act for health and allied health professions personnel, the Secretary shall 
take appropriate steps to insure the education and training of adequate 
numbers of allied health, nursing, and paramedical personnel in the field of 
health care for the aged. 

(b) Scientific studies  

The Director of the Institute shall conduct scientific studies to measure 
the impact on the biological, medical, social, and psychological aspects of 
aging of programs and activities assisted or conducted by the Department 
of Health and Human Services. 

(c) Public information and education programs  

The Director of the Institute shall carry out public information and 
education programs designed to disseminate as widely as possible the 
findings of research sponsored by the Institute, other relevant aging 
research and studies, and other information about the process of aging 
which may assist elderly and near-elderly persons in dealing with, and all 
Americans in understanding, the problems and processes associated with 
growing older. 



16 
 

Director  Citation  Description/Text  

(d) Grants for research relating to Alzheimer's Disease  

The Director of the Institute shall make grants to public and private 
nonprofit institutions to conduct research relating to Alzheimer's Disease. 

[…] 

§285e–2. Alzheimer's Disease center s 

(a) Cooperative agreements and grants for establishing and 
supporting  

(1) The Director of the Institute may enter into cooperative agreements 
with and make grants to public or private nonprofit entities (including 
university medical centers) to pay all or part of the cost of planning, 
establishing, or strengthening, and providing basic operating support 
(including staffing) for centers for basic and clinical research (including 
multidisciplinary research) into, training in, and demonstration of advanced 
diagnostic, prevention, and treatment methods for Alzheimer's disease. 

(2) A cooperative agreement or grant under paragraph (1) shall be 
entered into in accordance with policies established by the Director of 
NIH and after consultation with the Institute's advisory council. 

[…] 

(c) Support period; additional periods  

Support of a center under subsection (a) may be for a period of not to 
exceed five years. Such period may be extended by the Director for 
additional periods of not more than five years each if the operations of 
such center have been reviewed by an appropriate technical and scientific 
peer review group established by the Director and if such group has 
recommended to the Director that such period should be extended. 

[…] 

§285e–3. Claude D. Pepper Old er Americans Independence 
Centers  

(a) Development and expansion of centers  

The Director of the Institute shall enter into cooperative agreements 
with, and make grants to, public and private nonprofit entities for the 
development or expansion of not less than 10 centers of excellence in 
geriatric research and training of researchers. Each such center shall be 
known as a Claude D. Pepper Older Americans Independence Center. 

[…] 

(c) Geographic distribution of centers  

In making cooperative agreements and grants under this section for the 
development or expansion of centers, the Director of the Institute shall 
ensure that, to the extent practicable, any such centers are distributed 
equitably among the principal geographic regions of the United States. 

[…] 

§285e–4. Awards for leadership and excellence in Alzheimer's 
disease and related dementias  

(a) Senior researchers in biomedical research  

The Director of the Institute shall make awards to senior researchers 
who have made distinguished achievements in biomedical research in 
areas relating to Alzheimer's disease and related dementias. Awards under 
this section shall be used by the recipients to support research in areas 
relating to such disease and dementias, and may be used by the recipients 
to train junior researchers who demonstrate exceptional promise to 
conduct research in such areas. 

(b) Eligible centers  
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The Director of the Institute may make awards under this section to 
researchers at centers supported under section 285e–2 of this title and to 
researchers at other public and nonprofit private entities. 

(c) Required recommendation 

The Director of the Institute shall make awards under this section only to 
researchers who have been recommended for such awards by the 
National Advisory Council on Aging. 

(d) Selection procedures  

The Director of the Institute shall establish procedures for the selection 
of the recipients of awards under this section. 

(e) Term of award; renewal  

Awards under this section shall be made for a one-year period, and may 
be renewed for not more than six additional consecutive one-year 
periods. 

[…] 

§285e–5. Research relevant to appropriate services for 
individuals with Alzheimer's disease and related dementias and 
their families  

(a) Grants for research  

The Director of the Institute shall conduct, or make grants for the 
conduct of, research relevant to appropriate services for individuals with 
Alzheimer's disease and related dementias and their families. 

(b) Preparation of plan; contents; revision 

(1) Within 6 months after November 14, 1986, the Director of the 
Institute shall prepare and transmit to the Chairman of the Council on 
Alzheimer's Disease (in this section referred to as the "Council") a plan 
for the research to be conducted under subsection (a). The plan shall— 

(A) provide for research concerning— 

(i) the epidemiology of, and the identification of risk factors for, 
Alzheimer's disease and related dementias; and 

(ii) the development and evaluation of reliable and valid multidimensional 
diagnostic and assessment procedures and instruments; and 

(B) ensure that research carried out under the plan is coordinated with, 
and uses, to the maximum extent feasible, resources of, other Federal 
programs relating to Alzheimer's disease and related dementias, including 
centers supported under section 285e–2 of this title, centers supported 
by the National Institute of Mental Health on the psychopathology of the 
elderly, relevant activities of the Administration on Aging, other programs 
and centers involved in research on Alzheimer's disease and related 
dementias supported by the Department, and other programs relating to 
Alzheimer's disease and related dementias which are planned or 
conducted by Federal agencies other than the Department, State or local 
agencies, community organizations, or private foundations. 

(2) Within one year after transmitting the plan required under paragraph 
(1), and annually thereafter, the Director of the Institute shall prepare and 
transmit to the Chairman of the Council such revisions of such plan as the 
Director considers appropriate. 

(c) Consultation for preparation and revision of plan  

In preparing and revising the plan required by subsection (b), the Director 
of the Institute shall consult with the Chairman of the Council and the 
heads of agencies within the Department. 

(d) Grants for promoting independence and preventing 
secondary disabilities  
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the 1 Director of the Institute may develop, or make grants to develop— 

(1) model techniques to— 

(A) promote greater independence, including enhanced independence in 
performing activities of daily living and instrumental activities of daily living, 
for persons with Alzheimer's disease and related disorders; and 

(B) prevent or reduce the severity of secondary disabilities, including 
confusional episodes, falls, bladder and bowel incontinence, and adverse 
effects of prescription and over-the-counter medications, in such persons; 
and 

(2) model curricula for health care professionals, health care 
paraprofessionals, and family caregivers, for training and application in the 
use of such techniques. 

[…] 

§285e–6. Dissemination of research results  

The Director of the Institute shall disseminate the results of research 
conducted under section 285e–5 of this title and this section to 
appropriate professional entities and to the public. 

[…] 

§285e–7. Clearinghouse on Alzheimer's Disease  

(a) Establishment; purpose; duties; publication of summary  

The Director of the Institute shall establish the Clearinghouse on 
Alzheimer's Disease (hereinafter referred to as the "Clearinghouse"). The 
purpose of the Clearinghouse is the dissemination of information 
concerning services available for individuals with Alzheimer's disease and 
related dementias and their families. The Clearinghouse shall— 

(1) compile, archive, and disseminate information concerning research, 
demonstration, evaluation, and training programs and projects concerning 
Alzheimer's disease and related dementias; and 

(2) annually publish a summary of the information compiled under 
paragraph (1) during the preceding 12-month period, and make such 
information available upon request to appropriate individuals and entities, 
including educational institutions, research entities, and Federal and public 
agencies. 

(b) Fee for information  

The Clearinghouse may charge an appropriate fee for information 
provided through the toll-free telephone line established under subsection 
(a)(3).1 

(c) Summaries of research findings from other agencies  

The Director of the Institute, the Director of the National Institute of 
Mental Health, and the Director of the National Center for Health 
Services Research and Health Care Technology Assessment shall provide 
to the Clearinghouse summaries of the findings of research conducted 
under part D. 

[…] 

§285e–8. Dissemination project  

(a) Grant or contract for establishment  

The Director of the Institute shall make a grant to, or enter into a 
contract with, a national organization representing individuals with 
Alzheimer's disease and related dementias for the conduct of the activities 
described in subsection (b). 

[…] 

§285e–9. Alzheimer's disease registry  
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(a) In general  

The Director of the Institute may make a grant to develop a registry for 
the collection of epidemiological data about Alzheimer's disease and its 
incidence in the United States, to train personnel in the collection of such 
data, and for other matters respecting such disease. 

[…] 

§285e–10. Aging processes regarding women  

The Director of the Institute, in addition to other special functions 
specified in section 285e–1 of this title and in cooperation with the 
Directors of the other national research institutes and agencies of the 
National Institutes of Health, shall conduct research into the aging 
processes of women, with particular emphasis given to the effects of 
menopause and the physiological and behavioral changes occurring during 
the transition from pre- to post-menopause, and into the diagnosis, 
disorders, and complications related to aging and loss of ovarian 
hormones in women. 

[…] 

§285e–10a. Alzheimer's clinical research and training awards  

(a) In general  

The Director of the Institute is authorized to establish and maintain a 
program to enhance and promote the translation of new scientific 
knowledge into clinical practice related to the diagnosis, care and 
treatment of individuals with Alzheimer's disease. 

[…] 

42 U.S.C. § 242q-2 §242q–2. Administrative staff and support  

The Secretary, acting through either the Assistant Secretary for Health or 
the Director of the National Institute on Aging, shall appoint an Executive 
Secretary for the Task Force and shall provide the Task Force with such 
administrative staff and support as may be necessary to enable the Task 
Force to carry out subsections (b) and (c) of section 242q of this title. 

42 U.S.C. 
§ 3030m(a) 

(a) Grants to  States 

The Assistant Secretary shall carry out a program for making grants to 
States under State plans approved under section 3027 of this title to 
provide evidence-based disease prevention and health promotion services 
and information at multipurpose senior centers, at congregate meal sites, 
through home delivered meals programs, or at other appropriate sites. In 
carrying out such program, the Assistant Secretary shall provide technical 
assistance on the delivery of evidence-based disease prevention and health 
promotion services in different settings and for different populations, and 
consult with the Directors of the Centers for Disease Control and 
Prevention and the National Institute on Aging. 

42 U.S.C. 
§ 11261(b) 

(b) Research subjects  

The Director of the Agency for Healthcare Research and Quality shall 
ensure that research conducted under subsection (a) shall include 
research— 

[…] 

(4) conducted in consultation with the Director of the National Institute 
on Aging and the Commissioner of the Administration on Aging, 
concerning the role of physicians in caring for persons with Alzheimer's 
disease and related dementias and for their families, including the role of a 
physician in connecting such persons with appropriate health care and 
supportive services, including those supported through State and area 
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agencies on aging designated under section 3025(a)(1) and (2)(A) of this 
title; and 

(5) conducted in consultation with the Director of the National Institute 
on Aging and the Commissioner of the Administration on Aging, 
concerning legal and ethical issues, including issues associated with special 
care units, facing individuals with Alzheimer's disease and related 
dementias and facing their families. 

[…] 

42 U.S.C. § 11292 §11292. Education of public, individuals with Alzheimer's disease 
and their families, and health and long -term care providers  

(a) Training models grants  

(1) Grants  

The Director of the National Institute on Aging may award grants to 
eligible entities to assist the entities in developing and evaluating model 
training programs- 

[…] 

(b) Educational grants  

The Director of the National Institute on Aging is authorized to make 
grants to public and nonprofit private entities to assist such entities in 
establishing programs, for educating health care providers and the families 
of individuals with Alzheimer's disease or related disorders, regarding- 

(1) caring for individuals with such diseases or disorders; and 

(2) the availability in the community of public and private sources of 
assistance, including financial assistance, for caring for such individuals. 

(c) Award of grants  

In awarding grants under this section, the Director of the National 
Institute on Aging shall- 

(1) award the grants on the basis of merit; 

(2) award the grants in a manner that will ensure access to the programs 
described in subsections (a) and (b) by rural, minority, and underserved 
populations throughout the country; and 

(3) ensure that the grants are distributed among the principal geographic 
regions of the United States. 

(d) Appli cation  

To be eligible to receive a grant under this section, an entity shall submit 
an application to the Director of the National Institute on Aging at such 
time, in such manner, and containing or accompanied by such information, 
as the Director may reasonably require, including, at a minimum, an 
assurance that the entity will coordinate programs provided under this 
section with the State agency designated under section 305(a)(1) of the 
Older Americans Act of 1965 [42 U.S.C. 3025(a)(1)], in the State in which 
the entity will provide such programs. 

(e) Coordination  

The Director of the National Institute on Aging shall coordinate the 
award of grants under this section with the heads of other appropriate 
agencies, including the Commissioner of the Administration on Aging. 

42 U.S.C. § 11293 §11293. Education programs f or safety and transportation 
personnel  

The Director of the National Institute on Aging, through centers 
supported under section 285e–2 of this title, training academies, and 
continuing education programs, shall conduct education and information 
dissemination activities concerning Alzheimer's disease and related 
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dementias for personnel involved in ensuring the public safety and 
providing public transportation. Such activities shall be designed to 
enhance the ability of such personnel to respond appropriately to 
individuals with Alzheimer's disease and related dementias whom such 
personnel may encounter in the course of their employment. 

Director of the 
National 
Institute on 
Alcohol Abuse 
and Alcoholism 

42 U.S.C. §§ 285n– 
285n-2 

§285n. Purpose of Institute  

(a) In general  

The general purpose of the National Institute on Alcohol Abuse and 
Alcoholism (hereafter in this subpart referred to as the “Institute”) is the 
conduct and support of biomedical and behavioral research, health 
services research, research training, and health information dissemination 
with respect to the prevention of alcohol abuse and the treatment of 
alcoholism. 

(b) Research program  

The research program established under this subpart shall encompass the 
social, behavioral, and biomedical etiology, mental and physical health 
consequences, and social and economic consequences of alcohol abuse 
and alcoholism. In carrying out the program, the Director of the Institute 
is authorized to— 

(1) collect and disseminate through publications and other appropriate 
means (including the development of curriculum materials), information as 
to, and the practical application of, the research and other activities under 
the program; 

(2) make available research facilities of the Public Health Service to 
appropriate public authorities, and to health officials and scientists engaged 
in special study; 

(3) make grants to universities, hospitals, laboratories, and other public or 
nonprofit institutions, and to individuals for such research projects as are 
recommended by the National Advisory Council on Alcohol Abuse and 
Alcoholism, giving special consideration to projects relating to— 

(A) the relationship between alcohol abuse and domestic violence, 

(B) the effects of alcohol use during pregnancy, 

(C) the impact of alcoholism and alcohol abuse on the family, the 
workplace, and systems for the delivery of health services, 

(D) the relationship between the abuse of alcohol and other drugs, 

(E) the effect on the incidence of alcohol abuse and alcoholism of social 
pressures, legal requirements respecting the use of alcoholic beverages, 
the cost of such beverages, and the economic status and education of 
users of such beverages, 

(F) the interrelationship between alcohol use and other health problems, 

(G) the comparison of the cost and effectiveness of various treatment 
methods for alcoholism and alcohol abuse and the effectiveness of 
prevention and intervention programs for alcoholism and alcohol abuse, 

(H) alcoholism and alcohol abuse among women; 

(4) secure from time to time and for such periods as he deems advisable, 
the assistance and advice of experts, scholars, and consultants from the 
United States or abroad; 

(5) promote the coordination of research programs conducted by the 
Institute, and similar programs conducted by the National Institute of 
Drug Abuse and by other departments, agencies, organizations, and 
individuals, including all National Institutes of Health research activities 
which are or may be related to the problems of individuals suffering from 
alcoholism or alcohol abuse or those of their families or the impact of 
alcohol abuse on other health problems; 
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(6) conduct an intramural program of biomedical, behavioral, 
epidemiological, and social research, including research into the most 
effective means of treatment and service delivery, and including research 
involving human subjects, which is— 

(A) located in an institution capable of providing all necessary medical care 
for such human subjects, including complete 24-hour medical diagnostic 
services by or under the supervision of physicians, acute and intensive 
medical care, including 24-hour emergency care, psychiatric care, and such 
other care as is determined to be necessary for individuals suffering from 
alcoholism and alcohol abuse; and 

(B) associated with an accredited medical or research training institution; 

(7) for purposes of study, admit and treat at institutions, hospitals, and 
stations of the Public Health Service, persons not otherwise eligible for 
such treatment; 

(8) provide to health officials, scientists, and appropriate public and other 
nonprofit institutions and organizations, technical advice and assistance on 
the application of statistical and other scientific research methods to 
experiments, studies, and surveys in health and medical fields; 

(9) enter into contracts under this subchapter without regard to section 
3324(a) and (b) of title 31 and section 6101 of title 41; and 

(10) adopt, upon recommendation of the National Advisory Council on 
Alcohol Abuse and Alcoholism, such additional means as he deems 
necessary or appropriate to carry out the purposes of this section. 

(c) Collaboration  

The Director of the Institute shall collaborate with the Administrator of 
the Substance Abuse and Mental Health Services Administration in 
focusing the services research activities of the Institute and in 
disseminating the results of such research to health professionals and the 
general public. 

[…] 

§285n–1. Associate Director for Prevention  

(a) In general  

There shall be in the Institute an Associate Director for Prevention who 
shall be responsible for the full-time coordination and promotion of the 
programs in the Institute concerning the prevention of alcohol abuse and 
alcoholism. The Associate Director shall be appointed by the Director of 
the Institute from individuals who because of their professional training or 
expertise are experts in alcohol abuse and alcoholism or the prevention of 
such. 

[…] 

42 U.S.C. § 290bb-
21(b) 

(1) Interagency coordinating committee on the prevention of 
underage drinking  
(A) In general  
The Secretary, in collaboration with the Federal officials specified in 
subparagraph (B), shall continue to support and enhance the efforts of the 
interagency coordinating committee, that began operating in 2004, 
focusing on underage drinking (referred to in this subsection as the 
“Committee”). 
(B) Other agencies  
The officials referred to in subparagraph (A) are the Secretary of 
Education, the Attorney General, the Secretary of Transportation, the 
Secretary of the Treasury, the Secretary of Defense, the Surgeon General, 
the Director of the Centers for Disease Control and Prevention, the 
Director of the National Institute on Alcohol Abuse and Alcoholism, the 
Assistant Secretary for Mental Health and Substance Use, the Director of 
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the National Institute on Drug Abuse, the Assistant Secretary for Children 
and Families, the Director of the Office of National Drug Control Policy, 
the Administrator of the National Highway Traffic Safety Administration, 
the Administrator of the Office of Juvenile Justice and Delinquency 
Prevention, the Chairman of the Federal Trade Commission, and such 
other Federal officials as the Secretary of Health and Human Services 
determines to be appropriate. 
(C) Chair  
The Secretary of Health and Human Services shall serve as the chair of 
the Committee. 
(D) Duties  
The Committee shall guide policy and program development across the 
Federal Government with respect to underage drinking, provided, 
however, that nothing in this section shall be construed as transferring 
regulatory or program authority from an agency to the Committee. 
(E) Consultations  
The Committee shall actively seek the input of and shall consult with all 
appropriate and interested parties, including States, public health research 
and interest groups, foundations, and alcohol beverage industry trade 
associations and companies. 
(F) Annual report  
(i) In general  
The Secretary, on behalf of the Committee, shall annually submit to the 
Congress a report that summarizes- 
(I) all programs and policies of Federal agencies designed to prevent and 
reduce underage drinking, including such programs and policies that 
support State efforts to prevent or reduce underage drinking; 
(II) the extent of progress in preventing and reducing underage drinking at 
State and national levels; 
(III) data that the Secretary shall collect with respect to the information 
specified in clause (ii); and 
(IV) such other information regarding underage drinking as the Secretary 
determines to be appropriate. 
(ii) Certain information  
The report under clause (i) shall include information on the following: 
(I) Patterns and consequences of underage drinking as reported in 
research and surveys such as, but not limited to, Monitoring the Future, 
Youth Risk Behavior Surveillance System, the National Survey on Drug 
Use and Health, and the Fatality Analysis Reporting System. 
(II) Measures of the availability of alcohol from commercial and non-
commercial sources to underage populations. 
(III) Measures of the exposure of underage populations to messages 
regarding alcohol in advertising, social media, and the entertainment 
media. 
(IV) Surveillance data, including, to the extent such information is available, 
information on the onset and prevalence of underage drinking, 
consumption patterns and beverage preferences, trends related to 
drinking among different age groups, including between youth and adults, 
the means of underage access, including trends over time, for these 
surveillance data, and other data, as appropriate. The Secretary shall 
develop a plan to improve the collection, measurement, and consistency 
of reporting Federal underage alcohol data. 
(V) Any additional findings resulting from research conducted or 
supported under subsection (g). 

(VI) Evidence-based best practices to prevent and reduce underage 
drinking and provide treatment services to those youth who need such 
services. 
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Director of the 
National 
Institute of 
Allergy and 
Infectious 
Diseases 

42 U.S.C. §§ 285f - 
285f-5 

§285f. Purpose of Institute  

The general purpose of the National Institute of Allergy and Infectious 
Diseases is the conduct and support of research, training, health 
information dissemination, and other programs with respect to allergic 
and immunologic diseases and disorders and infectious diseases, including 
tropical diseases. 

[…] 

§285f–1. Research centers regarding chronic fatigue syndrome  

(a) The Director of the Institute, after consultation with the advisory 
council for the Institute, may make grants to, or enter into contracts with, 
public or nonprofit private entities for the development and operation of 
centers to conduct basic and clinical research on chronic fatigue 
syndrome. 

(b) Each center assisted under this section shall use the facilities of a single 
institution, or be formed from a consortium of cooperating institutions, 
meeting such requirements as may be prescribed by the Director of the 
Institute. 

[…] 

§285f–2. Research and research training regarding tuberculosis  

In carrying out section 285f of this title, the Director of the Institute shall 
conduct or support research and research training regarding the cause, 
diagnosis, early detection, prevention and treatment of tuberculosis. 

[…] 

§285f–3. Sexually transmitted disease clinical research and 
training awards  

(a) In general  

The Director of the Institute is authorized to establish and maintain a 
program to enhance and promote the translation of new scientific 
knowledge into clinical practice related to the diagnosis, care and 
treatment of individuals with sexually transmitted diseases. 

(b) Support of promising clinicians  

In order to foster the application of the most current developments in the 
etiology, pathogenesis, diagnosis, prevention and treatment of sexually 
transmitted diseases, amounts made available under this section shall be 
directed to the support of promising clinicians through awards for 
research, study, and practice at centers of excellence in sexually 
transmitted disease research and treatment. 

(c) Excellence in certain fields  

Research shall be carried out under awards made under subsection (b) in 
environments of demonstrated excellence in the etiology and 
pathogenesis of sexually transmitted diseases and shall foster innovation 
and integration of such disciplines or other environments determined 
suitable by the Director of the Institute. 

[…] 

§285f–4. Microbicide research and development  

The Director of the Institute, acting through the head of the Division of 
AIDS, shall, consistent with the peer-review process of the National 
Institutes of Health, carry out research on, and development of, safe and 
effective methods for use by women to prevent the transmission of the 
human immunodeficiency virus, which may include microbicides. 

[…] 

§285f–5. Research centers for pathogens of pandemic concern  

(a) In general  
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The Director of the Institute, in collaboration, as appropriate, with the 
directors of applicable institutes, centers, and divisions of the National 
Institutes of Health, the Assistant Secretary for Preparedness and 
Response, and the Director of the Biomedical Advanced Research and 
Development Authority, shall establish or continue a multidisciplinary 
research program to advance the discovery and preclinical development of 
medical products for priority virus families and other viral pathogens with 
a significant potential to cause a pandemic, through support for research 
centers. 

(b) Uses of funds  

The Director of the Institute shall award funding through grants, 
contracts, or cooperative agreements to public or private entities to 
provide support for research centers described in subsection (a) for the 
purpose of— 

(1) conducting basic research through preclinical development of new 
medical products or technologies, including platform technologies, to 
address pathogens of pandemic concern; 

(2) identifying potential targets for therapeutic candidates, including 
antivirals, to treat such pathogens; 

(3) identifying existing medical products with the potential to address such 
pathogens, including candidates that could be used in outpatient settings; 
and 

(4) carrying out or supporting other research related to medical products 
to address such pathogens, as determined appropriate by the Director. 

(c) Coordination  

The Director of the Institute shall, as appropriate, provide for the 
coordination of activities among the centers described in subsection (a), 
including through— 

(1) facilitating the exchange of information and regular communication 
among the centers, as appropriate; and 

(2) requiring the periodic preparation and submission to the Director of 
reports on the activities of each center. 

(d) Priority  

In awarding funding through grants, contracts, or cooperative agreements 
under subsection (a), the Director of the Institute shall, as appropriate, 
give priority to applicants with existing frameworks and partnerships, as 
applicable, to support the advancement of such research. 

(e) Collaboration  

The Director of the Institute shall— 

(1) collaborate with the heads of other appropriate Federal departments, 
agencies, and offices with respect to the identification of additional 
priority virus families and other viral pathogens with a significant potential 
to cause a pandemic; and 

(2) collaborate with the Director of the Biomedical Advanced Research 
and Development Authority with respect to the research conducted by 
centers described in subsection (a), including, as appropriate, providing 
any updates on the research advancements made by such centers, 
identifying any advanced research and development needs for such 
countermeasures, consistent with section 247d–7e(a)(6) of this title, and 
taking into consideration existing manufacturing capacity and future 
capacity needs for such medical products or technologies, including 
platform technologies, supported by the centers described in subsection 
(a). 

[…] 
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42 U.S.C. § 283k §283k. Biomedical and behavioral research facilities  

(a) Modernization and construction of facilities  

(1) In general  

The Director of NIH, acting through the Office of the Director of NIH or 
the Director of the National Institute of Allergy and Infectious Diseases, 
may make grants or contracts to public and nonprofit private entities to 
expand, remodel, renovate, or alter existing research facilities or 
construct new research facilities, subject to the provisions of this section. 

[…] 

(d) Requirement of application  

The Director of NIH, acting through the Office of the Director of NIH or 
the National Institute of Allergy and Infectious Diseases, may make a grant 
under subsection (a) only if an application for the grant is submitted to the 
Director and the application is in such form, is made in such manner, and 
contains such agreements, assurances, and information as the Director 
determines to be necessary to carry out this section. 

(e) Amount of grant; payments  

(1) Amount  

The amount of any grant awarded under subsection (a) shall be 
determined by the Director of NIH, acting through the Office of the 
Director of NIH or the National Institute of Allergy and Infectious 
Diseases,,2 except that such amount shall not exceed- 

(A) 50 percent (or, in the case of the Institute, 75 percent) of the 
necessary cost of the construction of a proposed facility as determined by 
the Director; or 

(B) in the case of a multipurpose facility, 40 percent (or, in the case of the 
Institute, 75 percent) of that part of the necessary cost of construction 
that the Director determines to be proportionate to the contemplated 
use of the facility. 

(2) Reservation of amounts  

On the approval of any application for a grant under subsection (a), the 
Director of NIH, acting through the Office of the Director of NIH or the 
National Institute of Allergy and Infectious Diseases, shall reserve, from 
any appropriation available for such grants, the amount of such grant, and 
shall pay such amount, in advance or by way of reimbursement, and in 
such installments consistent with the construction progress, as the 
Director may determine appropriate. The reservation of any amount by 
the Director under this paragraph may be amended by the Director, 
either on the approval of an amendment of the application or on the 
revision of the estimated cost of construction of the facility. 

[…] 

(4) Waiver of limitations  

The limitations imposed under paragraph (1) may be waived at the 
discretion of the Director of NIH, acting through the Office of the 
Director of NIH or the National Institute of Allergy and Infectious 
Diseases, for applicants meeting the conditions described in subsection 
(c). 

[…] 

42 U.S.C. § 285d-8 §285d–8. Juvenile arthritis and related co nditions  
(a) Expansion and coordination of activities  
The Director of the Institute [of Arthritis and Musculoskeletal and Skin 
Diseases], in coordination with the Director of the National Institute of 
Allergy and Infectious Diseases, shall expand and intensify the programs of 
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such Institutes with respect to research and related activities concerning 
juvenile arthritis and related conditions. 
(b) Coordination  
The Directors referred to in subsection (a) shall jointly coordinate the 
programs referred to in such subsection and consult with the Arthritis 
and Musculoskeletal Diseases Interagency Coordinating Committee. 

[…]  

42 U.S.C. § 300cc-
3(a) 

(a) In general  

After consultation with the Commissioner of Food and Drugs, the 
Secretary, acting through the Director of the National Institute of Allergy 
and Infectious Diseases, shall establish within such Institute an advisory 
committee to be known as the AIDS Research Advisory Committee 
(hereafter in this section referred to as the "Committee"). 

42 U.S.C. § 300cc-
11(a) 

(a) In general  

The Secretary, acting through the Director of the National Cancer 
Institute and the Director of the National Institute of Allergy and 
Infectious Diseases, shall for each such Institute establish a clinical 
evaluation unit at the Clinical Center at the National Institutes of Health. 
Each of the clinical evaluation units- 

(1) shall conduct clinical evaluations of experimental treatments for 
acquired immune deficiency syndrome developed within the preclinical 
drug development program, including evaluations of methods of 
diagnosing immune deficiency and evaluations of methods of predicting, 
diagnosing, preventing, and treating opportunistic cancers and infectious 
diseases; and 

(2) may conduct clinical evaluations of experimental treatments for such 
syndrome that are developed by any other national research institute of 
the National Institutes of Health or by any other entity.  

42 U.S.C. § 300cc-
13(a) 

(a) In general  

After consultation with the Commissioner of Food and Drugs, the 
Director of the National Institutes of Health, acting through the Director 
of the National Institute of Allergy and Infectious Diseases, may make 
grants to public entities and nonprofit private entities concerned with 
acquired immune deficiency syndrome, and may enter into contracts with 
public and private such 1 entities, for the purpose of planning and 
conducting, in the community involved, clinical trials of experimental 
treatments for infection with the etiologic agent for such syndrome that 
are approved by the Commissioner of Food and Drugs for investigational 
use under regulations issued under section 355 of title 21. 

42 U.S.C. § 300cc-
16(a) 

(a) In general  

(1) The Secretary, acting through the Director of the National Institute of 
Allergy and Infectious Diseases, may make grants to, and enter into 
contracts with, public and nonprofit private entities to assist such entities 
in planning, establishing, or strengthening, and providing basic operating 
support for, centers for basic and clinical research into, and training in, 
advanced diagnostic, prevention, and treatment methods for acquired 
immune deficiency syndrome. 

42 U.S.C. § 300hh-
10a(b) 

(b) Members  

The PHEMCE shall include each of the following members, or the 
designee of such members: 

[…] 

(11) Representatives of any other Federal agency, which may include the 
Director of the Biomedical Advanced Research and Development 
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Authority, the Director of the Strategic National Stockpile, the Director 
of the National Institute of Allergy and Infectious Diseases, and the 
Director of the Office of Public Health Preparedness and Response, as the 
Secretary determines appropriate. 

Director of the 
National 
Institute of 
Arthritis and 
Musculoskeletal 
and Skin 
Diseases 

42 U.S.C. §§ 285d–
285d-8 

§285d. Purpose of Institute  

The general purpose of the National Institute of Arthritis and 
Musculoskeletal and Skin Diseases (hereafter in this subpart referred to as 
the “Institute”) is the conduct and support of research and training, the 
dissemination of health information, and other programs with respect to 
arthritis and musculoskeletal and skin diseases (including sports-related 
disorders), with particular attention to the effect of these diseases on 
children. 

[…] 

§285d–1. National arthritis and musculoskeletal and skin 
diseases program  

(a) Plan to expand, intensify, and coordinate activities; 
submission; periodic review and revision  

The Director of the Institute, with the advice of the Institute's advisory 
council, shall prepare and transmit to the Director of NIH a plan for a 
national arthritis and musculoskeletal and skin diseases program to 
expand, intensify, and coordinate the activities of the Institute respecting 
arthritis and musculoskeletal and skin diseases. The plan shall include such 
comments and recommendations as the Director of the Institute 
determines appropriate. The plan shall place particular emphasis upon 
expanding research into better understanding the causes and the 
development of effective treatments for arthritis affecting children. The 
Director of the Institute shall periodically review and revise such plan and 
shall transmit any revisions of such plan to the Director of NIH. 

[…] 

(c) Program to be carried out in accordance with plan  

The Director of the Institute shall carry out the national arthritis and 
musculoskeletal and skin diseases program in accordance with the plan 
prepared under subsection (a) and any revisions of such plan made under 
such subsection. 

[…] 

§285d–2. Research and training  

The Director of the Institute shall— 

(1) carry out programs of support for research and training (other than 
training for which Ruth L. Kirschstein National Research Service Awards 
may be made under section 288 of this title) in the diagnosis, prevention, 
and treatment of arthritis and musculoskeletal and skin diseases, including 
support for training in medical schools, graduate clinical training, graduate 
training in epidemiology, epidemiology studies, clinical trials, and 
interdisciplinary research programs; and 

(2) establish programs of evaluation, planning, and dissemination of 
knowledge related to such research and training. 

[…] 

§285d–3. Data system and information clearinghouse  

(a) The Director of the Institute shall establish the National Arthritis and 
Musculoskeletal and Skin Diseases Data System for the collection, storage, 
analysis, retrieval, and dissemination of data derived from patient 
populations with arthritis and musculoskeletal and skin diseases, including 
where possible, data involving general populations for the purpose of 
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detection of individuals with a risk of developing arthritis and 
musculoskeletal and skin diseases. 

(b) The Director of the Institute shall establish the National Arthritis and 
Musculoskeletal and Skin Diseases Information Clearinghouse to facilitate 
and enhance, through the effective dissemination of information, 
knowledge and  

[…] 

§285d–5. Arthritis and musculoskeletal diseases demonstration 
projects  

(a) Grants for establishment and support  

The Director of the Institute may make grants to public and private 
nonprofit entities to establish and support projects for the development 
and demonstration of methods for screening, detection, and referral for 
treatment of arthritis and musculoskeletal diseases and for the 
dissemination of information on such methods to the health and allied 
health professions. Activities under such projects shall be coordinated 
with Federal, State, local, and regional health agencies, centers assisted 
under section 285d–6 of this title, and the data system established under 
subsection (c). 

[…] 

(c) Standar dization of patient data and recordkeeping  

The Director shall provide for the standardization of patient data and 
recordkeeping for the collection, storage, analysis, retrieval, and 
dissemination of such data in cooperation with projects assisted under this 
section, centers assisted under section 285d–6 of this title, and other 
persons engaged in arthritis and musculoskeletal disease programs. 

[…] 

§285d–6. Multipurpose arthritis and musculoskeletal diseases 
centers  

(a) Development, modernization, and operation 

The Director of the Institute shall, after consultation with the advisory 
council for the Institute, provide for the development, modernization, and 
operation (including staffing and other operating costs such as the costs of 
patient care required for research) of new and existing centers for 
arthritis and musculoskeletal diseases. For purposes of this section, the 
term "modernization" means the alteration, remodeling, improvement, 
expansion, and repair of existing buildings and the provision of equipment 
for such buildings to the extent necessary to make them suitable for use 
as centers described in the preceding sentence. 

[…] 

(d) Geographical distribution 

The Director of the Institute shall, insofar as practicable, provide for an 
equitable geographical distribution of centers assisted under this section. 
The Director shall give appropriate consideration to the need for centers 
especially suited to meeting the needs of children affected by arthritis and 
musculoskeletal diseases. 

(e) Period of support; additional periods  

Support of a center under this section may be for a period of not to 
exceed five years. Such period may be extended by the Director of the 
Institute for one or more additional periods of not more than five years if 
the operations of such center have been reviewed by an appropriate 
technical and scientific peer review group established by the Director and 
if such group has recommended to the Director that such period should 
be extended. 
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(f) Treatment and rehabilitati on of children  

Not later than October 1, 1993, the Director shall establish a 
multipurpose arthritis and musculoskeletal disease center for the purpose 
of expanding the level of research into the cause, diagnosis, early 
detection, prevention, control, and treatment of, and rehabilitation of 
children with arthritis and musculoskeletal diseases. 

[…] 

§285d–6a. Lupus 

(a) In general  

The Director of the Institute shall expand and intensify research and 
related activities of the Institute with respect to lupus. 

(b) Coordination with other institutes  

The Director of the Institute shall coordinate the activities of the Director 
under subsection (a) with similar activities conducted by the other 
national research institutes and agencies of the National Institutes of 
Health to the extent that such Institutes and agencies have responsibilities 
that are related to lupus. 

(c) Programs for lupus  

In carrying out subsection (a), the Director of the Institute shall conduct 
or support research to expand the understanding of the causes of, and to 
find a cure for, lupus. Activities under such subsection shall include 
conducting and supporting the following: 

(1) Research to determine the reasons underlying the elevated prevalence 
of lupus in women, including African-American women. 

(2) Basic research concerning the etiology and causes of the disease. 

(3) Epidemiological studies to address the frequency and natural history of 
the disease and the differences among the sexes and among racial and 
ethnic groups with respect to the disease. 

(4) The development of improved diagnostic techniques. 

(5) Clinical research for the development and evaluation of new 
treatments, including new biological agents. 

(6) Information and education programs for health care professionals and 
the public. 

[…] 

§285d–8. Juvenile arthritis and related conditions  
(a) Expansion and coordination of activities  
The Director of the Institute, in coordination with the Director of the 
National Institute of Allergy and Infectious Diseases, shall expand and 
intensify the programs of such Institutes with respect to research and 
related activities concerning juvenile arthritis and related conditions. 
(b) Coordination  
The Directors referred to in subsection (a) shall jointly coordinate the 
programs referred to in such subsection and consult with the Arthritis 
and Musculoskeletal Diseases Interagency Coordinating Committee. 

[…] 

Director of the 
National 
Institute of 
Biomedical 
Imaging and 
Bioengineering 

42 U.S.C. § 285r §285r. Purpose of the Institute  

(a) In general  

The general purpose of the National Institute of Biomedical Imaging and 
Bioengineering (in this section referred to as the “Institute”) is the 
conduct and support of research, training, the dissemination of health 
information, and other programs with respect to biomedical imaging, 
biomedical engineering, and associated technologies and modalities with 
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biomedical applications (in this section referred to as "biomedical imaging 
and bioengineering"). 

(b) National Biomedical Imaging and Bioengineering Program  

(1) The Director of the Institute, with the advice of the Institute's advisory 
council, shall establish a National Biomedical Imaging and Bioengineering 
Program (in this section referred to as the “Program”). 

(2) Activities under the Program shall include the following with respect 
to biomedical imaging and bioengineering: 

(A) Research into the development of new techniques and devices. 

(B) Related research in physics, engineering, mathematics, computer 
science, and other disciplines. 

(C) Technology assessments and outcomes studies to evaluate the 
effectiveness of biologics, materials, processes, devices, procedures, and 
informatics. 

(D) Research in screening for diseases and disorders. 

(E) The advancement of existing imaging and bioengineering modalities, 
including imaging, biomaterials, and informatics. 

(F) The development of target-specific agents to enhance images and to 
identify and delineate disease. 

(G) The development of advanced engineering and imaging technologies 
and techniques for research from the molecular and genetic to the whole 
organ and body levels. 

(H) The development of new techniques and devices for more effective 
interventional procedures (such as image-guided interventions). 

(3)(A) With respect to the Program, the Director of the Institute shall 
prepare and transmit to the Secretary and the Director of NIH a plan to 
initiate, expand, intensify, and coordinate activities of the Institute with 
respect to biomedical imaging and bioengineering. The plan shall include 
such comments and recommendations as the Director of the Institute 
determines appropriate. The Director of the Institute shall periodically 
review and revise the plan and shall transmit any revisions of the plan to 
the Secretary and the Director of NIH. 

(B) The plan under subparagraph (A) shall include the recommendations 
of the Director of the Institute with respect to the following: 

(i) Where appropriate, the consolidation of programs of the National 
Institutes of Health for the express purpose of enhancing support of 
activities regarding basic biomedical imaging and bioengineering research. 

(ii) The coordination of the activities of the Institute with related activities 
of the other agencies of the National Institutes of Health and with related 
activities of other Federal agencies. 

[…] 

Director of the 
Eunice Kennedy 
Shriver 
National 
Institute of 
Child Health 
and Human 
Development 

42 U.S.C. §§ 285g– 
285g-11 

§285g. Purpose of Institute  

The general purpose of the Eunice Kennedy Shriver National Institute of 
Child Health and Human Development (hereafter in this subpart referred 
to as the “Institute”) is the conduct and support of research, training, 
health information dissemination, and other programs with respect to 
gynecologic health, maternal health, child health, intellectual disabilities, 
human growth and development, including prenatal development, 
population research, and special health problems and requirements of 
mothers and children. 

[…] 

§285g–1. Sudden infant death syndrome research  
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The Director of the Institute shall conduct and support research which 
specifically relates to sudden infant death syndrome. 

[…] 

§285g–2. Research on intellectual disabilities  

The Director of the Institute shall conduct and support research and 
related activities into the causes, prevention, and treatment of intellectual 
disabilities. 

[…] 

§285g–3. Associate Director for Prevention; appointment; 
function  

There shall be in the Institute an Associate Director for Prevention to 
coordinate and promote the programs in the Institute concerning the 
prevention of health problems of mothers and children. The Associate 
Director shall be appointed by the Director of the Institute from 
individuals who because of their professional training or experience are 
experts in public health or preventive medicine. 

[…] 

§285g–4. National Center for Medical Rehabilitation Research  

(a) Establishment of Center  

There shall be in the Institute an agency to be known as the National 
Center for Medical Rehabilitation Research (hereafter in this section 
referred to as the “Center”). The Director of the Institute shall appoint a 
qualified individual to serve as Director of the Center. The Director of 
the Center shall report directly to the Director of the Institute. 

[…] 

§285g–5. Research centers with respect to contraception and 
infertility  

(a) Grants and contracts  

The Director of the Institute, after consultation with the advisory council 
for the Institute, shall make grants to, or enter into contracts with, public 
or nonprofit private entities for the development and operation of centers 
to conduct activities for the purpose of improving methods of 
contraception and centers to conduct activities for the purpose of 
improving methods of diagnosis and treatment of infertility. 

(b) Number of centers  

In carrying out subsection (a), the Director of the Institute shall, subject 
to the extent of amounts made available in appropriations Acts, provide 
for the establishment of three centers with respect to contraception and 
for two centers with respect to infertility. 

[…] 

(d) Coordination of information  

The Director of the Institute shall, as appropriate, provide for the 
coordination of information among the centers assisted under this section. 

(e) Facilities  

Each center assisted under subsection (a) shall use the facilities of a single 
institution, or be formed from a consortium of cooperating institutions, 
meeting such requirements as may be prescribed by the Director of the 
Institute. 

(f) Period of support  

Support of a center under subsection (a) may be for a period not 
exceeding 5 years. Such period may be extended for one or more 
additional periods not exceeding 5 years if the operations of such center 
have been reviewed by an appropriate technical and scientific peer review 
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group established by the Director and if such group has recommended to 
the Director that such period should be extended. 

[…] 

§285g–6. Program regarding obstetrics and gynecology  

The Director of the Institute shall establish and maintain within the 
Institute an intramural laboratory and clinical research program in 
obstetrics and gynecology. 

[…] 

§285g–7. Child health research centers  

The Director of the Institute shall develop and support centers for 
conducting research with respect to child health. Such centers shall give 
priority to the expeditious transfer of advances from basic science to 
clinical applications and improving the care of infants and children. 

[…] 

§285g–8. Prospective longitudinal stu dy on adolescent health 

(a) In general  

Not later than October 1, 1993, the Director of the Institute shall 
commence a study for the purpose of providing information on the 
general health and well-being of adolescents in the United States, 
including, with respect to such adolescents, information on— 

(1) the behaviors that promote health and the behaviors that are 
detrimental to health; and 

(2) the influence on health of factors particular to the communities in 
which the adolescents reside. 

[…] 

§285g–9. Fragile X  

(a) Expansion and coordination of research activities  

The Director of the Institute, after consultation with the advisory council 
for the Institute, shall expand, intensify, and coordinate the activities of 
the Institute with respect to research on the disease known as fragile X. 

(b) Research centers  

(1) In general  

The Director of the Institute shall make grants or enter into contracts for 
the development and operation of centers to conduct research for the 
purposes of improving the diagnosis and treatment of, and finding the cure 
for, fragile X. 

(2) Number of centers  

(A) In general  

In carrying out paragraph (1), the Director of the Institute shall, to the 
extent that amounts are appropriated, and subject to subparagraph (B), 
provide for the establishment of at least three fragile X research centers. 

(B) Peer review requirement  

The Director of the Institute shall make a grant to, or enter into a 
contract with, an entity for purposes of establishing a center under 
paragraph (1) only if the grant or contract has been recommended after 
technical and scientific peer review required by regulations under section 
289a of this title. 

(3) Activities  

The Director of the Institute, with the assistance of centers established 
under paragraph (1), shall conduct and support basic and biomedical 
research into the detection and treatment of fragile X. 
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(4) Coordination among centers  

The Director of the Institute shall, as appropriate, provide for the 
coordination of the activities of the centers assisted under this section, 
including providing for the exchange of information among the centers. 

(5) Certain administrative requirements  

Each center assisted under paragraph (1) shall use the facilities of a single 
institution, or be formed from a consortium of cooperating institutions, 
meeting such requirements as may be prescribed by the Director of the 
Institute. 

(6) Duration of support  

Support may be provided to a center under paragraph (1) for a period not 
exceeding 5 years. Such period may be extended for one or more 
additional periods, each of which may not exceed 5 years, if the 
operations of such center have been reviewed by an appropriate technical 
and scientific peer review group established by the Director and if such 
group has recommended to the Director that such period be extended. 

[…] 

§285g–10. Investment in tomorrow's pediatric researchers  

In order to ensure the future supply of researchers dedicated to the care 
and research needs of children, the Director of the Institute, after 
consultation with the Administrator of the Health Resources and Services 
Administration, shall support activities to provide for— 

(1) an increase in the number and size of institutional training grants to 
institutions supporting pediatric training; and 

(2) an increase in the number of career development awards for health 
professionals who intend to build careers in pediatric basic and clinical 
research, including pediatric pharmacological research. 

[…] 

Director of the 
National 
Institute on 
Deafness and 
Other 
Communication 
Disorders 

42 U.S.C. §§ 
285m–285m-6 

§285m. Purpose of Institute  

The general purpose of the National Institute on Deafness and Other 
Communication Disorders (hereafter referred to in this subpart as the 
“Institute”) is the conduct and support of research and training, the 
dissemination of health information, and other programs with respect to 
disorders of hearing and other communication processes, including 
diseases affecting hearing, balance, voice, speech, language, taste, and 
smell. 

[…] 

§285m–1. National Deafness and Other Communication 
Disorders Program  

(a) The Director of the Institute, with the advice of the Institute's advisory 
council, shall establish a National Deafness and Other Communication 
Disorders Program (hereafter in this section referred to as the 
“Program”). The Director or1 the Institute shall, with respect to the 
Program, prepare and transmit to the Director of NIH a plan to initiate, 
expand, intensify and coordinate activities of the Institute respecting 
disorders of hearing (including tinnitus) and other communication 
processes, including diseases affecting hearing, balance, voice, speech, 
language, taste, and smell. The plan shall include such comments and 
recommendations as the Director of the Institute determines appropriate. 
The Director of the Institute shall periodically review and revise the plan 
and shall transmit any revisions of the plan to the Director of NIH. 

[…] 

§285m–2. Data System and Information Clearinghouse  
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(a) The Director of the Institute shall establish a National Deafness and 
Other Communication Disorders Data System for the collection, storage, 
analysis, retrieval, and dissemination of data derived from patient 
populations with disorders of hearing or other communication processes, 
including where possible, data involving general populations for the 
purpose of identifying individuals at risk of developing such disorders. 

(b) The Director of the Institute shall establish a National Deafness and 
Other Communication Disorders Information Clearinghouse to facilitate 
and enhance, through the effective dissemination of information, 
knowledge and understanding of disorders of hearing and other 
communication processes by health professionals, patients, industry, and 
the public. 

[…] 

§285m–3. Multipurpose deafness and other communication 
disorders center  

(a) Development, modernization and operation; 
“ modernization ”  defined  

The Director of the Institute shall, after consultation with the advisory 
council for the Institute, provide for the development, modernization, and 
operation (including care required for research) of new and existing 
centers for studies of disorders of hearing and other communication 
processes. For purposes of this section, the term “modernization”  means 
the alteration, remodeling, improvement, expansion, and repair of existing 
buildings and the provision of equipment for such buildings to the extent 
necessary to make them suitable for use as centers described in the 
preceding sentence. 

[…] 

(f) Equitable geographical distribution; needs of elderly and 
children  

The Director of the Institute shall, to the extent practicable, provide for 
an equitable geographical distribution of centers assisted under this 
section. The Director shall give appropriate consideration to the need for 
centers especially suited to meeting the needs of the elderly, and of 
children (particularly with respect to their education and training), 
affected by disorders of hearing or other communication processes. 

(g) Period of support; recommended extensions of peer review 
group  

Support of a center under this section may be for a period not to exceed 
seven years. Such period may be extended by the Director of the Institute 
for one or more additional periods of not more than five years if the 
operations of such center have been reviewed by an appropriate technical 
and scientific peer review group established by the Director, with the 
advice of the Institute's advisory council, if such group has recommended 
to the Director that such period should be extended. 

[…] 

42 U.S.C. § 247b-
4a(d)(2) 

(2) National Institutes of Health  

Under the existing authority of the Public Health Service Act, the 
Director of the National Institutes of Health, acting through the Director 
of the National Institute on Deafness and Other Communication 
Disorders, shall for purposes of this section, continue a program of 
research and development on the efficacy of new screening techniques 
and technology, including clinical studies of screening methods, studies on 
efficacy of intervention, and related research. 

42 U.S.C. § 280g-
1(b)(2) 

(2) National Institutes of Health  
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The Director of the National Institutes of Health, acting through the 
Director of the National Institute on Deafness and Other Communication 
Disorders, shall for purposes of this section, continue a program of 
research and development on the efficacy of new screening techniques 
and technology, including clinical studies of screening methods, studies on 
efficacy of intervention, and related research. 

Director of the 
National 
Institute of 
Dental and 
Craniofacial 
Research 

42 U.S.C. § 285h §285h. Purpose of Institute  

The general purpose of the National Institute of Dental Research is the 
conduct and support of research, training, health information 
dissemination, and other programs with respect to the cause, prevention, 
and methods of diagnosis and treatment of dental and oral diseases and 
conditions. 

[...] 

 

[No statutory duties identified.]  

Director of the 
National 
Institute of 
Diabetes and 
Digestive and 
Kidney 
Diseases 

42 U.S.C. §§ 285c– 
285c-9 

§285c. Purpose of Institute 

The general purpose of the National Institute of Diabetes and Digestive 
and Kidney Diseases (hereafter in this subpart referred to as the 
“Institute”) is the conduct and support of research, training, health 
information dissemination, and other programs with respect to diabetes 
mellitus and endocrine and metabolic diseases, digestive diseases and 
nutritional disorders, and kidney, urologic, and hematologic diseases. 

[…] 

§285c–1. Data  systems and information clearinghouses  

(a) National Diabetes Data System and National Diabetes 
Clearinghouse  

The Director of the Institute shall (1) establish the National Diabetes Data 
System for the collection, storage, analysis, retrieval, and dissemination of 
data derived from patient populations with diabetes, including, where 
possible, data involving general populations for the purpose of detection 
of individuals with a risk of developing diabetes, and (2) establish the 
National Diabetes Information Clearinghouse to facilitate and enhance 
knowledge and understanding of diabetes on the part of health 
professionals, patients, and the public through the effective dissemination 
of information. 

(b) National Digestive Diseases Data System and National 
Digestive Diseases Information Clearinghouse  

The Director of the Institute shall (1) establish the National Digestive 
Diseases Data System for the collection, storage, analysis, retrieval, and 
dissemination of data derived from patient populations with digestive 
diseases, including, where possible, data involving general populations for 
the purpose of detection of individuals with a risk of developing digestive 
diseases, and (2) establish the National Digestive Diseases Information 
Clearinghouse to facilitate and enhance knowledge and understanding of 
digestive diseases on the part of health professionals, patients, and the 
public through the effective dissemination of information. 

(c) National Kidney and Urologic Diseases Data System and 
National K idney and Urologic Diseases Information 
Clearinghouse  

The Director of the Institute shall (1) establish the National Kidney and 
Urologic Diseases Data System for the collection, storage, analysis, 
retrieval, and dissemination of data derived from patient populations with 
kidney and urologic diseases, including, where possible, data involving 
general populations for the purpose of detection of individuals with a risk 
of developing kidney and urologic diseases, and (2) establish the National 
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Kidney and Urologic Diseases Information Clearinghouse to facilitate and 
enhance knowledge and understanding of kidney and urologic diseases on 
the part of health professionals, patients, and the public through the 
effective dissemination of information. 

[…] 

§285c–2. Divis ion Directors for Diabetes, Endocrinology, and 
Metabolic Diseases, Digestive Diseases and Nutrition, and 
Kidney, Urologic, and Hematologic Diseases; functions  

(a)(1) In the Institute there shall be a Division Director for Diabetes, 
Endocrinology, and Metabolic Diseases, a Division Director for Digestive 
Diseases and Nutrition, and a Division Director for Kidney, Urologic, and 
Hematologic Diseases. Such Division Directors, under the supervision of 
the Director of the Institute, shall be responsible for— 

(A) developing a coordinated plan (including recommendations for 
expenditures) for each of the national research institutes within the 
National Institutes of Health with respect to research and training 
concerning diabetes, endocrine and metabolic diseases, digestive diseases 
and nutrition, and kidney, urologic, and hematologic diseases; 

(B) assessing the adequacy of management approaches for the activities 
within such institutes concerning such diseases and nutrition and 
developing improved approaches if needed; 

(C) monitoring and reviewing expenditures by such institutes concerning 
such diseases and nutrition; and 

(D) identifying research opportunities concerning such diseases and 
nutrition and recommending ways to utilize such opportunities. 

(2) The Director of the Institute shall transmit to the Director of NIH the 
plans, recommendations, and reviews of the Division Directors under 
subparagraphs (A) through (D) of paragraph (1) together with such 
comments and recommendations as the Director of the Institute 
determines appropriate. 

(b) The Director of the Institute, acting through the Division Director for 
Diabetes, Endocrinology, and Metabolic Diseases, the Division Director 
for Digestive Diseases and Nutrition, and the Division Director for 
Kidney, Urologic, and Hematologic Diseases, shall— 

(1) carry out programs of support for research and training (other than 
training for which Ruth L. Kirschstein National Research Service Awards 
may be made under section 288 of this title) in the diagnosis, prevention, 
and treatment of diabetes mellitus and endocrine and metabolic diseases, 
digestive diseases and nutritional disorders, and kidney, urologic, and 
hematologic diseases, including support for training in medical schools, 
graduate clinical training, graduate training in epidemiology, epidemiology 
studies, clinical trials, and interdisciplinary research programs; and 

(2) establish programs of evaluation, planning, and dissemination of 
knowledge related to such research and training. 

[…] 

§285c–5. Research and trainin g centers; development or 
expansion  

(a) Diabetes mellitus and related endocrine and metabolic 
diseases 

(1) Consistent with applicable recommendations of the National 
Commission on Diabetes, the Director of the Institute shall provide for 
the development or substantial expansion of centers for research and 
training in diabetes mellitus and related endocrine and metabolic diseases. 

[…] 
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(b) Digestive diseases and related functional, congenital, 
metabolic disorders, and normal development of digestive tract  

Consistent with applicable recommendations of the National Digestive 
Diseases Advisory Board, the Director shall provide for the development 
or substantial expansion of centers for research in digestive diseases and 
related functional, congenital, metabolic disorders, and normal 
development of the digestive tract.  

[…] 

(c) Kidney and urologic diseases  

The Director shall provide for the development or substantial expansion 
of centers for research in kidney and urologic diseases. 

[…] 

(d) Nutritional disorders  

(1) The Director of the Institute shall, subject to the extent of amounts 
made available in appropriations Acts, provide for the development or 
substantial expansion of centers for research and training regarding 
nutritional disorders, including obesity. 

(2) The Director of the Institute shall carry out paragraph (1) in 
collaboration with the Director of the National Cancer Institute and with 
the Directors of such other agencies of the National Institutes of Health 
as the Director of NIH determines to be appropriate. 

(3) Each center developed or expanded under paragraph (1) shall— 

(A) utilize the facilities of a single institution, or be formed from a 
consortium of cooperating institutions, meeting such research and training 
qualifications as may be prescribed by the Director; 

[…] 

(e) Geographic distribution; period of support, additional periods  

Insofar as practicable, centers developed or expanded under this section 
should be geographically dispersed throughout the United States and in 
environments with proven research capabilities. Support of a center under 
this section may be for a period of not to exceed five years and such 
period may be extended by the Director of the Institute for additional 
periods of not more than five years each if the operations of such center 
have been reviewed by an appropriate technical and scientific peer review 
group established by the Director and if such group has recommended to 
the Director that such period should be extended. 

[…] 

§285c–7. Biennial report  

The Director of the Institute shall prepare for inclusion in the biennial 
report made under section 284b 1 of this title a description of the 
Institute's activities— 

(1) under the current diabetes plan under the National Diabetes Mellitus 
Research and Education Act; and 

(2) under the current digestive diseases plan formulated under the 
Arthritis, Diabetes, and Digestive Diseases Amendments of 1976. 

The description submitted by the Director shall include an evaluation of 
the activities of the centers supported under section 285c–5 of this title. 

[…] 

§285c–8. Nutritional disorders program  

(a) Establishment  

The Director of the Institute, in consultation with the Director of NIH, 
shall establish a program of conducting and supporting research, training, 
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health information dissemination, and other activities with respect to 
nutritional disorders, including obesity. 

(b) Support of activities  

In carrying out the program established under subsection (a), the Director 
of the Institute shall conduct and support each of the activities described 
in such subsection. 

(c) Dissemination of information  

In carrying out the program established under subsection (a), the Director 
of the Institute shall carry out activities to facilitate and enhance 
knowledge and understanding of nutritional disorders, including obesity, 
on the part of health professionals, patients, and the public through the 
effective dissemination of information. 

[…] 

§285c–9. Juvenile diabetes 

(a) Long -term epidemiology studies  

The Director of the Institute shall conduct or support long-term 
epidemiology studies in which individuals with or at risk for type 1, or 
juvenile, diabetes are followed for 10 years or more. Such studies shall 
investigate the causes and characteristics of the disease and its 
complications. 

[…] 

Director of the 
National 
Institute on 
Drug Abuse 

42 U.S.C. §§ 285o–
285o-4 

§285o. Purpose of Institute  

(a) In general  

The general purpose of the National Institute on Drug Abuse (hereafter in 
this subpart referred to as the “Institute”) is the conduct and support of 
biomedical and behavioral research, health services research, research 
training, and health information dissemination with respect to the 
prevention of drug abuse and the treatment of drug abusers. 

(b) Research program  

The research program established under this subpart shall encompass the 
social, behavioral, and biomedical etiology, mental and physical health 
consequences, and social and economic consequences of drug abuse. In 
carrying out the program, the Director of the Institute shall give special 
consideration to projects relating to drug abuse among women 
(particularly with respect to pregnant women). 

(c) Collaboration  

The Director of the Institute shall collaborate with the Substance Abuse 
and Mental Health Services Administration in focusing the services 
research activities of the Institute and in disseminating the results of such 
research to health professionals and the general public. 

[…] 

§285o–1. Associate Director for Prevention  

(a) In general  

There shall be in the Institute an Associate Director for Prevention who 
shall be responsible for the full-time coordination and promotion of the 
programs in the Institute concerning the prevention of drug abuse. The 
Associate Director shall be appointed by the Director of the Institute 
from individuals who because of their professional training or expertise 
are experts in drug abuse and the prevention of such abuse. 

[…] 

§285o–2. Drug Abuse Research Centers  

(a) Authority  
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The Director of the Institute may designate National Drug Abuse 
Research Centers for the purpose of interdisciplinary research relating to 
drug abuse and other biomedical, behavioral, and social issues related to 
drug abuse 

[…] 

(b) Grants  

The Director of the Institute shall, under such conditions as the Secretary 
may reasonably require, make annual grants to Centers which have been 
designated under this section. No funds provided under a grant under this 
subsection may be used for the purchase of any land or the purchase, 
construction, preservation, or repair of any building. For the purposes of 
the preceding sentence, the term “construction” has the meaning given 
that term by section 292a(1) 2 of this title. 

(c) Drug abuse and addiction research  

(1) Grants or cooperative agreements  

The Director of the Institute may make grants or enter into cooperative 
agreements to expand the current and ongoing interdisciplinary research 
and clinical trials with treatment centers of the National Drug Abuse 
Treatment Clinical Trials Network relating to drug abuse and addiction, 
including related biomedical, behavioral, and social issues. 

[…] 

(3) Research results  

The Director shall promptly disseminate research results under this 
subsection to Federal, State, and local entities involved in combating drug 
abuse and addiction. 

[…] 

§285o–3. Office on AIDS  

The Director of the Institute shall establish within the Institute an Office 
on AIDS. The Office shall be responsible for the coordination of research 
and determining the direction of the Institute with respect to AIDS 
research related to— 

(1) primary prevention of the spread of HIV, including transmission via 
drug abuse; 

(2) drug abuse services research; and 

(3) other matters determined appropriate by the Director. 

[…] 

§285o–4. Medication Development Pr ogram  

(a) Establishment  

There is established in the Institute a Medication Development Program 
through which the Director of such Institute shall— 

(1) conduct periodic meetings with the Commissioner of Food and Drugs 
to discuss measures that may facilitate the approval process of drug abuse 
treatments; 

(2) encourage and promote (through grants, contracts, international 
collaboration, or otherwise) expanded research programs, investigations, 
experiments, community trials, and studies, into the development and use 
of medications to treat drug addiction; 

(3) establish or provide for the establishment of research facilities; 

(4) report on the activities of other relevant agencies relating to the 
development and use of pharmacotherapeutic treatments for drug 
addiction; 

(5) collect, analyze, and disseminate data useful in the development and 
use of pharmacotherapeutic treatments for drug addiction and collect, 
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catalog, analyze, and disseminate through international channels, the 
results of such research; 

(6) directly or through grants, contracts, or cooperative agreements, 
support training in the fundamental sciences and clinical disciplines related 
to the pharmacotherapeutic treatment of drug abuse, including the use of 
training stipends, fellowships, and awards where appropriate; and 

(7) coordinate the activities conducted under this section with related 
activities conducted within the National Institute on Alcohol Abuse and 
Alcoholism, the National Institute of Mental Health, and other appropriate 
institutes and shall consult with the Directors of such Institutes. 

(b) Duties  

In carrying out the activities described in subsection (a), the Director of 
the Institute— 

(1) shall collect and disseminate through publications and other 
appropriate means, information pertaining to the research and other 
activities under this section; 

(2) shall make grants to or enter into contracts and cooperative 
agreements with individuals and public and private entities to further the 
goals of the program; 

(3) may, in accordance with section 289e of this title, and in consultation 
with the National Advisory Council on Drug Abuse, acquire, construct, 
improve, repair, operate, and maintain pharmacotherapeutic research 
centers, laboratories, and other necessary facilities and equipment, and 
such other real or personal property as the Director determines 
necessary, and may, in consultation with such Advisory Council, make 
grants for the construction or renovation of facilities to carry out the 
purposes of this section; 

(4) may accept voluntary and uncompensated services; 

(5) may accept gifts, or donations of services, money, or property, real, 
personal, or mixed, tangible or intangible; and 

(6) shall take necessary action to ensure that all channels for the 
dissemination and exchange of scientific knowledge and information are 
maintained between the Institute and the other scientific, medical, and 
biomedical disciplines and organizations nationally and internationally. 

(c) Report  

(1) In general  

Not later than December 31, 1992, and each December 31 thereafter, the 
Director of the Institute shall submit to the Office of National Drug 
Control Policy established under section 1501 1 of title 21 a report, in 
accordance with paragraph (3), that describes the objectives and activities 
of the program assisted under this section. 

[…] 

42 U.S.C. § 290bb-
25b(c)(1) 

(1) Interagency coordinating committee on the prevention of 
underage drinking  
(A) In general  
The Secretary, in collaboration with the Federal officials specified in 
subparagraph (B), shall continue to support and enhance the efforts of the 
interagency coordinating committee, that began operating in 2004, 
focusing on underage drinking (referred to in this subsection as the 
“Committee”). 
(B) Other agencies  
The officials referred to in subparagraph (A) are the Secretary of 
Education, the Attorney General, the Secretary of Transportation, the 
Secretary of the Treasury, the Secretary of Defense, the Surgeon General, 
the Director of the Centers for Disease Control and Prevention, the 
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Director of the National Institute on Alcohol Abuse and Alcoholism, the 
Assistant Secretary for Mental Health and Substance Use, the Director of 
the National Institute on Drug Abuse, the Assistant Secretary for Children 
and Families, the Director of the Office of National Drug Control Policy, 
the Administrator of the National Highway Traffic Safety Administration, 
the Administrator of the Office of Juvenile Justice and Delinquency 
Prevention, the Chairman of the Federal Trade Commission, and such 
other Federal officials as the Secretary of Health and Human Services 
determines to be appropriate. 
(C) Chair  
The Secretary of Health and Human Services shall serve as the chair of 
the Committee. 
(D) Duties  
The Committee shall guide policy and program development across the 
Federal Government with respect to underage drinking, provided, 
however, that nothing in this section shall be construed as transferring 
regulatory or program authority from an agency to the Committee. 
(E) Consultations  
The Committee shall actively seek the input of and shall consult with all 
appropriate and interested parties, including States, public health research 
and interest groups, foundations, and alcohol beverage industry trade 
associations and companies. 
(F) Annual report  
(i) In general  
The Secretary, on behalf of the Committee, shall annually submit to the 
Congress a report that summarizes- 
(I) all programs and policies of Federal agencies designed to prevent and 
reduce underage drinking, including such programs and policies that 
support State efforts to prevent or reduce underage drinking; 
(II) the extent of progress in preventing and reducing underage drinking at 
State and national levels; 
(III) data that the Secretary shall collect with respect to the information 
specified in clause (ii); and 
(IV) such other information regarding underage drinking as the Secretary 
determines to be appropriate. 
(ii) Certain information  
The report under clause (i) shall include information on the following: 
(I) Patterns and consequences of underage drinking as reported in 
research and surveys such as, but not limited to, Monitoring the Future, 
Youth Risk Behavior Surveillance System, the National Survey on Drug 
Use and Health, and the Fatality Analysis Reporting System. 
(II) Measures of the availability of alcohol from commercial and non-
commercial sources to underage populations. 
(III) Measures of the exposure of underage populations to messages 
regarding alcohol in advertising, social media, and the entertainment 
media. 
(IV) Surveillance data, including, to the extent such information is available, 
information on the onset and prevalence of underage drinking, 
consumption patterns and beverage preferences, trends related to 
drinking among different age groups, including between youth and adults, 
the means of underage access, including trends over time, for these 
surveillance data, and other data, as appropriate. The Secretary shall 
develop a plan to improve the collection, measurement, and consistency 
of reporting Federal underage alcohol data. 
(V) Any additional findings resulting from research conducted or 
supported under subsection (g). 

(VI) Evidence-based best practices to prevent and reduce underage 
drinking and provide treatment services to those youth who need such 
services. 
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Director of the 
National 
Institute of 
Environmental 
Health Sciences 

42 U.S.C. §§ 285l–
285l-6 

§285l. Purpose of Institute  

The general purpose of the National Institute of Environmental Health 
Sciences (in this subpart referred to as the “Institute”) is the conduct and 
support of research, training, health information dissemination, and other 
programs with respect to factors in the environment that affect human 
health, directly or indirectly. 

[…] 

§285l–1. Applied Toxicological Research and Testing Program  

(a) There is established within the Institute a program for conducting 
applied research and testing regarding toxicology, which program shall be 
known as the Applied Toxicological Research and Testing Program. 

(b) In carrying out the program established under subsection (a), the 
Director of the Institute shall, with respect to toxicology, carry out 
activities— 

(1) to expand knowledge of the health effects of environmental agents; 

(2) to broaden the spectrum of toxicology information that is obtained on 
selected chemicals; 

(3) to develop and validate assays and protocols, including alternative 
methods that can reduce or eliminate the use of animals in acute or 
chronic safety testing; 

(4) to establish criteria for the validation and regulatory acceptance of 
alternative testing and to recommend a process through which 
scientifically validated alternative methods can be accepted for regulatory 
use; 

(5) to communicate the results of research to government agencies, to 
medical, scientific, and regulatory communities, and to the public; and 

(6) to integrate related activities of the Department of Health and Human 
Services. 

[…] 

§285l–6. Methods of controlling certain insect and vermin 
populations  

The Director of the Institute shall conduct or support research to identify 
or develop methods of controlling insect and vermin populations that 
transmit to humans diseases that have significant adverse health 
consequences. 

[…] 

15 U.S.C. 
§ 2603(e) 

(e)(1)(A) There is established a committee to make recommendations to 
the Administrator [of the Environmental Protection Agency] respecting 
the chemical substances and mixtures to which the Administrator should 
give priority consideration for the development of information under 
subsection (a). […] 

(2)(A) The committee established by paragraph (1)(A) shall consist of ten 
members as follows: 

[…]  

(v) One member appointed by the Director of the National Institute of 
Environmental Health Sciences from officers or employees of the Institute. 

[…] 

15 U.S.C. 
§ 2685(c)(1) 

(1) The Secretary of Health and Human Services (hereafter in this 
subsection referred to as the “Secretary”), acting through the Director of 
the Centers for Disease Control,1 (CDC), and the Director of the 
National Institute of Environmental Health Sciences, shall jointly conduct a 
study of the sources of lead exposure in children who have elevated blood 
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lead levels (or other indicators of elevated lead body burden), as defined 
by the Director of the Centers for Disease Control. 

42 U.S.C. § 9604(i) (i) Agency for T oxic Substances and Disease Registry; 
establishment, functions, etc.  

(1) There is hereby established within the Public Health Service an agency, 
to be known as the Agency for Toxic Substances and Disease Registry, 
which shall report directly to the Surgeon General of the United States. 
The Administrator of said Agency shall, with the cooperation of the 
Administrator of the Environmental Protection Agency, the 
Commissioner of the Food and Drug Administration, the Directors of the 
National Institute of Medicine, National Institute of Environmental Health 
Sciences, National Institute of Occupational Safety and Health, Centers for 
Disease Control and Prevention, the Administrator of the Occupational 
Safety and Health Administration, the Administrator of the Social Security 
Administration, the Secretary of Transportation, and appropriate State 
and local health officials, effectuate and implement the health related 
authorities of this chapter. 

[…] 

42 U.S.C. § 9660 §9660. Research, development, and demonstration  
(a) Hazardous substance research and training  
(1) Authorities of Secretary  

The Secretary of Health and Human Services (hereinafter in this 
subsection referred to as the Secretary), in consultation with the 
Administrator, shall establish and support a basic research and training 
program (through grants, cooperative agreements, and contracts) 

[...] 

(2) Director of NIEHS  

The Director of the National Institute for Environmental Health Sciences 
shall cooperate fully with the relevant Federal agencies referred to in 
subparagraph (A) of paragraph (5) in carrying out the purposes of this 
section. 

[...] 

(4) Procedures  

In making grants and entering into cooperative agreements and contracts 
under this subsection, the Secretary shall act through the Director of the 
National Institute for Environmental Health Sciences. 

[...] 

(6) Planning  

Within nine months after October 17, 1986, the Secretary, acting through 
the Director of the National Institute for Environmental Health Sciences, 
shall issue a plan for the implementation of paragraph (1). 

[...] 

49 U.S.C. § 5115 §5115. Training curriculum for the public sector  

(a) In General.-In coordination with the Administrator of the Federal 
Emergency Management Agency, the Chairman of the Nuclear Regulatory 
Commission, the Administrator of the Environmental Protection Agency, 
the Secretaries of Labor, Energy, and Health and Human Services, and the 
Director of the National Institute of Environmental Health Sciences, and 
using existing coordinating mechanisms of the National Response Team 
and, for radioactive material, the Federal Radiological Preparedness 
Coordinating Committee, the Secretary of Transportation shall maintain, 
and update periodically, a current curriculum of courses, including online 
curriculum as appropriate, necessary to train public sector emergency 
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response and preparedness teams in matters relating to the 
transportation of hazardous material. 

Director of the 
National 
Institute of 
General 
Medical 
Sciences 

42 U.S.C. § 285k §285k. National Institute of General Medical Sciences  

(a) General purpose  

The general purpose of the National Institute of General Medical Sciences 
is the conduct and support of research, training, and, as appropriate, 
health information dissemination, and other programs with respect to 
general or basic medical sciences and related natural or behavioral 
sciences which have significance for two or more other national research 
institutes or are outside the general area of responsibility of any other 
national research institute. 

(b) Institutional development award program  

(1)(A) In the case of entities described in subparagraph (B), the Director 
of NIH, acting through the Director of the National Institute of General 
Medical Sciences, shall establish a program to enhance the 
competitiveness of such entities in obtaining funds from the national 
research institutes for conducting biomedical and behavioral research. 

(B) The entities referred to in subparagraph (A) are entities that conduct 
biomedical and behavioral research and are located in a State in which the 
aggregate success rate for applications to the national research institutes 
for assistance for such research by the entities in the State has historically 
constituted a low success rate of obtaining such funds, relative to such 
aggregate rate for such entities in other States. 

(C) With respect to enhancing competitiveness for purposes of 
subparagraph (A), the Director of NIH, in carrying out the program 
established under such subparagraph, may— 

(i) provide technical assistance to the entities involved, including technical 
assistance in the preparation of applications for obtaining funds from the 
national research institutes; 

(ii) assist the entities in developing a plan for biomedical or behavioral 
research proposals; and 

(iii) assist the entities in implementing such plan. 

(2) The Director of NIH shall establish a program of supporting projects 
of biomedical or behavioral research whose principal researchers are 
individuals who have not previously served as the principal researchers of 
such projects supported by the Director. 

[…] 

Director of the 
National 
Institute of 
Mental Health 

42 U.S.C. §§ 285p–
285p-3 

§285p. Purpose of Institute  

(a) In general  

The general purpose of the National Institute of Mental Health (hereafter 
in this subpart referred to as the “Institute”) is the conduct and support 
of biomedical and behavioral research, health services research, research 
training, and health information dissemination with respect to the cause, 
diagnosis, treatment, control and prevention of mental illness. 

(b) Research program  

The research program established under this subpart shall include support 
for biomedical and behavioral neuroscience and shall be designed to 
further the treatment and prevention of mental illness, the promotion of 
mental health, and the study of the psychological, social and legal factors 
that influence behavior. 

(c) Collaboration  

The Director of the Institute shall collaborate with the Administrator of 
the Substance Abuse and Mental Health Services Administration in 
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focusing the services research activities of the Institute and in 
disseminating the results of such research to health professionals and the 
general public. 

(d) Information with respect to suic ide 

(1) In general  

The Director of the Institute shall— 

(A) develop and publish information with respect to the causes of suicide 
and the means of preventing suicide; and 

(B) make such information generally available to the public and to health 
professionals. 

(2) Youth suicide  

Information described in paragraph (1) shall especially relate to suicide 
among individuals under 24 years of age. 

(e) Associate Director for Special Populations  

(1) In general  

The Director of the Institute shall designate an Associate Director for 
Special Populations. 

[…] 

§285p–1. Associate Director for Prevention  

(a) In general  

There shall be in the Institute an Associate Director for Prevention who 
shall be responsible for the full-time coordination and promotion of the 
programs in the Institute concerning the prevention of mental disorder. 
The Associate Director shall be appointed by the Director of the Institute 
from individuals who because of their professional training or expertise 
are experts in mental disorder and the prevention of such. 

[…] 

§285p–2. Office of Rural Mental Health Research  

(a) In general  

There is established within the Institute an office to be known as the 
Office of Rural Mental Health Research (hereafter in this section referred 
to as the “Office”). The Office shall be headed by a director, who shall be 
appointed by the Director of such Institute from among individuals 
experienced or knowledgeable in the provision of mental health services 
in rural areas. The Secretary shall carry out the authorities established in 
this section acting through the Director of the Office. 

(b) Coordination of activities  

The Director of the Office, in consultation with the Director of the 
Institute and with the Director of the Office of Rural Health Policy, 
shall— 

(1) coordinate the research activities of the Department of Health and 
Human Services as such activities relate to the mental health of residents 
of rural areas; and 

(2) coordinate the activities of the Office with similar activities of public 
and nonprofit private entities. 

[…] 

§285p–3. Office on AIDS  

The Director of the Institute shall establish within the Institute an Office 
on AIDS. The Office shall be responsible for the coordination of research 
and determining the direction of the Institute with respect to AIDS 
research related to— 
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(1) primary prevention of the spread of HIV, including transmission via 
sexual behavior; 

(2) mental health services research; and 

(3) other matters determined appropriate by the Director. 

[…] 

29 U.S.C. 
§ 763(a)(1) 

(1) In order to promote coordination and cooperation among Federal 
departments and agencies conducting disability, independent living, and 
rehabilitation research programs, including programs relating to assistive 
technology research and research that incorporates the principles of 
universal design, there is established within the Federal Government an 
Interagency Committee on Disability Research (hereinafter in this section 
referred to as the “Committee”), chaired by the Secretary, or the 
Secretary's designee, and comprised of such members as the President 
may designate, including the following (or their designees): the Director, 
the Commissioner of the Rehabilitation Services Administration, the 
Assistant Secretary for Special Education and Rehabilitative Services, the 
Assistant Secretary of Labor for Disability Employment Policy, the 
Secretary of Defense, the Administrator of the Administration for 
Community Living, the Secretary of Education, the Secretary of Veterans 
Affairs, the Director of the National Institutes of Health, the Director of 
the National Institute of Mental Health, the Administrator of the National 
Aeronautics and Space Administration, the Secretary of Transportation, 
the Assistant Secretary of the Interior for Indian Affairs, the Director of 
the Indian Health Service, the Director of the National Science 
Foundation and the Administrator of the Small Business Administration. 

42 U.S.C. 
§ 284g(a)(3) 

(3) Adminis tration of program; collaboration among agencies  

The Director shall carry out this section acting through the Director of 
the National Institute of Mental Health and in collaboration with any other 
agencies that the Director determines appropriate. 

42 U.S.C. § 290aa-
17(b) 

(b) Con sultation  

The Secretary shall carry out this section in consultation with 
the Director of the National Institute of Mental Health, the Attorney 
General of the United States, the Administrator of the Administration for 
Community Living, and the Administrator of the Substance Abuse and 
Mental Health Services Administration. 

42 U.S.C. § 290bb-
31(b) 

(b) Duties  

The Director of the Center [for Mental Health Services] shall— 

[…] 

(3) collaborate with the Director of the National Institute of Mental 
Health and the Chief Medical Officer, appointed under section 290aa(g) of 
this title, to ensure that, as appropriate, programs related to the 
prevention and treatment of mental illness and the promotion of mental 
health and recovery support are carried out in a manner that reflects the 
best available science and evidence-based practices, including culturally 
and linguistically appropriate services, as appropriate; 

[…] 

(6) in collaboration with the Director of the National Institute of Mental 
Health, develop improved methods of treating individuals with mental 
health problems and improved methods of assisting the families of such 
individuals; 

[…] 

42 U.S.C. § 290cc-
21 

§290cc–21. Formula grants to States  
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For the purpose of carrying out section 290cc–22 of this title, the 
Secretary, acting through the Director of the Center for Mental Health 
Services, shall for each of the fiscal years 2023 through 2027 make an 
allotment for each State in an amount determined in accordance 
with section 290cc–24 of this title. The Secretary shall make payments, as 
grants, each such fiscal year to each State from the allotment for the State 
if the Secretary approves for the fiscal year involved an application 
submitted by the State pursuant to section 290cc–29 of this title. 

42 U.S.C. § 300cc-
20(d) 

(d) Social sciences research 

The Secretary, acting through the Director of the National Institute of 
Mental Health, may make grants to public and nonprofit private entities 
for the purpose of assisting grantees in conducting scientific research into 
the psychological and social sciences as such sciences relate to acquired 
immune deficiency syndrome. 

42 U.S.C. § 300cc-
31(b) 

(b) Programs conducted by National Institute of Mental Health 

The Secretary, acting through the Director of the National Institute of 
Mental Health, shall conduct or support fellowship and training programs 
for individuals pursuing graduate or postgraduate study in order to train 
such individuals to conduct scientific research into the psychological and 
social sciences as such sciences relate to acquired immune deficiency 
syndrome. 

42 U.S.C. 
§ 1862v(a) 

(a) In general  

The Director of the National Science Foundation, in consultation with the 
Director of the National Institutes of Health and the Director of the 
National Institute of Mental Health and taking into consideration 
prioritized research agendas or strategic plans, as appropriate, shall, 
subject to the availability of appropriations, award grants on a competitive, 
merit-reviewed basis to institutions of higher education (or consortia of 
such institutions) to support multidisciplinary, fundamental research with 
potential relevance to suicide, including potential relevance to prevention 
and treatment, including, but not limited to- 

(1) basic understanding of human social behavior; 

(2) the neural basis of human cognition; 

(3) basic understanding of cognitive, linguistic, social, cultural, and 
biological processes related to human development across the lifespan; 

(4) basic understanding of perceptual, motor, and cognitive processes, and 
their interaction, in typical human behavior; and 

(5) basic understanding of the relevance of drug and alcohol abuse. 

42 U.S.C. 
§ 11251(a) 

(a) Grants for research  

The Director of the National Institute of Mental Health shall conduct, or 
make grants for the conduct of, research relevant to appropriate services 
and specialized care for individuals with Alzheimer's disease and related 
dementias and their families. 

42 U.S.C. § 11252 §11252. Dissemination  

The Director of the National Institute of Mental Health shall disseminate 
the results of research conducted under this part to appropriate 
professional entities and to the public. 

Director of the 
National 
Institute on 
Minority Health 
and Health 
Disparities 

42 U.S.C. §§ 285t– 
285t-3 

§285t. Purpose of Institute  

(a) In general  

The general purpose of the National Institute on Minority Health and 
Health Disparities (in this subpart referred to as the “Institute”) is the 
conduct and support of research, training, dissemination of information, 
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and other programs with respect to minority health conditions and other 
populations with health disparities. 

(b) Priorities  

The Director of the Institute shall in expending amounts appropriated 
under this subpart give priority to conducting and supporting minority 
health disparities research. 

[…] 

(d) Health disparity populations  

For purposes of this subpart: 

(1) A population is a health disparity population if, as determined by the 
Director of the Institute after consultation with the Director of the 
Agency for Healthcare Research and Quality, there is a significant disparity 
in the overall rate of disease incidence, prevalence, morbidity, mortality, 
or survival rates in the population as compared to the health status of the 
general population. 

(2) The Director shall give priority consideration to determining whether 
minority groups qualify as health disparity populations under paragraph 
(1). 

(3) The term “health disparities research” means basic, clinical, and 
behavioral research on health disparity populations (including individual 
members and communities of such populations) that relates to health 
disparities as defined under paragraph (1), including the causes of such 
disparities and methods to prevent, diagnose, and treat such disparities. 

(e) Coordination of activities  

The Director of the Institute shall act as the primary Federal official with 
responsibility for coordinating all minority health disparities research and 
other health disparities research conducted or supported by the National 
Institutes of Health, and— 

(1) shall represent the health disparities research program of the National 
Institutes of Health, including the minority health disparities research 
program, at all relevant Executive branch task forces, committees and 
planning activities; and 

(2) shall maintain communications with all relevant Public Health Service 
agencies, including the Indian Health Service, and various other 
departments of the Federal Government to ensure the timely 
transmission of information concerning advances in minority health 
disparities research and other health disparities research between these 
various agencies for dissemination to affected communities and health 
care providers. 

[…] 

(g) Participation in clinical research  

The Director of the Institute shall work with the Director of NIH and the 
directors of the agencies of the National Institutes of Health to carry out 
the provisions of section 289a–2 of this title that relate to minority 
groups. 

(h) Research endowments  

(1) In general  

The Director of the Institute may carry out a program to facilitate 
minority health disparities research and other health disparities research 
by providing for research endowments— 

(A) at current or former centers of excellence under section 293 of this 
title; and 
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(B) at current or former centers of excellence under section 285t–1 of 
this title. 

(2) Eligibility  

The Director of the Institute may provide for a research endowment 
under paragraph (1) only if the institution involved meets the following 
conditions: 

(A) The institution does not have an endowment that is worth in excess 
of an amount equal to 50 percent of the national median of endowment 
funds at institutions that conduct similar biomedical research or training of 
health professionals. 

(B) The application of the institution under paragraph (1) regarding a 
research endowment has been recommended pursuant to technical and 
scientific peer review and has been approved by the advisory council 
under subsection (j). 

(i) Certain activities  

In carrying out subsection (a), the Director of the Institute— 

(1) shall assist the Director of NIH in carrying out section 283k(c)(2) of 
this title and in committing resources for construction at Institutions of 
Emerging Excellence under such section; 

(2) shall establish projects to promote cooperation among Federal 
agencies, State, local, tribal, and regional public health agencies, and private 
entities in health disparities research; and 

(3) may utilize information from previous health initiatives concerning 
minorities and other health disparity populations. 

[…] 

(k) Intra -National Institutes of Health coordination  

The Director of the Institute, as the primary Federal official with 
responsibility for coordinating all research and activities conducted or 
supported by the National Institutes of Health on minority health and 
health disparities, shall plan, coordinate, review, and evaluate research and 
other activities conducted or supported by the national research institutes 
and national centers. The Director of the Institute may foster partnerships 
between the national research institutes and national centers and may 
encourage the funding of collaborative research projects to achieve the 
goals of the National Institutes of Health that are related to minority 
health and health disparities. 

[…] 

§285t–1. Centers of excellenc e for research education and 
training  

(a) In general  

The Director of the Institute shall make awards of grants or contracts to 
designated biomedical and behavioral research institutions under 
paragraph (1) of subsection (c), or to consortia under paragraph (2) of 
such subsection, for the purpose of assisting the institutions in supporting 
programs of excellence in biomedical and behavioral research training for 
individuals who are members of minority health disparity populations or 
other health disparity populations. 

[…] 

(d) Duration of grant  

The period during which payments are made under a grant under 
subsection (a) may not exceed 5 years. Such payments shall be subject to 
annual approval by the Director of the Institute and to the availability of 
appropriations for the fiscal year involved to make the payments. 
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(e) Maintenance of effort  

(1) In general  

With respect to activities for which an award under subsection (a) is 
authorized to be expended, the Director of the Institute may not make 
such an award to a designated research institution or consortium for any 
fiscal year unless the institution, or institutions in the consortium, as the 
case may be, agree to maintain expenditures of non-Federal amounts for 
such activities at a level that is not less than the level of such expenditures 
maintained by the institutions involved for the fiscal year preceding the 
fiscal year for which such institutions receive such an award. 

(2) Use of Federal funds  

With respect to any Federal amounts received by a designated research 
institution or consortium and available for carrying out activities for which 
an award under subsection (a) is authorized to be expended, the Director 
of the Institute may make such an award only if the institutions involved 
agree that the institutions will, before expending the award, expend the 
Federal amounts obtained from sources other than the award. 

(f) Certain expenditures  

The Director of the Institute may authorize a designated biomedical and 
behavioral research institution to expend a portion of an award under 
subsection (a) for research endowments. 

[…] 

Director of the 
National 
Institute of 
Neurological 
Disorders and 
Stroke 

42 U.S.C. §§ 285j– 
285j-3 

§285j. Purpose of Institute  

The general purpose of the National Institute of Neurological Disorders 
and Stroke (hereafter in this subpart referred to as the “Institute”) is the 
conduct and support of research, training, health information 
dissemination, and other programs with respect to neurological disease 
and disorder and stroke. 

[…] 

§285j–1. Spinal cord regeneration research  

The Director of the Institute shall conduct and support research into 
spinal cord regeneration. 

[…] 

§285j–2. Bioengineering research  

The Director of the Institute shall make grants or enter into contracts for 
research on the means to overcome paralysis of the extremities through 
electrical stimulation and the use of computers. 

[…] 

§285j–3. Research on multiple sclerosis  

The Director of the Institute shall conduct and support research on 
multiple sclerosis, especially research on effects of genetics and hormonal 
changes on the progress of the disease. 

[…] 

42 U.S.C. 
§§ 284j(b) 

(b) Administration of program; collaboration among agencies  

The Director of NIH shall carry out this section through the appropriate 
institutes, including the National Institute of Neurological Disorders and 
Stroke and in collaboration with any other agencies that the Director 
determines appropriate. 

Director of the 
National 
Institute of 

42 U.S.C. §§ 285q–
285q-3 

§285q. Purpose of Institute  

The general purpose of the National Institute of Nursing Research (in this 
subpart referred to as the “Institute”) is the conduct and support of, and 
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Nursing 
Research 

dissemination of information respecting, basic and clinical nursing 
research, training, and other programs in patient care research. 

[…] 

§285q–1. Specific authorities  

To carry out section 285q of this title, the Director of the Institute may 
provide research training and instruction and establish, in the Institute and 
other nonprofit institutions, research traineeships and fellowships in the 
study and investigation of the prevention of disease, health promotion, 
and the nursing care of individuals with and the families of individuals with 
acute and chronic illnesses. The Director of the Institute may provide 
individuals receiving such training and instruction or such traineeships or 
fellowships with such stipends and allowances (including amounts for 
travel and subsistence and dependency allowances) as the Director 
determines necessary. The Director may make grants to nonprofit 
institutions to provide such training and instruction and traineeships and 
fellowships. 

[…] 

§285q–2. Advisory council 

(a) Appointment; functions and duties; acceptance of conditional 
gifts; subcommittees  

(1) The Secretary shall appoint an advisory council for the Institute which 
shall advise, assist, consult with, and make recommendations to the 
Secretary and the Director of the Institute on matters related to the 
activities carried out by and through the Institute and the policies 
respecting such activities. 

[…] 

(e) Meetings  

The advisory council shall meet at the call of the chairman or upon the 
request of the Director of the Institute, but at least three times each fiscal 
year. The location of the meetings of the advisory council is subject to the 
approval of the Director of the Institute. 

(f) Executive secretary; staff; orientation and training for new 
members  

The Director of the Institute shall designate a member of the staff of the 
Institute to serve as the executive secretary of the advisory council. The 
Director of the Institute shall make available to the advisory council such 
staff, information, and other assistance as it may require to carry out its 
functions. The Director of the Institute shall provide orientation and 
training for new members of the advisory council to provide them with 
such information and training as may be appropriate for their effective 
participation in the functions of the advisory council. 

[…] 

Director of the 
National 
Library of 
Medicine 

42 U.S.C. §§ 286–
286d 

§286. National Library of Medicine  

(a) Purpose and establishment  

In order to assist the advancement of medical and related sciences and to 
aid the dissemination and exchange of scientific and other information 
important to the progress of medicine and to the public health, there is 
established the National Library of Medicine (hereafter in this part 
referred to as the “Library”). 

(b) Functions  

The Secretary, through the Library and subject to subsection (d), shall— 

(1) acquire and preserve books, periodicals, prints, films, recordings, and 
other library materials pertinent to medicine; 
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(2) organize the materials specified in paragraph (1) by appropriate 
cataloging, indexing, and bibliographical listings; 

(3) publish and disseminate the catalogs, indexes, and bibliographies 
referred to in paragraph (2); 

(4) make available, through loans, photographic or other copying 
procedures, or otherwise, such materials in the Library as the Secretary 
determines appropriate; 

(5) provide reference and research assistance; 

(6) publicize the availability from the Library of the products and services 
described in any of paragraphs (1) through (5); 

(7) promote the use of computers and telecommunications by health 
professionals (including health professionals in rural areas) for the purpose 
of improving access to biomedical information for health care delivery and 
medical research; and 

(8) engage in such other activities as the Secretary determines appropriate 
and as the Library's resources permit. 

[...] 

 

[No statutory duties identified.] 

42 U.S.C. § 287d-1 §287d–1. National data system and clearinghouse on research on 
women's health  

(a) Data system  

(1) The Director of NIH, in consultation with the Director of the Office 
and the Director of the National Library of Medicine, shall establish a data 
system for the collection, storage, analysis, retrieval, and dissemination of 
information regarding research on women's health that is conducted or 
supported by the national research institutes. Information from the data 
system shall be available through information systems available to health 
care professionals and providers, researchers, and members of the public. 

(2) The data system established under paragraph (1) shall include a 
registry of clinical trials of experimental treatments that have been 
developed for research on women's health. Such registry shall include 
information on subject eligibility criteria, sex, age, ethnicity or race, and 
the location of the trial site or sites. Principal investigators of such clinical 
trials shall provide this information to the registry within 30 days after it is 
available. Once a trial has been completed, the principal investigator shall 
provide the registry with information pertaining to the results, including 
potential toxicities or adverse effects associated with the experimental 
treatment or treatments evaluated. 

(b) Clearinghouse  

The Director of NIH, in consultation with the Director of the Office and 
with the National Library of Medicine, shall establish, maintain, and 
operate a program to provide information on research and prevention 
activities of the national research institutes that relate to research on 
women's health. 

Director of the 
Center for 
Information 
Technology 

N/A [No statutory duties identified.] 

Director of the 
Center for 
Scientific 
Review 

N/A [No statutory duties identified.] 
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Director of the 
Fogarty 
International 
Center 

42 U.S.C. § 287b §287b. General purpose  

The general purpose of the John E. Fogarty International Center for 
Advanced Study in the Health Sciences is to— 

(1) facilitate the assembly of scientists and others in the biomedical, 
behavioral, and related fields for discussion, study, and research relating to 
the development of health science internationally; 

(2) provide research programs, conferences, and seminars to further 
international cooperation and collaboration in the life sciences; 

(3) provide postdoctorate fellowships for research training in the United 
States and abroad and promote exchanges of senior scientists between 
the United States and other countries; 

(4) coordinate the activities of the National Institutes of Health concerned 
with the health sciences internationally; and 

(5) receive foreign visitors to the National Institutes of Health. 

[...] 

 

[No statutory duties identified.] 

Director of the 
National 
Center for 
Complementary 
and Integrative 
Health 

42 U.S.C. § 287c-
21 

§287c–21. Purpose of Center  

(a) In general  

The general purposes of the National Center for Complementary and 
Integrative Health (in this subpart referred to as the “Center”) are the 
conduct and support of basic and applied research (including both 
intramural and extramural research), research training, the dissemination 
of health information, and other programs with respect to identifying, 
investigating, and validating complementary and integrative health, 
diagnostic and prevention modalities, disciplines and systems. The Center 
shall be headed by a director, who shall be appointed by the Secretary. 
The Director of the Center shall report directly to the Director of NIH. 

(b) Advisory council  

The Secretary shall establish an advisory council for the Center in 
accordance with section 284a of this title, except that at least half of the 
members of the advisory council who are not ex officio members shall 
include practitioners licensed in one or more of the major systems with 
which the Center is concerned, and at least 3 individuals representing the 
interests of individual consumers of complementary and integrative health. 

(c) Integration of new and non-traditional approaches  

In carrying out subsection (a), the Director of the Center shall, as 
appropriate, study the integration of new and non-traditional approaches 
to health care treatment and consumption, including but not limited to 
non-traditional treatment, diagnostic and prevention systems, modalities, 
and disciplines. 

(d) Appropriate scientific expertise and coordination with 
institutes and Federal agencies  

The Director of the Center, after consultation with the advisory council 
for the Center and the division of research grants, shall ensure that 
scientists with appropriate expertise in research on complementary and 
integrative health are incorporated into the review, oversight, and 
management processes of all research projects and other activities funded 
by the Center. In carrying out this subsection, the Director of the Center, 
as necessary, may establish review groups with appropriate scientific 
expertise. The Director of the Center shall coordinate efforts with other 
Institutes and Federal agencies to ensure appropriate scientific input and 
management. 
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(e) Evaluation of various disciplines and systems  

In carrying out subsection (a), the Director of the Center shall identify 
and evaluate complementary and integrative health, diagnostic and 
prevention modalities in each of the disciplines and systems with which 
the Center is concerned, including each discipline and system in which 
accreditation, national certification, or a State license is available. 

(f) Ensuring high quality, rigorous scientific review  

In order to ensure high quality, rigorous scientific review of 
complementary and alternative, diagnostic and prevention modalities, 
disciplines and systems, the Director of the Center shall conduct or 
support the following activities: 

(1) Outcomes research and investigations. 

(2) Epidemiological studies. 

(3) Health services research. 

(4) Basic science research. 

(5) Clinical trials. 

(6) Other appropriate research and investigational activities. 

The Director of NIH, in coordination with the Director of the Center, 
shall designate specific personnel in each Institute to serve as full-time 
liaisons with the Center in facilitating appropriate coordination and 
scientific input. 

(g) Data system; information clearinghouse  

(1) Data system  

The Director of the Center shall establish a bibliographic system for the 
collection, storage, and retrieval of worldwide research relating to 
complementary and integrative health, diagnostic and prevention 
modalities, disciplines and systems. Such a system shall be regularly 
updated and publicly accessible. 

(2) Clearinghous e 

The Director of the Center shall establish an information clearinghouse to 
facilitate and enhance, through the effective dissemination of information, 
knowledge and understanding of integrative health treatment, diagnostic 
and prevention practices by health professionals, patients, industry, and 
the public. 

(h) Research centers  

The Director of the Center, after consultation with the advisory council 
for the Center, shall provide support for the development and operation 
of multipurpose centers to conduct research and other activities 
described in subsection (a) with respect to complementary and integrative 
health, diagnostic and prevention modalities, disciplines and systems. The 
provision of support for the development and operation of such centers 
shall include accredited complementary and integrative health research 
and education facilities. 

(i) Availability of resources  

After consultation with the Director of the Center, the Director of NIH 
shall ensure that resources of the National Institutes of Health, including 
laboratory and clinical facilities, fellowships (including research training 
fellowship and junior and senior clinical fellowships), and other resources 
are sufficiently available to enable the Center to appropriately and 
effectively carry out its duties as described in subsection (a). The Director 
of NIH, in coordination with the Director of the Center, shall designate 
specific personnel in each Institute to serve as full-time liaisons with the 
Center in facilitating appropriate coordination and scientific input. 
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[…] 

Director of the 
National 
Center for 
Advancing 
Translational 
Sciences 

42 U.S.C. §§ 287– 
287a-4 

§287. National Center for Advancing Translational Sciences  

(a) Purpose  

The purpose of the National Center for Advancing Translational Sciences 
(in this subpart referred to as the “Center”) is to advance translational 
sciences, including by— 

(1) coordinating and developing resources that leverage basic research in 
support of translational science; and 

(2) developing partnerships and working cooperatively to foster synergy in 
ways that do not create duplication, redundancy, and competition with 
industry activities. 

[…] 

(3) High need cure  

The term “high need cure” means a drug (as that term is defined 
by section 321(g)(1) of title 21,1 biological product (as that term is defined 
by section 262(i) 2 of this title), or device (as that term is defined 
by section 321(h) of title 21) that, in the determination of the Director of 
the Center— 

(A) is a priority to diagnose, mitigate, prevent, or treat harm from any 
disease or condition; and 

(B) for which the incentives of the commercial market are unlikely to 
result in its adequate or timely development. 

[…] 

(b) Establishment of the Cures Acceleration Network 

Subject to the appropriation of funds as described in subsection (g), there 
is established within the Center a program to be known as the Cures 
Acceleration Network (referred to in this section as “CAN”), which 
shall— 

(1) be under the direction of the Director of the Center, taking into 
account the recommendations of a CAN Review Board (referred to in 
this section as the “Board”), described in subsection (d); and 

(2) award grants and contracts to eligible entities, as described in 
subsection (e), to accelerate the development of high need cures, 
including through the development of medical products and behavioral 
therapies. 

[…] 

(B) Responsibilities of the Director of the Center  

With respect to each recommendation provided by the Board under 
subparagraph (A)(i), the Director of the Center shall respond in writing to 
the Board, indicating whether such Director will implement such 
recommendation. In the case that the Director of the Center indicates a 
recommendation of the Board will not be implemented, such Director 
shall provide an explanation of the reasons for not implementing such 
recommendation. 

[…] 

(e) Grant program  

(1) Supporting innovation  

To carry out the purposes described in this section, the Director of the 
Center shall award contracts, grants, or cooperative agreements to the 
entities described in paragraph (2), to— 
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(A) promote innovation in technologies supporting the advanced research 
and development and production of high need cures, including through 
the development of medical products and behavioral therapies. 

(B) accelerate the development of high need cures, including through the 
development of medical products, behavioral therapies, and biomarkers 
that demonstrate the safety or effectiveness of medical products; or 

(C) help the award recipient establish protocols that comply with Food 
and Drug Administration standards and otherwise permit the recipient to 
meet regulatory requirements at all stages of development, manufacturing, 
review, approval, and safety surveillance of a medical product. 

[…] 

(iii) Matching funds  

As a condition for receiving an award under this subsection, an eligible 
entity shall contribute to the project non-Federal funds in the amount of 
$1 for every $3 awarded under clauses (i) and (ii), except that the 
Director of the Center may waive or modify such matching requirement 
in any case where the Director determines that the goals and objectives 
of this section cannot adequately be carried out unless such requirement 
is waived. 

(B) The cures acceleration grant awards  

(i) Initial award amount  

Each award under this subparagraph shall be not more than $15,000,000 
per project for the first fiscal year for which the project is funded, which 
shall be payable in one payment. 

(ii) Fundin g in subsequent fiscal years  

An eligible entity receiving an award under clause (i) may apply for 
additional funding for such project by submitting to the Board the 
information required under subparagraphs (B) and (C) of paragraph (2). 
The Director of the Center may fund a project of such eligible entity in an 
amount not to exceed $15,000,000 for a fiscal year subsequent to the 
initial award under clause (i). 

(C) The cures acceleration flexible research awards  

If the Director of the Center determines that the goals and objectives of 
this section cannot adequately be carried out through a contract, grant, or 
cooperative agreement, the Director of the Center shall have flexible 
research authority to use other transactions to fund projects in 
accordance with the terms and conditions of this section. Awards made 
under such flexible research authority for a fiscal year shall not exceed 20 
percent of the total funds appropriated under subsection (g)(1) for such 
fiscal year. 

(4) Suspension of awards for defaults, no ncompliance with 
provisions and plans, and diversion of funds; repayment of funds  

The Director of the Center may suspend the award to any entity upon 
noncompliance by such entity with provisions and plans under this section 
or diversion of funds. 

(5) Audits  

The Director of the Center may enter into agreements with other entities 
to conduct periodic audits of the projects funded by grants or contracts 
awarded under this subsection. 

(6) Closeout procedures  

At the end of a grant or contract period, a recipient shall follow the 
closeout procedures under section 74.71 of title 45, Code of Federal 
Regulations (or any successor regulation). 

(7) Review  
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A determination by the Director of the Center as to whether a drug, 
device, or biological product is a high need cure (for purposes of 
subsection (a)(3)) shall not be subject to judicial review. 

[…] 

Director of the 
NIH Clinical 
Center 

N/A [No statutory duties identified.] 
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42 U.S.C. 
§§ 242q–  
242q-1 

§242q. Task Force on Aging Research; establishment and duties  

(a) Establishment  

The Secretary of Health and Human Services shall establish a Task Force on Aging Research. 

(b) Duties  

With respect to aging research (as defined in section 242q–41 of this title), the Task Force each 
fiscal year shall— 

(1) make recommendations to the Secretary specifying the particular projects of research, or the 
particular categories of research, that should be conducted or supported by the Secretary; 

(2) of the projects specified under paragraph (1), make recommendations to the Secretary of the 
projects that should be given priority in the provision of funds; and 

(3) make recommendations to the Secretary of the amount of funds that should be appropriated 
for such research. 

(c) Provision of information to public  

The Task Force may make available to health professionals, and to other members of the public, 
information regarding the research described in subsection (b). 

§242q–1. Membership  

(a) Composition  

The Task Force shall be composed of— 

(1) the Assistant Secretary for Health; 

(2) the Surgeon General of the Public Health Service; 

(3) the Assistant Secretary for Planning and Evaluation; 

(4) the Director of the National Institute on Aging, and the Directors of such other agencies of 
the National Institutes of Health as the Secretary determines to be appropriate; 

(5) the Commissioner of the Administration on Aging; 

(6) the Commissioner of Food and Drugs; 

(7) the Under Secretary for Health of the Department of Veterans Affairs; 

(8) the Administrator of the the [sic] Substance Abuse and Mental Health Services 
Administration; 

(9) the Administrator of the Centers for Medicare & Medicaid Services; 

(10) the Commissioner of Social Security; 

(11) the Director of the Agency for Healthcare Research and Quality; 

(12) two Members of the House of Representatives appointed by the Speaker of the House in 
consultation with the Minority Leader, and two members of the Senate appointed by the Majority 
Leader in consultation with the Minority Leader, not more than one of whom from each body 
shall be members of the same political party; and 

(13) three members of the general public, to be appointed by the Secretary, that shall include one 
representative each from- 

(A) a nonprofit group representing older Americans; 

(B) a private voluntary health organization concerned with the health problems affecting older 
Americans; and 

(C) a nonprofit organization concerned with research related to the health and independence of 
older Americans. 

(b) Ch air  

The Secretary, acting through either the Assistant Secretary for Health or the Director of the 
National Institute on Aging, shall serve as the Chair of the Task Force. 

[…] 
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42 U.S.C. 
§ 280i-2 

§280i–2. Interagency Autism Coordinating C ommittee  

(a) Establishment  

The Secretary shall establish a committee, to be known as the “Interagency Autism Coordinating 
Committee” (in this section referred to as the "Committee"), to coordinate all efforts within the 
Department of Health and Human Services concerning autism spectrum disorder. 

(b) Responsibilities  

In carrying out its duties under this section, the Committee shall— 

(1) monitor autism spectrum disorder research, and to the extent practicable services and 
support activities, across all relevant Federal departments and agencies, including coordination of 
Federal activities with respect to autism spectrum disorder; 

(2) develop a summary of advances in autism spectrum disorder research related to causes, 
prevention, treatment, early screening, diagnosis or rule out, interventions, including school and 
community-based interventions, and access to services and supports for individuals with autism 
spectrum disorder across the lifespan of such individuals; 

(3) make recommendations to the Secretary regarding any appropriate changes to such activities, 
including with1 respect to the strategic plan developed under paragraph (5); 

(4) make recommendations to the Secretary regarding public participation in decisions relating to 
autism spectrum disorder, and the process by which public feedback can be better integrated into 
such decisions; 

(5) develop a strategic plan for the conduct of, and support for, autism spectrum disorder 
research, including as practicable for services and supports, for individuals with an autism 
spectrum disorder across the lifespan of such individuals and the families of such individuals, 
which shall include- 

(A) proposed budgetary requirements; and 

(B) recommendations to ensure that autism spectrum disorder research, and services and 
support activities to the extent practicable, of the Department of Health and Human Services and 
of other Federal departments and agencies are not unnecessarily duplicative; and 

(6) submit to Congress and the President— 

(A) an annual update on the summary of advances described in paragraph (2); and 

(B) an annual update to the strategic plan described in paragraph (5), including any progress made 
in achieving the goals outlined in such strategic plan. 

(c) Membership  

(1) Federal mem bership 

The Committee shall be composed of the following Federal members— 

(A) the Director of the Centers for Disease Control and Prevention; 

(B) the Director of the National Institutes of Health, and the Directors of such national research 
institutes of the National Institutes of Health as the Secretary determines appropriate; 

(C) the heads of such other agencies as the Secretary determines appropriate, such as the 
Administration for Community Living, Administration for Children and Families, the Centers for 
Medicare & Medicaid Services, the Food and Drug Administration, and the Health Resources and 
Services Administration; and 

(D) representatives of other Federal Governmental agencies that serve individuals with autism 
spectrum disorder such as the Department of Education, the Department of Labor, the 
Department of Justice, the Department of Veterans Affairs, the Department of Housing and 
Urban Development, and the Department of Defense. 

[…] 

42 U.S.C. 
§ 281(e) 

(e) Scientific Management Review Board for periodic organizational reviews 

(1) In general  

Not later than 60 days after January 15, 2007, the Secretary shall establish an advisory council 
within the National Institutes of Health to be known as the Scientific Management Review Board 
(referred to in this subsection as the "Board"). 
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(2) Duties  

(A) Reports on organizational issues  

The Board shall provide advice to the appropriate officials under subsection (d) regarding the use 
of the authorities established in paragraphs (2), (3), and (4) of such subsection to reorganize the 
National Institutes of Health (referred to in this subsection as "organizational authorities"). Not 
less frequently than once each 7 years, the Board shall- 

(i) determine whether and to what extent the organizational authorities should be used; and 

(ii) issue a report providing the recommendations of the Board regarding the use of the 
authorities and the reasons underlying the recommendations. 

(B) Certain responsibilities regar ding reports  

The activities of the Board with respect to a report under subparagraph (A) shall include the 
following: 

(i) Reviewing the research portfolio of the National Institutes of Health (referred to in this 
subsection as "NIH") in order to determine the progress and effectiveness and value of the 
portfolio and the allocation among the portfolio activities of the resources of NIH. 

(ii) Determining pending scientific opportunities, and public health needs, with respect to 
research within the jurisdiction of NIH. 

(iii) For any proposal for organizational changes to which the Board gives significant consideration 
as a possible recommendation in such report— 

(I) analyzing the budgetary and operational consequences of the proposed changes; 

(II) taking into account historical funding and support for research activities at national research 
institutes and centers that have been established recently relative to national research institutes 
and centers that have been in existence for more than two decades; 

(III) estimating the level of resources needed to implement the proposed changes; 

(IV) assuming the proposed changes will be made and making a recommendation for the 
allocation of the resources of NIH among the national research institutes and national centers; 
and 

(V) analyzing the consequences for the progress of research in the areas affected by the proposed 
changes. 

(C) Consultation  

In carrying out subparagraph (A), the Board shall consult with— 

(i) the heads of national research institutes and national centers whose directors are not 
members of the Board; 

(ii) other scientific leaders who are officers or employees of NIH and are not members of the 
Board; 

(iii) advisory councils of the national research institutes and national centers; 

(iv) organizations representing the scientific community; and 

(v) organizations representing patients. 

(3) Composition of Board  

The Board shall consist of the Director of NIH, who shall be a permanent nonvoting member on 
an ex officio basis, and an odd number of additional members, not to exceed 21, all of whom shall 
be voting members. The voting members of the Board shall be the following: 

(A) Not fewer than 9 officials who are directors of national research institutes or national 
centers. The Secretary shall designate such officials for membership and shall ensure that the 
group of officials so designated includes directors of- 

(i) national research institutes whose budgets are substantial relative to a majority of the other 
institutes; 

(ii) national research institutes whose budgets are small relative to a majority of the other 
institutes; 

(iii) national research institutes that have been in existence for a substantial period of time 
without significant organizational change under subsection (d); 
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(iv) as applicable, national research institutes that have undergone significant organization changes 
under such subsection, or that have been established under such subsection, other than national 
research institutes for which such changes have been in place for a substantial period of time; and 

(v) national centers. 

[…] 

(7) Reports  

(A) Recommendations for changes  

Each report under paragraph (2)(A) shall be submitted to— 

(i) the Committee on Energy and Commerce and the Committee on Appropriations of the 
House of Representatives; 

(ii) the Committee on Health, Education, Labor, and Pensions and the Committee on 
Appropriations of the Senate; 

(iii) the Secretary; and 

(iv) officials with organizational authorities, other than any such official who served as a member 
of the Board with respect to the report involved. 

(B) Availability to public  

The Director of NIH shall post each report under paragraph (2) on the Internet site of the 
National Institutes of Health. 

(C) Report on Board activities  

Not later than 18 months after January 15, 2007, the Board shall submit to the committees 
specified in subparagraph (A) a report describing the activities of the Board. 

(f) Organizational changes per recommendation of Scientific Management Review 
Board  

(1) In general  

With respect to an official who has organizational authorities within the meaning of subsection 
(e)(2)(A), if a recommendation to the official for an organizational change is made in a report 
under such subsection, the official shall, except as provided in paragraphs (2), (3), and (4) of this 
subsection, make the change in accordance with the following: 

(A) Not later than 100 days after the report is submitted under subsection (e)(7)(A), the official 
shall initiate the applicable public process required in subsection (d) toward making the change. 

(B) The change shall be fully implemented not later than the expiration of the 3-year period 
beginning on the date on which such process is initiated. 

(2) Inapplicability to certain reorganizations  

Paragraph (1) does not apply to a recommendation made in a report under subsection (e)(2)(A) if 
the recommendation is for- 

(A) an organizational change under subsection (d)(2) that constitutes the establishment, 
termination, or consolidation of one or more national research institutes or national centers; or 

(B) an organizational change under subsection (d)(3). 

(3) Objection by Director of NIH  

(A) In general  

Paragraph (1) does not apply to a recommendation for an organizational change made in a report 
under subsection (e)(2)(A) if, not later than 90 days after the report is submitted under 
subsection (e)(7)(A), the Director of NIH submits to the committees specified in such subsection 
a report providing that the Director objects to the change, which report includes the reasons 
underlying the objection. 

(B) Scope of objection  

For purposes of subparagraph (A), an objection by the Director of NIH may be made to the 
entirety of a recommended organizational change or to 1 or more aspects of the change. Any 
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aspect of a change not objected to by the Director in a report under subparagraph (A) shall be 
implemented in accordance with paragraph (1). 

(4) Congressional review  

An organizational change under subsection (d)(2) that is initiated pursuant to paragraph (1) shall 
be carried out by regulation in accordance with the procedures for substantive rules under 
section 553 of title 5. A rule under the preceding sentence shall be considered a major rule for 
purposes of chapter 8 of such title (relating to congressional review of agency rulemaking). 

[...] 

42 U.S.C. 
§ 282 

 

§282. Director of National Institutes of Health  

[...] 

(h) Increased participation of women and disadvantaged individuals in biomedical 
and behavioral research  

The Secretary, acting through the Director of NIH and the Directors of the agencies of the 
National Institutes of Health, shall, in conducting and supporting programs for research, research 
training, recruitment, and other activities, provide for an increase in the number of women and 
individuals from disadvantaged backgrounds (including racial and ethnic minorities) in the fields of 
biomedical and behavioral research. 

[...] 

(m) National Institutes of Health Strategic Plan  

(1) In general  

Not later than 2 years after December 13, 2016, and at least every 6 years thereafter, the 
Director of the National Institutes of Health shall develop and submit to the appropriate 
committees of Congress and post on the Internet website of the National Institutes of Health, a 
coordinated strategy (to be known as the “National Institutes of Health Strategic Plan”) to 
provide direction to the biomedical research investments made by the National Institutes of 
Health, to facilitate collaboration across the institutes and centers, to leverage scientific 
opportunity, and to advance biomedicine. 

[...] 

(4) Consultation  

The Director of National Institutes of Health shall develop the strategic plan under paragraph (1) 
in consultation with the directors of the national research institutes and national centers, 
researchers, patient advocacy groups, and industry leaders. 

[...] 

(o) Regenerative medicine 

The Director of NIH shall, as appropriate, continue to consult with the directors of relevant 
institutes and centers of the National Institutes of Health, other relevant experts from such 
institutes and centers, and relevant experts within the Food and Drug Administration, to further 
the field of regenerative medicine using adult stem cells, including autologous stem cells, 
therapeutic tissue engineering products, human cell and tissue products, human gene therapies, 
and genetically modified cells. 

[...] 

42 U.S.C. 
§ 283d 

§283d. Children's Vaccine Initiative  

The Secretary, in consultation with the Director of the National Vaccine Program under 
subchapter XIX and acting through the Directors of the National Institute for Allergy and 
Infectious Diseases, the Eunice Kennedy Shriver National Institute of Child Health and Human 
Development, the National Institute for Aging, and other public and private programs, shall carry 
out activities, which shall be consistent with the global Children's Vaccine Initiative, to develop 
affordable new and improved vaccines to be used in the United States and in the developing 
world that will increase the efficacy and efficiency of the prevention of infectious diseases. In 
carrying out such activities, the Secretary shall, to the extent practicable, develop and make 
available vaccines that require fewer contacts to deliver, that can be given early in life, that 
provide long lasting protection, that obviate refrigeration, needles and syringes, and that protect 
against a larger number of diseases. 
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42 U.S.C. 
§ 283e(e) 

(e) Interagency Coordinating Committee o n the Use of Animals in Research  

(1) The Director of NIH shall establish within the National Institutes of Health a committee to be 
known as the Interagency Coordinating Committee on the Use of Animals in Research (in this 
subsection referred to as the “Committee”). 

(2) The Committee shall provide advice to the Director of NIH on the preparation of the plan 
required in subsection (a). 

(3) The Committee shall be composed of— 

(A) the Directors of each of the national research institutes (or the designees of such Directors); 
and 

(B) representatives of the Environmental Protection Agency, the Food and Drug Administration, 
the Consumer Product Safety Commission, the National Science Foundation, and such additional 
agencies as the Director of NIH determines to be appropriate, which representatives shall 
include not less than one veterinarian with expertise in laboratory-animal medicine. 

42 U.S.C. 
§ 283g 

§283g. Muscular dystrophy; initiative through Director of National Institutes of 
Health  

(a) Expansion, intensification, and coordination of activities 

(1) In general  

The Director of NIH, in coordination with the Directors of the National Institute of Neurological 
Disorders and Stroke, the National Institute of Arthritis and Musculoskeletal and Skin Diseases, 
the Eunice Kennedy Shriver National Institute of Child Health and Human Development, the 
National Heart, Lung, and Blood Institute, and the other national research institutes as 
appropriate, shall expand and intensify programs of such Institutes with respect to research and 
related activities concerning various forms of muscular dystrophy, including Duchenne, Becker, 
congenital muscular dystrophy, limb-girdle muscular dystrophy, myotonic, facioscapulohumeral 
muscular dystrophy (referred to in this section as “FSHD”) and other forms of muscular 
dystrophy. 

(2) Coordination  

The Directors referred to in paragraph (1) shall jointly coordinate the programs referred to in 
such paragraph and consult with the Muscular Dystrophy Interagency Coordinating Committee 
established under section 6 of the MD–CARE Act. 

[…] 

(d) Coordinating Committee  

(1) In general  

The Secretary shall establish the Muscular Dystrophy Coordinating Committee (referred to in 
this section as the "Coordinating Committee") to coordinate activities across the National 
Institutes and with other Federal health programs and activities relating to the various forms of 
muscular dystrophy. 

(2) Composition  

The Coordinating Committee shall consist of not more than 18 members to be appointed by the 
Secretary, of which- 

(A) 2/3 of such members shall represent governmental agencies, including the directors or their 
designees of each of the national research institutes involved in research with respect to muscular 
dystrophy and representatives of all other Federal departments and agencies whose programs 
involve health functions or responsibilities relevant to such diseases, including the Centers for 
Disease Control and Prevention, the Health Resources and Services Administration, the Food 
and Drug Administration, and the Administration for Community Living and representatives of 
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other governmental agencies that serve children and adults with muscular dystrophy, including 
the Department of Education and the Social Security Administration; and 

(B) 1/3 of such members shall be public members, including a broad cross section of persons 
affected with muscular dystrophies including parents or legal guardians, affected individuals, 
researchers, and clinicians. 

Members appointed under subparagraph (B) shall serve for a term of 3 years, and may serve for 
an unlimited number of terms if reappointed. 

(e) Plan for HHS activities  

(1) In general  

Not later than 1 year after December 18, 2001, the Coordinating Committee shall develop a plan 
for conducting and supporting research and education on muscular dystrophy through the 
agencies represented on the Coordinating Committee pursuant to subsection (d)(2)(A) and shall 
periodically review and revise the plan. The plan shall- 

(A) provide for a broad range of research and education activities relating to biomedical, 
epidemiological, psychosocial, public services, and rehabilitative issues, including studies of the 
impact of such diseases in rural and underserved communities, studies to demonstrate the cost-
effectiveness of providing independent living resources and support to patients with various forms 
of muscular dystrophy, and studies to determine optimal clinical care interventions for adults with 
various forms of muscular dystrophy; 

(B) identify priorities among the programs and activities of the National Institutes of Health 
regarding such diseases; and 

(C) reflect input from a broad range of scientists, patients, and advocacy groups. 

(2) Certain elements of plan  

The plan under paragraph (1) shall, with respect to each form of muscular dystrophy, provide for 
the following as appropriate: 

(A) Research to determine the reasons underlying the incidence and prevalence of various forms 
of muscular dystrophy. 

(B) Basic research concerning the etiology and genetic links of the disease and potential causes of 
mutations. 

(C) The development of improved screening techniques. 

(D) Basic and clinical research for the development and evaluation of new treatments, including 
new biological agents and new clinical interventions to improve the health of those with muscular 
dystrophy. 

(E) Information and education programs for health care professionals and the public. 

[…] 

(g) Clinical research  

The Coordinating Committee may evaluate the potential need to enhance the clinical research 
infrastructure required to test emerging therapies for the various forms of muscular dystrophy by 
prioritizing the achievement of the goals related to this topic in the plan under subsection (e)(1). 

42 U.S.C. 
§ 284a 

§284a. Advisory councils  

(a) Establishment; acceptance of conditional gifts; functions 

(1) Except as provided in subsection (h), the Secretary shall appoint an advisory council for each 
national research institute which (A) shall advise, assist, consult with, and make recommendations 
to the Secretary and the Director of such institute on matters related to the activities carried out 
by and through the institute and the policies respecting such activities, and (B) shall carry out the 
special functions prescribed by part C. 

(2) Each advisory council for a national research institute may recommend to the Secretary 
acceptance, in accordance with section 238 of this title, of conditional gifts for study, 
investigation, or research respecting the diseases, disorders, or other aspect of human health 
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with respect to which the institute was established, for the acquisition of grounds, or for the 
construction, equipping, or maintenance of facilities for the institute. 

(3) Each advisory council for a national research institute— 

(A)(i) may on the basis of the materials provided under section 289a(b)(2) of this title respecting 
research conducted at the institute, make recommendations to the Director of the institute 
respecting such research, 

(ii) may review applications for grants and cooperative agreements for research or training and 
for which advisory council approval is required under section 284(b)(2) of this title and 
recommend for approval applications for projects which show promise of making valuable 
contributions to human knowledge, and 

(iii) may review any grant, contract, or cooperative agreement proposed to be made or entered 
into by the institute; 

(B) may collect, by correspondence or by personal investigation, information as to studies which 
are being carried on in the United States or any other country as to the diseases, disorders, or 
other aspect of human health with respect to which the institute was established and with the 
approval of the Director of the institute make available such information through appropriate 
publications for the benefit of public and private health entities and health professions personnel 
and scientists and for the information of the general public; and 

(C) may appoint subcommittees and convene workshops and conferences. 

(b) Membership; compensation  

(1) Each advisory council shall consist of ex officio members and not more than eighteen 
members appointed by the Secretary. The ex officio members shall be nonvoting members. 

(2) The ex officio members of an advisory council shall consist of- 

(A) the Secretary, the Director of NIH, the Director of the national research institute for which 
the council is established, the Under Secretary for Health of the Department of Veterans Affairs 
or the Chief Dental Director of the Department of Veterans Affairs, and the Assistant Secretary 
of Defense for Health Affairs (or the designees of such officers), and 

(B) such additional officers or employees of the United States as the Secretary determines 
necessary for the advisory council to effectively carry out its functions. 

[…] 

(d) Chairman; term of office  

The chairman of an advisory council shall be selected by the Secretary from among the appointed 
members, except that the Secretary may select the Director of the national research institute for 
which the advisory council is established to be the chairman of the advisory council. The term of 
office of the chairman shall be two years. 

(e) Meet ings 

The advisory council shall meet at the call of the chairman or upon the request of the Director of 
the national research institute for which it was established, but at least three times each fiscal 
year. The location of the meetings of each advisory council is subject to the approval of the 
Director of the national research institute for which the advisory council was established. 

(f) Appointment of executive secretary; training and orientation for new members  

The Director of the national research institute for which an advisory council is established shall 
designate a member of the staff of the institute to serve as the executive secretary of the advisory 
council. The Director of such institute shall make available to the advisory council such staff, 
information, and other assistance as it may require to carry out its functions. The Director of 
such institute shall provide orientation and training for new members of the advisory council to 
provide them with such information and training as may be appropriate for their effective 
participation in the functions of the advisory council. 

(g) Comments and recommendations for inclusion in biennial report; additional 
reports  

Each advisory council may prepare, for inclusion in the biennial report made under section 284b1 
of this title, (1) comments respecting the activities of the advisory council in the fiscal years 
respecting which the report is prepared, (2) comments on the progress of the national research 
institute for which it was established in meeting its objectives, and (3) recommendations 



9 
 

Citation  Text  

respecting the future directions and program and policy emphasis of the institute. Each advisory 
council may prepare such additional reports as it may determine appropriate. 

(h) Advisory councils in existence; application of section to National Cancer Advisory 
Board and advisory council to National Heart, Lung, and Blood Institute  

(1) Except as provided in paragraph (2), this section does not terminate the membership of any 
advisory council for a national research institute which was in existence on November 20, 1985. 
After November 20, 1985— 

(A) the Secretary shall make appointments to each such advisory council in such a manner as to 
bring about as soon as practicable the composition for such council prescribed by this section; 

(B) each advisory council shall organize itself in accordance with this section and exercise the 
functions prescribed by this section; and 

(C) the Director of each national research institute shall perform for such advisory council the 
functions prescribed by this section. 

(2)(A) The National Cancer Advisory Board shall be the advisory council for the National Cancer 
Institute. This section applies to the National Cancer Advisory Board, except that— 

[…] 

(v) the ex officio members of the Board shall be nonvoting members and shall be the Secretary, the 
Director of the Office of Science and Technology Policy, the Director of NIH, the Under Secretary 
for Health of the Department of Veterans Affairs, the Director of the National Institute for 
Occupational Safety and Health, the Director of the National Institute of Environmental Health 
Sciences, the Secretary of Labor, the Commissioner of the Food and Drug Administration, the 
Administrator of the Environmental Protection Agency, the Chairman of the Consumer Product 
Safety Commission, the Assistant Secretary of Defense for Health Affairs, and the Director of the 
Office of Science of the Department of Energy (or the designees of such officers); and 

(vi) the Board shall meet at least four times each fiscal year. 

(B) This section applies to the advisory council to the National Heart, Lung, and Blood Institute, 
except that the advisory council shall meet at least four times each fiscal year. 

42 U.S.C. 
§ 284e 

§284e. Research on osteoporosis, Paget's disease, and related bone disorders  

(a) Establishment  

The Directors of the National Institute of Arthritis and Musculoskeletal and Skin Diseases, the 
National Institute on Aging, the National Institute of Dental Research, and the National Institute 
of Diabetes and Digestive and Kidney Diseases, shall expand and intensify the programs of such 
Institutes with respect to research and related activities concerning osteoporosis, Paget's disease, 
and related bone disorders. 

(b) Coordination  

The Directors referred to in subsection (a) shall jointly coordinate the programs referred to in 
such subsection and consult with the Arthritis and Musculoskeletal Diseases Interagency 
Coordinating Committee and the Interagency Task Force on Aging Research. 

[…] 

42 U.S.C. 
§ 285a-12(a) 

(a) Interagency Breast Cancer and Environmental Research Coordinating 
Committee  

(1) Establishment  

Not later than 6 months after October 8, 2008, the Secretary shall establish a committee, to be 
known as the Interagency Breast Cancer and Environmental Research Coordinating Committee 
(in this section referred to as the "Committee"). 

(2) Duties  

The Committee shall— 

(A) share and coordinate information on existing research activities, and make recommendations 
to the National Institutes of Health and other Federal agencies regarding how to improve existing 
research programs, that are related to breast cancer research; 

(B) develop a comprehensive strategy and advise the National Institutes of Health and other 
Federal agencies in the solicitation of proposals for collaborative, multidisciplinary research, 
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including proposals to evaluate environmental and genomic factors that may be related to the 
etiology of breast cancer that would— 

(i) result in innovative approaches to study emerging scientific opportunities or eliminate 
knowledge gaps in research to improve the research portfolio; 

(ii) outline key research questions, methodologies, and knowledge gaps; 

(iii) expand the number of research proposals that involve collaboration between 2 or more 
national research institutes or national centers, including proposals for Common Fund research 
described in section 282(b)(7) of this title to improve the research portfolio; and 

(iv) expand the number of collaborative, multidisciplinary, and multi-institutional research grants; 

(C) develop a summary of advances in breast cancer research supported or conducted by Federal 
agencies relevant to the diagnosis, prevention, and treatment of cancer and other diseases and 
disorders; and 

(D) not later than 2 years after the date of the establishment of the Committee, make 
recommendations to the Secretary— 

(i) regarding any appropriate changes to research activities, including recommendations to 
improve the research portfolio of the National Institutes of Health to ensure that scientifically-
based strategic planning is implemented in support of research priorities that impact breast 
cancer research activities; 

(ii) to ensure that the activities of the National Institutes of Health and other Federal agencies, 
including the Department of Defense, are free of unnecessary duplication of effort; 

(iii) regarding public participation in decisions relating to breast cancer research to increase the 
involvement of patient advocacy and community organizations representing a broad geographical 
area; 

(iv) on how best to disseminate information on breast cancer research progress; and 

(v) on how to expand partnerships between public entities, including Federal agencies, and private 
entities to expand collaborative, cross-cutting research. 

[…] 

(4) Membership  

(A) In general 

The Committee shall be composed of the following voting members: 

(i) Not more than 7 voting Federal representatives as follows: 

(I) The Director of the Centers for Disease Control and Prevention. 

(II) The Director of the National Institutes of Health and the directors of such national research 
institutes and national centers (which may include the National Institute of Environmental Health 
Sciences) as the Secretary determines appropriate. 

(III) One representative from the National Cancer Institute Board of Scientific Advisors, 
appointed by the Director of the National Cancer Institute. 

(IV) The heads of such other agencies of the Department of Health and Human Services as the 
Secretary determines appropriate. 

(V) Representatives of other Federal agencies that conduct or support cancer research, including 
the Department of Defense. 

(ii) 12 additional voting members appointed under subparagraph (B). 

[…] 

42 U.S.C. 
§ 285b-7(c) 

(c) Sleep Disorders Research Advisory Board  

(1) The Director of the National Institutes of Health shall establish a board to be known as the 
Sleep Disorders Research Advisory Board (in this section referred to as the "Advisory Board"). 

(2) The Advisory Board shall advise, assist, consult with, and make recommendations to the 
Director of the National Institutes of Health, through the Director of the Institute, and the 
Director of the Center concerning matters relating to the scientific activities carried out by and 
through the Center and the policies respecting such activities, including recommendations with 
respect to the plan required in subsection (c).1 
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(3)(A) The Director of the National Institutes of Health shall appoint to the Advisory Board 12 
appropriately qualified representatives of the public who are not officers or employees of the 
Federal Government. Of such members, eight shall be representatives of health and scientific 
disciplines with respect to sleep disorders and four shall be individuals representing the interests 
of individuals with or undergoing treatment for sleep disorders. 

(B) The following officials shall serve as ex officio members of the Advisory Board: 

(i) The Director of the National Institutes of Health. 

(ii) The Director of the Center. 

(iii) The Director of the National Heart, Lung and Blood Institute. 

(iv) The Director of the National Institute of Mental Health. 

(v) The Director of the National Institute on Aging. 

(vi) The Director of the Eunice Kennedy Shriver National Institute of Child Health and Human 
Development. 

(vii) The Director of the National Institute of Neurological Disorders and Stroke. 

(viii) The Assistant Secretary for Health. 

(ix) The Assistant Secretary of Defense (Health Affairs). 

(x) The Chief Medical Director of the Veterans’ Administration. 

(4) The members of the Advisory Board shall, from among the members of the Advisory Board, 
designate an individual to serve as the chair of the Advisory Board. 

(5) Except as inconsistent with, or inapplicable to, this section, the provisions of section 284a of 
this title shall apply to the advisory board 2 established under this section in the same manner as 
such provisions apply to any advisory council established under such section. 

42 U.S.C. 
§ 285c-3 

§285c–3. Interagency coordinating committees  

(a) Establishment and purpose  

For the purpose of— 

(1) better coordination of the research activities of all the national research institutes relating to 
diabetes mellitus, digestive diseases, and kidney, urologic, and hematologic diseases; and 

(2) coordinating those aspects of all Federal health programs and activities relating to such 
diseases to assure the adequacy and technical soundness of such programs and activities and to 
provide for the full communication and exchange of information necessary to maintain adequate 
coordination of such programs and activities; 

the Secretary shall establish a Diabetes Mellitus Interagency Coordinating Committee, a Digestive 
Diseases Interagency Coordinating Committee, and a Kidney, Urologic, and Hematologic 
Diseases Coordinating Committee (hereafter in this section individually referred to as a 
“Committee”). 

(b) Membership; chair man; meetings  

Each Committee shall be composed of the Directors of each of the national research institutes 
and divisions involved in research with respect to the diseases for which the Committee is 
established, the Division Director of the Institute for the diseases for which the Committee is 
established, the Under Secretary for Health of the Department of Veterans Affairs, and the 
Assistant Secretary of Defense for Health Affairs (or the designees of such officers) and shall 
include representation from all other Federal departments and agencies whose programs involve 
health functions or responsibilities relevant to such diseases, as determined by the Secretary. 
Each Committee shall be chaired by the Director of NIH (or the designee of the Director). Each 
Committee shall meet at the call of the chairman, but not less often than four times a year. 

42 U.S.C. 
§ 285c-4 

§285c–4. Advisory boards  

(a) Establishment  

The Secretary shall establish in the Institute the National Diabetes Advisory Board, the National 
Digestive Diseases Advisory Board, and the National Kidney and Urologic Diseases Advisory 
Board (hereafter in this section individually referred to as an “Advisory Board”). 

(b) Membership; ex officio members  
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Each Advisory Board shall be composed of eighteen appointed members and nonvoting ex officio 
members as follows: 

(1) The Secretary shall appoint— 

(A) twelve members from individuals who are scientists, physicians, and other health 
professionals, who are not officers or employees of the United States, and who represent the 
specialties and disciplines relevant to the diseases with respect to which the Advisory Board is 
established; and 

(B) six members from the general public who are knowledgeable with respect to such diseases, 
including at least one member who is a person who has such a disease and one member who is a 
parent of a person who has such a disease. 

Of the appointed members at least five shall by virtue of training or experience be knowledgeable 
in the fields of health education, nursing, data systems, public information, and community 
program development. 

(2)(A) The following shall be ex officio members of each Advisory Board: 

(i) The Assistant Secretary for Health, the Director of NIH, the Director of the National Institute 
of Diabetes and Digestive and Kidney Diseases, the Director of the Centers for Disease Control 
and Prevention, the Under Secretary for Health of the Department of Veterans Affairs, the 
Assistant Secretary of Defense for Health Affairs, and the Division Director of the National 
Institute of Diabetes and Digestive and Kidney Diseases for the diseases for which the Board is 
established (or the designees of such officers). 

(ii) Such other officers and employees of the United States as the Secretary determines necessary 
for the Advisory Board to carry out its functions. 

(B) In the case of the National Diabetes Advisory Board, the following shall also be ex officio 
members: The Director of the National Heart, Lung, and Blood Institute, the Director of 
the National Eye Institute, the Director of the Eunice Kennedy Shriver National Institute of Child 
Health and Human Development, and the Administrator of the Health Resources and Services 
Administration (or the designees of such officers). 

[…] 

(h) Functions of National Diabetes Advisory Board and National Digestive Diseases 
Advisory Board  

The National Diabetes Advisory Board and the National Digestive Diseases Advisory Board 
shall— 

(1) review and evaluate the implementation of the plan (referred to in section 285c–7 of this title) 
respecting the diseases with respect to which the Advisory Board was established and periodically 
update the plan to ensure its continuing relevance; 

(2) for the purpose of assuring the most effective use and organization of resources respecting 
such diseases, advise and make recommendations to the Congress, the Secretary, the Director of 
NIH, the Director of the Institute, and the heads of other appropriate Federal agencies for the 
implementation and revision of such plan; and 

(3) maintain liaison with other advisory bodies related to Federal agencies involved in the 
implementation of such plan, the coordinating committee for such diseases, and with key non-
Federal entities involved in activities affecting the control of such diseases. 

(i) Subcommittees; establishment and membership  

In carrying out its functions, each Advisory Board may establish subcommittees, convene 
workshops and conferences, and collect data. Such subcommittees may be composed of Advisory 
Board members and nonmember consultants with expertise in the particular area addressed by 
such subcommittees. The subcommittees may hold such meetings as are necessary to enable 
them to carry out their activities. 

42 U.S.C. 
§ 285d-4 

§285d–4. Interagency coordinating committees  
(a) Establishment and purpose  
For the purpose of— 
(1) better coordination of the research activities of all the national research institutes relating to 
arthritis, musculoskeletal diseases, and skin diseases, including sports-related disorders; and 
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(2) coordinating the aspects of all Federal health programs and activities relating to arthritis, 
musculoskeletal diseases, and skin diseases in order to assure the adequacy and technical 
soundness of such programs and activities and in order to provide for the full communication and 
exchange of information necessary to maintain adequate coordination of such programs and 
activities,  
the Secretary shall establish an Arthritis and Musculoskeletal Diseases Interagency Coordinating 
Committee and a Skin Diseases Interagency Coordinating Committee (hereafter in this section 
individually referred to as a “Committee”). 
(b) Membership; chai rman; meetings  
Each Committee shall be composed of the Directors of each of the national research institutes 
and divisions involved in research regarding the diseases with respect to which the Committee is 
established, the Under Secretary for Health of the Department of Veterans Affairs, and the 
Assistant Secretary of Defense for Health Affairs (or the designees of such officers), and 
representatives of all other Federal departments and agencies (as determined by the Secretary) 
whose programs involve health functions or responsibilities relevant to arthritis and 
musculoskeletal diseases or skin diseases, as the case may be. Each Committee shall be chaired by 
the Director of NIH (or the designee of the Director). Each Committee shall meet at the call of 
the chairman, but not less often than four times a year. 

42 U.S.C. 
§ 285g-4 

§285g–4. National Center for Medical Rehabilitation Research  
[…] 
(e) Medical Rehabilitation Coordinating Committee  
(1) The Director of NIH shall establish a committee to be known as the Medical Rehabilitation 
Coordinating Committee (hereafter in this section referred to as the “Coordinating 
Committee”). 
(2) The Coordinating Committee shall periodically host a scientific conference or workshop on 
medical rehabilitation research and make recommendations to the Director of the Institute and 
the Director of the Center with respect to the content of the Research Plan and with respect to 
the activities of the Center that are carried out in conjunction with other agencies of the 
National Institutes of Health and with other agencies of the Federal Government. 
(3) The Coordinating Committee shall be composed of the Director of the Division of Program 
Coordination, Planning, and Strategic Initiatives within the Office of the Director of the National 
Institutes of Health, the Director of the Center, the Director of the Institute, and the Directors 
of the National Institute on Aging, the National Institute of Arthritis and Musculoskeletal and Skin 
Diseases, the National Heart, Lung, and Blood Institute, the National Institute of Neurological 
Disorders and Stroke, and such other national research institutes and such representatives of 
other agencies of the Federal Government as the Director of NIH determines to be appropriate. 
(4) The Coordinating Committee shall be chaired by the Director of the Center. 

(f) National Advisory Board on Medical Rehabilitation Research  

(1) Not later than 90 days after the date of the enactment of the National Institutes of Health 
Revitalization Amendments of 1990, the Director of NIH shall establish a National Advisory 
Board on Medical Rehabilitation Research (hereafter in this section referred to as the “Advisory 
Board”). 

(2) The Advisory Board shall review and assess Federal research priorities, activities, and findings 
regarding medical rehabilitation research, and shall advise the Director of the Center and the 
Director of the Institute on the provisions of the Research Plan. 

(3)(A) The Director of NIH shall appoint to the Advisory Board 18 qualified representatives of 
the public who are not officers or employees of the Federal Government. Of such members, 12 
shall be representatives of health and scientific disciplines with respect to medical rehabilitation 
and 6 shall be individuals representing the interests of individuals undergoing, or in need of, 
medical rehabilitation. 

(B) The following officials shall serve as ex officio members of the Advisory Board: 

(i) The Director of the Center. 

(ii) The Director of the Institute. 

(iii) The Director of the National Institute on Aging. 

(iv) The Director of the National Institute of Arthritis and Musculoskeletal and Skin Diseases. 

(v) The Director  of the National Institute on Deafness and Other Communication Disorders. 
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(vi) The Director of the National Heart, Lung, and Blood Institute. 

(vii) The Director of the National Institute of Neurological Disorders and Stroke. 

(viii) The Director of the National Institute on Disability and Rehabilitation Research. 

(ix) The Director of the Division of Program Coordination, Planning, and Strategic Initiatives. 

(x) The Commissioner for Rehabilitation Services Administration. 

(xi) The Assistant Secretary of Defense (Health Affairs). 

(xii) The Under Secretary for Health of the Department of Veterans Affairs. 

[…] 

42 U.S.C. 
§ 285l-3 

§285l–3. Interagency Coordinating Committee on the Validation of Alternative 
Methods  

(a) In general 

With respect to the interagency coordinating committee that is known as the Interagency 
Coordinating Committee on the Validation of Alternative Methods (referred to in sections 285l–
2 to 285l–5 of this title as “ICCVAM”) and that was established by the Director of the National 
Institute of Environmental Health Sciences for purposes of section 285l–1(b) of this title, the 
Director of the Institute shall designate such committee as a permanent interagency coordinating 
committee of the Institute under the National Toxicology Program Interagency Center for the 
Evaluation of Alternative Toxicological Methods. Sections 285l–2 to 285l–5 of this title may not 
be construed as affecting the authorities of such Director regarding ICCVAM that were in effect 
on the day before December 19, 2000, except to the extent inconsistent with sections 285l–2 to 
285l–5 of this title. 

(b) Purposes  

The purposes of the ICCVAM shall be to- 

(1) increase the efficiency and effectiveness of Federal agency test method review; 

(2) eliminate unnecessary duplicative efforts and share experiences between Federal regulatory 
agencies; 

(3) optimize utilization of scientific expertise outside the Federal Government; 

(4) ensure that new and revised test methods are validated to meet the needs of Federal 
agencies; and 

(5) reduce, refine, or replace the use of animals in testing, where feasible. 

(c) Composition  

The ICCVAM shall be composed of the heads of the following Federal agencies (or their 
designees): 

(1) Agency for Toxic Substances and Disease Registry. 

(2) Consumer Product Safety Commission. 

(3) Department of Agriculture. 

(4) Department of Defense. 

(5) Department of Energy. 

(6) Department of the Interior. 

(7) Department of Transportation. 

(8) Environmental Protection Agency. 

(9) Food and Drug Administration. 

(10) National Institute for Occupational Safety and Health. 

(11) National Institutes of Health. 

(12) National Cancer Institute. 

(13) National Institute of Environmental Health Sciences. 

(14) National Library of Medicine. 

(15) Occupational Safety and Health Administration. 
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(16) Any other agency that develops, or employs tests or test data using animals, or regulates on 
the basis of the use of animals in toxicity testing. 

(d) Scientific Advisory Committee  

(1) Establishment  

The Director of the National Institute of Environmental Health Sciences shall establish a Scientific 
Advisory Committee (referred to in sections 285l–2 to 285l–5 of this title as the “SAC”) to 
advise ICCVAM and the National Toxicology Program Interagency Center for the Evaluation of 
Alternative Toxicological Methods regarding ICCVAM activities. The activities of the SAC shall be 
subject to provisions of chapter 10 of title 5. 

(2)  Membership  

(A) In general 

The SAC shall be composed of the following voting members: 

(i) At least one knowledgeable representative having a history of expertise, development, or 
evaluation of new or revised or alternative test methods from each of- 

(I) the personal care, pharmaceutical, industrial chemicals, or agriculture industry; 

(II) any other industry that is regulated by the Federal agencies specified in subsection (c); and 

(III) a national animal protection organization established under section 501(c)(3) of title 26. 

(ii) Representatives (selected by the Director of the National Institute of Environmental Health 
Sciences) from an academic institution, a State government agency, an international regulatory 
body, or any corporation developing or marketing new or revised or alternative test 
methodologies, including contract laboratories. 

(B) Nonvoting ex officio members 

The membership of the SAC shall, in addition to voting members under subparagraph (A), include 
as nonvoting ex officio members the agency heads specified in subsection (c) (or their designees). 

(e) Duties  

The ICCVAM shall, consistent with the purposes described in subsection (b), carry out the 
following functions: 

(1) Review and evaluate new or revised or alternative test methods, including batteries of tests 
and test screens, that may be acceptable for specific regulatory uses, including the coordination of 
technical reviews of proposed new or revised or alternative test methods of interagency interest. 

(2) Facilitate appropriate interagency and international harmonization of acute or chronic 
toxicological test protocols that encourage the reduction, refinement, or replacement of animal 
test methods. 

(3) Facilitate and provide guidance on the development of validation criteria, validation studies 
and processes for new or revised or alternative test methods and help facilitate the acceptance of 
such scientifically valid test methods and awareness of accepted test methods by Federal agencies 
and other stakeholders. 

(4) Submit ICCVAM test recommendations for the test method reviewed by the ICCVAM, 
through expeditious transmittal by the Secretary of Health and Human Services (or the designee 
of the Secretary), to each appropriate Federal agency, along with the identification of specific 
agency guidelines, recommendations, or regulations for a test method, including batteries of tests 
and test screens, for chemicals or class of chemicals within a regulatory framework that may be 
appropriate for scientific improvement, while seeking to reduce, refine, or replace animal test 
methods. 

(5) Consider for review and evaluation, petitions received from the public that— 

(A) identify a specific regulation, recommendation, or guideline regarding a regulatory mandate; 
and 

(B) recommend new or revised or alternative test methods and provide valid scientific evidence 
of the potential of the test method. 

(6) Make available to the public final ICCVAM test recommendations to appropriate Federal 
agencies and the responses from the agencies regarding such recommendations. 
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(7) Prepare reports to be made available to the public on its progress under sections 285l–2 to 
285l–5 of this title. The first report shall be completed not later than 12 months after December 
19, 2000, and subsequent reports shall be completed biennially thereafter. 

42 U.S.C. 
§ 285m-5 

§285m–5. Interagency Coordinating Committe e 

(a) Establishment  

The Secretary may establish a committee to be known as the Deafness and Other 
Communication Disorders Interagency Coordinating Committee (hereafter in this section 
referred to as the “Coordinating Committee”). 

(b) Functions  

The Coordinating Committee shall, with respect to deafness and other communication disorders- 

(1) provide for the coordination of the activities of the national research institutes; and 

(2) coordinate the aspects of all Federal health programs and activities relating to deafness and 
other communication disorders in order to assure the adequacy and technical soundness of such 
programs and activities and in order to provide for the full communication and exchange of 
information necessary to maintain adequate coordination of such programs and activities. 

(c) Composition  

The Coordinating Committee shall be composed of the directors of each of the national research 
institutes and divisions involved in research with respect to deafness and other communication 
disorders and representatives of all other Federal departments and agencies whose programs 
involve health functions or responsibilities relevant to deafness and other communication 
disorders. 

[…] 

42 U.S.C. 
§ 290aa(d) 

(d) Author ities  

The Secretary, acting through the Assistant Secretary, shall- 

[…] 

(17) in collaboration with the National Institute on Aging, and in consultation with the National 
Institute on Drug Abuse, the National Institute on Alcohol Abuse and Alcoholism and the 
National Institute of Mental Health, as appropriate, promote and evaluate substance use disorder 
services for older Americans in need of such services, and mental health services for older 
Americans who are seriously mentally ill; 

[…]  

42 U.S.C. 
§ 290aa-1 

§290aa–1. Advisory councils  

(a) Appointment  

(1) In general  

The Secretary shall appoint an advisory council for- 

(A) the Substance Abuse and Mental Health Services Administration; 

(B) the Center for Substance Abuse Treatment; 

(C) the Center for Substance Abuse Prevention; and 

(D) the Center for Mental Health Services. 

Each such advisory council shall advise, consult with, and make recommendations to the 
Secretary and the Assistant Secretary or Director of the Administration or Center for which the 
advisory council is established concerning matters relating to the activities carried out by and 
through the Administration or Center and the policies respecting such activities. 

(2) Function and activities  

An advisory council— 

(A)(i) may on the basis of the materials provided by the organization respecting activities 
conducted at the organization, make recommendations to the Assistant Secretary or Director of 
the Administration or Center for which it was established respecting such activities; 

(ii) shall review applications submitted for grants and cooperative agreements for activities for 
which advisory council approval is required under section 290aa–3(d)(2) of this title and 
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recommend for approval applications for projects that show promise of making valuable 
contributions to the Administration's mission; and 

(iii) may review any grant, contract, or cooperative agreement proposed to be made or entered 
into by the organization; 

(B) may collect, by correspondence or by personal investigation, information as to studies and 
services that are being carried on in the United States or any other country as to the diseases, 
disorders, or other aspects of human health with respect to which the organization was 
established and with the approval of the Assistant Secretary or Director, whichever is 
appropriate, make such information available through appropriate publications for the benefit of 
public and private health entities and health professions personnel and for the information of the 
general public; and 

(C) may appoint subcommittees and convene workshops and conferences. 

(b) Membership  

(1) In general  

Each advisory council shall consist of nonvoting ex officio members and not more than 12 
members to be appointed by the Secretary under paragraph (3). 

(2) Ex officio members  

The ex officio members of an advisory council shall consist of- 

(A) the Secretary; 

(B) the Assistant Secretary; 

(C) the Director of the Center for which the council is established; 

(D) the Under Secretary for Health of the Department of Veterans Affairs; 

(E) the Assistant Secretary for Defense for Health Affairs (or the designates of such officers); 

(F) the Chief Medical Officer, appointed under section 290aa(g) of this title; 

(G) the Director of the National Institute of Mental Health for the advisory councils appointed 
under subsections (a)(1)(A) and (a)(1)(D); 

(H) the Director of the National Institute on Drug Abuse for the advisory councils appointed 
under subsections (a)(1)(A), (a)(1)(B), and (a)(1)(C); 

(I) the Director of the National Institute on Alcohol Abuse and Alcoholism for the advisory 
councils appointed under subsections (a)(1)(A), (a)(1)(B), and (a)(1)(C); and 

(J) such additional officers or employees of the United States as the Secretary determines 
necessary for the advisory council to effectively carry out its functions. 

[…] 

42 U.S.C. 
§ 290bb(b) 

(b) Duties  

The Director of the Center [for Substance Abuse Treatment] shall— 

[…] 

(5) collaborate with the Director of the National Institute on Drug Abuse, with the Director of 
the National Institute on Alcohol Abuse and Alcoholism, and with the States to promote the 
study, dissemination, and implementation of research findings that will improve the delivery and 
effectiveness of treatment services; 

[…] 

42 U.S.C. 
§ 290bb-21(b) 

(b) Duties of Director  

The Director of the [Substance Abuse] Prevention Center shall— 

[…] 

(3) collaborate with the Director of the National Institute on Drug Abuse, the Director of the 
National Institute on Alcohol Abuse and Alcoholism, and States to promote the study of 
substance abuse prevention and the dissemination and implementation of research findings that 
will improve the delivery and effectiveness of substance abuse prevention activities; 

[…] 
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42 U.S.C. 
§ 300d-61 

§300d–61. Establishment of Program  
(a) In general 

The Secretary, acting through the Director of the National Institutes of Health (in this section 
referred to as the “Director”), shall establish a comprehensive program of conducting basic and 
clinical research on trauma (in this section referred to as the “Program”). The Program shall 
include research regarding the diagnosis, treatment, rehabilitation, and general management of 
trauma. 

[...] 

(c) Participating agencies; coordination and collaboration  

The Director— 

(1) shall provide for the conduct of activities under the Program by the Directors of the agencies 
of the National Institutes of Health involved in research with respect to trauma; 

(2) shall ensure that the activities of the Program are coordinated among such agencies; and 

(3) shall, as appropriate, provide for collaboration among such agencies in carrying out such 
activities. 

[...] 

(e) Mechanisms of support  

In carrying out the Program, the Director, acting through the Directors of the agencies referred 
to in subsection (c)(1), may make grants to public and nonprofit entities, including designated 
trauma centers. 

[...] 

(g) Coordinating Committee  

(1) In general  

There shall be established a Trauma Research Interagency Coordinating Committee (in this 
section referred to as the “Coordinating Committee”). 

(2) Duties  

The Coordinating Committee shall make recommendations regarding- 

(A) the activities of the Program to be carried out by each of the agencies represented on the 
Committee and the amount of funds needed by each of the agencies for such activities; and 

(B) effective collaboration among the agencies in carrying out the activities. 

(3) Composition  

The Coordinating Committee shall be composed of the Directors of each of the agencies that, 
under subsection (c), have responsibilities under the Program, and any other individuals who are 
practitioners in the trauma field as designated by the Director of the National Institutes of 
Health. 

[...] 
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�W�K�H���3�U�L�Q�F�L�S�D�O���'�H�S�X�W�\���'�L�U�H�F�W�R�U���R�I���1�D�W�L�R�Q�D�O���,�Q�W�H�O�O�L�J�H�Q�F�H�����D���S�R�V�L�W�L�R�Q���W�R���E�H���I�L�O�O�H�G���W�K�U�R�X�J�K���D�S�S�R�L�Q�W�P�H�Q�W���E�\���W�K�H��
�3�U�H�V�L�G�H�Q�W���Z�L�W�K���W�K�H���D�G�Y�L�F�H���D�Q�G���F�R�Q�V�H�Q�W���R�I���W�K�H���6�H�Q�D�W�H��10�� 

�$���V�H�D�U�F�K���R�I���W�K�H���8���6�����&�R�G�H���I�R�U���S�U�R�Y�L�V�L�R�Q�V���H�V�W�D�E�O�L�V�K�L�Q�J���³�S�U�L�Q�F�L�S�D�O���G�H�S�X�W�\�´���S�R�V�L�W�L�R�Q�V���W�K�D�W���G�L�G���Q�R�W���L�Q�F�O�X�G�H��
�³�G�L�U�H�F�W�R�U�´���D�V���S�D�U�W���R�I���W�K�H���W�L�W�O�H���\�L�H�O�G�H�G���W�Z�R���D�G�G�L�W�L�R�Q�D�O���U�H�V�X�O�W�V�����$���S�U�R�Y�L�V�L�R�Q���L�Q�F�O�X�G�H�G���L�Q���W�K�H���1�D�W�L�R�Q�D�O���'�H�I�H�Q�V�H��
�$�X�W�K�R�U�L�]�D�W�L�R�Q���$�F�W���I�R�U���)�L�V�F�D�O���<�H�D�U�������������D�X�W�K�R�U�L�]�H�G���W�K�H���6�H�F�U�H�W�D�U�\���R�I���'�H�I�H�Q�V�H���W�R���³�D�S�S�R�L�Q�W���W�Z�R���3�U�L�Q�F�L�S�D�O��
�'�H�S�X�W�\���$�V�V�L�V�W�D�Q�W���6�H�F�U�H�W�D�U�L�H�V���W�R���U�H�S�R�U�W���W�R���W�K�H���$�V�V�L�V�W�D�Q�W���6�H�F�U�H�W�D�U�\���R�I���'�H�I�H�Q�V�H���I�R�U���6�S�H�F�L�D�O���2�S�H�U�D�W�L�R�Q�V���D�Q�G��
�/�R�Z���,�Q�W�H�Q�V�L�W�\���&�R�Q�I�O�L�F�W���1́1���$���S�U�R�Y�L�V�L�R�Q���R�I���1�D�W�L�R�Q�D�O���'�H�I�H�Q�V�H���$�X�W�K�R�U�L�]�D�W�L�R�Q���$�F�W���I�R�U���)�L�V�F�D�O���<�H�D�U������������
�H�V�W�D�E�O�L�V�K�H�G���D���3�U�L�Q�F�L�S�O�H���'�H�S�X�W�\���$�G�P�L�Q�L�V�W�U�D�W�R�U���I�R�U���1�X�F�O�H�D�U���6�H�F�X�U�L�W�\���Z�L�W�K�L�Q���W�K�H���1�D�W�L�R�Q�D�O���1�X�F�O�H�D�U���6�H�F�X�U�L�W�\��
�$�G�P�L�Q�L�V�W�U�D�W�L�R�Q�����D�Q���D�J�H�Q�F�\���Z�L�W�K�L�Q���W�K�H���'�H�S�D�U�W�P�H�Q�W���R�I���(�Q�H�U�J�\�����7�K�L�V���S�R�V�L�W�L�R�Q���L�V���W�R���E�H���I�L�O�O�H�G���W�K�U�R�X�J�K��
�D�S�S�R�L�Q�W�P�H�Q�W���E�\���W�K�H���3�U�H�V�L�G�H�Q�W���Z�L�W�K���W�K�H���D�G�Y�L�F�H���D�Q�G���F�R�Q�V�H�Q�W���R�I���W�K�H���6�H�Q�D�W�H��12 

�:�H���W�U�X�V�W���W�K�D�W���W�K�L�V���P�H�P�R�U�D�Q�G�X�P���L�V���U�H�V�S�R�Q�V�L�Y�H���W�R���\�R�X�U���L�Q�T�X�L�U�\�����3�O�H�D�V�H���O�H�W���X�V���N�Q�R�Z���L�I���Z�H���F�D�Q���S�U�R�Y�L�G�H��
�D�G�G�L�W�L�R�Q�D�O���D�V�V�L�V�W�D�Q�F�H���U�H�O�D�W�H�G���W�R���W�K�L�V���W�R�S�L�F�� 

 

 
8 �6�H�H���8���6�����'�H�S�D�U�W�P�H�Q�W���R�I���+�H�D�O�W�K���D�Q�G���+�X�P�D�Q���6�H�U�Y�L�F�H�V�����1�D�W�L�R�Q�D�O���,�Q�V�W�L�W�X�W�H�V���R�I���+�H�D�O�W�K�����³�1�,�+���'�H�S�X�W�\���'�L�U�H�F�W�R�U�V���´��The NIH Almanac, 
available at https://www.nih.gov/about-nih/what-we-do/nih-almanac/deputy-directors. 
9 U.S. Department of Health and Human Services, N�D�W�L�R�Q�D�O���,�Q�V�W�L�W�X�W�H�V���R�I���+�H�D�O�W�K�����³�:�K�R���:�H���$�U�H�����1�,�+���/�H�D�G�H�U�V�K�L�S���´���D�Y�D�L�O�D�E�O�H���D�W 
https://www.nih.gov/about-nih/who-we-are/nih-leadership. 
10 P.L. 108-458 title I, §1011(1), December 17, 2004, 118 Stat. 3656. This provision has been classified to 50 U.S.C. §3026. 
11 P.L. 118�±31, div. A, title IX, §905, December 22, 2023, 137 Stat. 364; classified to 10 U.S.C. §138 note: �³Principal Deputy 
Assistant Secretaries to Support Assistant Secretary of Defense for Special Operations and Low Intensity Conflict���´��   
12 P.L. 107�±107, div. C, title XXXI, §3141(a)(2), December 28, 2001, 115 Stat. 1370; classified to 50 U.S.C. §2403. 
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March 14, 2022 
 
 
The Honorable Xavier Becerra  
Secretary 
U.S. Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, D.C. 20201 
 
 
Dear Secretary Becerra, 
 

Pursuant to 42 U.S.C. §�����������G�������³�>�H�@�D�F�K���'�L�U�H�F�W�R�U���R�I���D���Q�D�W�L�R�Q�D�O��research institute or 
national center who is serving on December 13, 2016, shall be deemed to be appointed for a 5-
year term under this subsection beginning on such date.�́ �� Thus, all current National Institutes of 
Health (NIH) institute or center directors who were serving as of December 13, 2016, would 
have needed to be reappointed on December 13, 2021, to continue serving. 

 
We are not aware of any public announcements of the reappointments for any current 

NIH institute or center directors.  Accordingly, please send all documentation showing the 
reappointments of the NIH institute and center directors by March 24, 2022, to confirm the 
reappointments. 

 
If you have any questions, please contact Alan Slobodin of the Minority Committee staff.  

Your cooperation is appreciated. 
Sincerely, 
 
 
 
 

______________________________   ______________________________ 
Cathy McMorris Rodgers    Brett Guthrie 
Ranking Member Ranking Member 
Committee on Energy and Commerce Subcommittee on Health 
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______________________________    
H. Morgan Griffith 
Ranking Member 
Subcommittee on Oversight and  
   Investigations 

 



 
 
April 5, 2022 
 
 
The Honorable Cathy McMorris Rodgers 
Ranking Member 
Committee on Energy and Commerce 
U.S. House of Representatives 
Washington, DC  20515 
 
Dear Representative McMorris Rodgers: 
 
Thank you for your March 14, 2022, letter to the Secretary of Health and Human Services 
requesting documentation related to the reappointment of Institute and Center (IC) Directors at 
the National Institutes of Health (NIH).  As the NIH Acting Principal Deputy Director, I am 
pleased to respond. 
 
As required by the 21st Century Cures Act, IC Directors were placed on 5-year term 
appointments and undergo a review managed by the Office of the Director.  IC Directors 
appointed after December 13, 2016, are on 5-year term appointments corresponding with the 
date of their hire and are subject to the same review.  The review is to assist the NIH Director 
with decision-making for reappointment of IC Directors.  Upon a favorable review, IC Directors 
are placed on new 5-year term appointments from the date of their last review.  All current IC 
Directors who were serving as of December 13, 2016, have undergone review and have been 
reappointed to new 5-year term appointments.  NIH does not make public announcements 
regarding reappointment of current IC Directors.  The attached table reflects the dates IC 
Directors were reviewed and the dates of their reappointments.   
 
I hope this information is helpful to you.  An identical response has been sent to each of the 
co-signers of your letter. 
 
      Sincerely, 
 
 
 
      Tara A. Schwetz, Ph.D. 
      Acting Principal Deputy Director, NIH 
 
Enclosure 
 
 



Name Job��Title ICD��Appt
Employment��NTE��

Date Review��Date
New��Employment��NTE��

Date
FAUCI,ANTHONY��S Director,��NIAID 8/1/1996 12/12/2021 3/6/2018 3/6/2023
HODES,RICHARD��J Director,��NIA 1/3/1999 12/12/2021 12/7/2021 12/7/2026
VOLKOW,NORA��D Director,��NIDA 5/1/2003 12/12/2021 3/20/2018 3/20/2023
GLASS,ROGER��I Director,��FOGARTY��INTL��CTR 6/11/2006 12/12/2021 5/9/2018 5/9/2023
RODGERS,GRIFFIN��P Director,��NIDDK 4/1/2007 12/12/2021 9/5/2018 9/5/2023
GREEN,ERIC��D Director,��NHGRI 12/1/2009 12/12/2021 3/17/2020 3/17/2025
GIBBONS,GARY��H Director,��NHLBI 8/12/2012 12/12/2021 12/8/2017 12/8/2022
LORSCH,JON��R Director,��NIGMS 8/5/2013 12/12/2021 3/29/2018 3/29/2023
KOOB,GEORGE��F Director��NIAAA 1/24/2014 12/12/2021 5/1/2019 5/1/2024
KOROSHETZ,WALTER��J Director,��NINDS 7/12/2015 12/12/2021 11/1/2020 11/1/2025
PEREZ�rSTABLE,ELISEO��J Director,��NIMHD 9/1/2015 12/12/2021 10/1/2020 10/1/2025
BRENNAN,PATRICIA��F Director,��NLM 8/15/2016 12/12/2021 6/24/2021 6/24/2026
GORDON,JOSHUA��A Director,��NIMH 9/12/2016 12/12/2021 11/2/2021 11/2/2026
BIANCHI,DIANA��W Director,��NICHD 11/7/2016 12/12/2021 12/8/2021 12/8/2026

Institute/Center��Director��Review��Dates��and��Appointment��Dates���r��March��2022
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 April 21, 2023 

 

 
The Honorable Xavier Becerra  
Secretary 
U.S. Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, D.C. 20201 
 
 
Secretary Becerra, 

The National Institutes of Health (NIH) has two vacant NIH Institute or Center (IC) 
director positions: one at the National Institute of Allergy and Infectious Diseases (NIAID), and 
the other at the Fogarty International Center. 1 Appointments to these vacant positions are 
critical.   

However, there is no Senate-confirmed NIH Director to help make the appointments. The 
Principal Deputy Director of NIH, who is the senior official �³performing the duties of the 
Director of the [NIH],� 2́ does not have the inherent authority to appoint NIH Institute or Center 
directors. Further, such appointment authority could not be delegated to the Principal Deputy 
Director because Article II of the Constitution assigns the appointment authority of such officials 
to the HHS Secretary. Thus, under the circumstances, it would seem, as the HHS Secretary, you 
need to participate in making these appointments. 

Constitutional considerations merit your involvement in the appointments of the vacant 
NIH IC director positions and reappointments of NIH IC directors, who serve five-year terms. 
There is a legal basis to believe NIH IC directors qualify as inferior officers of the United States 
under Article II of the Constitution since they exercise significant authority. If  NIH IC directors 
are inferior officers, the HHS Secretary must have some involvement in their appointments to 
comply with the Appointments Clause of the Constitution.  Last year, in response to our March 

 
1 For example, Dr. Anthony Fauci recently retired as Director of National Institute of Allergy and Infectious 
Diseases, and Dr. Roger Glass retired as the Director of the Fogarty International Center.  
2 NIH, The NIH Director, Biographical Sketch of Lawrence A. Tabak, D.D.S., Ph.D., https://www.nih.gov/about-
nih/who-we-are/nih-director/biographical-sketch-lawrence-a-tabak-dds-phd  



14, 2022, letter about the reappointments of NIH IC directors, HHS through NIH provided 
information indicating that in recent years the NIH Director appeared to be solely making the 
appointments and/or reappointments.    

In light of these concerns, pursuant to Rules X and XI of the U.S. House of 
Representatives, please respond to the following questions by May 5, 2023: 

 
1. Who is making the appointments for the NIH Institute or Center director positions that 

are vacant?  If it is not the HHS Secretary, what is the legal basis for this official to make 
these appointments? 
 

2. With regard to reappointments of NIH IC directors, what criteria is used for 
reappointments? 
 

3. What was the role of the NIH Director in the reappointments since December 13, 2016?  
Did the NIH Director make the reappointment or the termination? 
 

4. Did the HHS Secretary have any role in the reappointments?  If so, please explain. Does 
the Secretary make any recommendations? 
 

5. Per 42 USC § 284 (a)(2) ���)�������³�>�D�@�S�S�R�L�Q�W�P�H�Q�W�V���D�Q�G���U�H�D�S�S�R�L�Q�W�P�H�Q�W�V���X�Q�G�H�U���W�K�L�V���V�X�E�V�H�F�W�L�R�Q��
shall be made on the basis of ability and experience as it relates to the mission of 
the National Institutes of Health and its components, including compliance with any legal 
requirement that the Secretary or Director of National Institutes of Health determines 
relevant.�´�����:�K�D�W���L�Q�I�R�U�P�D�W�L�R�Q���L�V���X�V�H�G���L�Q���W�K�H���U�H�D�S�S�R�L�Q�W�P�H�Q�W�V���W�R���G�H�W�H�U�P�L�Q�H���D�E�L�O�L�W�\���D�Q�G��
experience as relates to the NIH mission?  Who decides on what information is used?  
Who decides on the appointments and reappointments?  Please provide documentation 
showing that the reappointments were made on the basis of ability and experience.  
 

6. Per 42 USC § 284(a)(2)(F), is there any legal requirement that you as the Secretary 
determined relevant to the reappointment of the IC directors at the NIH? If so, please list 
the requirement(s) and why they were determined relevant.  
 

7.  Per 42 USC § 284(a)(2)(F), is there any legal requirement that the Director 
of NIH determined relevant to the reappointment of the IC directors at the NIH? If so, 
please list the requirement(s) and why they were determined relevant.  
 

8. Per 42 USC § 284(a)(2)(B), NIH Directors must be reappointed in accordance with 
standards applicable to the relevant appointment mechanism.  What is the relevant 
appointment mechanism?  What are the standards applicable to the relevant appointment 
mechanism? 

9. Any internal guidance documents (policies, procedures, etc.) that address the 
appointment, reappointment, assessment, and termination of NIH IC Directors. If these 



are evidence that the Secretary may affect the appointment, reappointment, or termination 
of IC Directors, this may serve to avoid a Constitutional problem. 

10. Has the Secretary delegated the full authority to reappoint or terminate �± and if so, 
pursuant to what authority? 

11. For the reappointed NIH IC directors, please indicate for each director whether they 
received an increase in compensation as a result of the review.   

12. Please provide the forms showing the reappointments of each of the NIH IC directors 
where applicable. 
 

13. For each NIH IC director reappointed since December 13, 2016, please explain what role, 
if any, the Secretary played in the reappointment.   

14. Why do HHS or NIH not make public announcements regarding reappointment of current 
IC Directors?  Will public announcements be made going forward? 

This letter serves as a formal request to preserve all existing and future records and 
�P�D�W�H�U�L�D�O�V���L�Q���1�,�+�¶�V���S�R�V�V�H�V�V�L�R�Q���U�H�O�D�W�L�Q�J���W�R���W�K�H���W�R�S�L�F�V���D�G�G�U�H�V�V�H�G���L�Q���W�K�L�V���O�H�W�W�H�U�����<�R�X���V�K�R�X�O�G���F�R�Q�V�W�U�X�H��
this preservation notice as an instruction to take all reasonable steps to prevent the destruction or 
alteration, whether intentionally or negligently, of all documents, communications, and other 
information, including electronic information and metadata, that are or may be responsive to this 
congressional inquiry. This instruction includes all electronic messages sent using official and 
personal accounts or devices, including records created using text messages, phone-based 
message applications, or encryption software. 

 
An attachment to this letter provides additional instructions for responding to the 

�F�R�P�P�L�W�W�H�H�¶�V���Uequest. If you have any questions, please contact Alan Slobodin of the Majority 
Committee staff at (202) 225-3641.   

 
Sincerely, 

 
 
 
 
Cathy McMorris Rodgers                                       
Chair 
Energy and Commerce Committee 
 
 
 
 
                                                                                
Brett Guthrie                                                            H. Morgan Griffith 
Chair               Chair 
Subcommittee on Health                                         Subcommittee on Oversight and Investigations  



 

CC: Frank Pallone Jr., Ranking Member, Energy and Commerce Committee  
Anna Eshoo, Ranking Member, Subcommittee on Health  
Kathy Castor, Ranking Member, Subcommittee on Oversight and Investigations  
Lawrence A. Tabak, D.D.S., PhD., Senior Official performing the duties of Director, National 

Institutes of Health 
 

 

  



DEPARTMENT OF HEALTH & HUMAN SERVICES   OFFICE OF THE SECRETARY      
__________________________________________________________________________________________________ 

    
             Assistant Secretary for Legislation  
         Washington, DC 20201 

 
 

May 5, 2023 
 

The Honorable Cathy McMorris Rodgers 
Chair 
Committee on Energy and Commerce 
U.S. House of Representatives 
Washington, DC 20515 
 
Dear Chair Rodgers:  
 
Thank you for your April 21, 2023, letter regarding the appointment of Directors to the National 
Institutes of Health (NIH) Institutes or Centers (IC). I am pleased to respond on behalf of the 
Secretary. HHS and its Operating Divisions are committed to ensuring all appointments and 
reappointments are made in accordance with applicable law.  
 
NIH IC Directors are recommended for appointment by the NIH Director and approved for 
appointment by the Secretary of the Department of Health and Human Services (HHS). As the 
recommending official for NIH IC Director selections, the NIH Director initiates nationwide 
searches using search committees to recruit for IC Directors. Search committees are led by two 
Co-Chairs and include current IC Directors and others. The search committee is responsible for 
soliciting candidates, rating applications, conducting first round interviews and reference checks, 
and then refers a short list of the best qualified candidates to the NIH Director. The NIH Director 
assembles interview panels, including current IC Directors, executives in the Office of the 
Director of NIH, and others to conduct second level interviews. Once a suitable candidate has 
been identified, a selection package is forwarded to the HHS Secretary for review and approval. 
After the HHS Secretary approves the appointment, ethics and security clearance checks are 
conducted, and NIH processes the appointment action.  
 
Please find enclosed a production of materials in response to your letter, along with an overview 
of this process, including approximate timelines for search and approval actions. 
 
Reappointments are informed by IC Director Leadership Reviews, a process managed by the 
Immediate Office of the Director of NIH. The IC Director Leadership Review provides the NIH 
Director with appropriate perspective on the direction, leadership, and management of the IC in 
assessing the reappointment. Criteria assessed as part of this process include: (i) scientific 
leadership in promoting, identifying, and supporting quality research in the areas of the IC 
mission in both intramural and extramural programs (as appropriate); (ii) interaction and 
engagement with the scientific community, including but not limited to advisory groups and 
NIH-wide activities and collaborations; (iii) representation and advocacy of the IC and the NIH 
with constituency groups, other Federal and non-Federal institutions and agencies, and Congress; 
(iv) efforts in increasing diversity, equity, inclusion, and accessibility, including increasing 
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participation of underrepresented groups in research and in the workforce of the IC and the field 
as a whole; (v) vision for the future direction of the IC and the field; and (vi) administration of 
the IC, including management of fiscal resources and staff support. Information assessed as part 
of this review process includes publicly available background materials on the activities of the IC 
and the IC Director �± such as �W�K�H���,�&���'�L�U�H�F�W�R�U�¶�V���F�X�U�U�H�Q�W���E�L�R���D�Q�G���&�X�U�U�L�F�X�O�X�P���9�L�W�D�H, summaries of 
recent activities of National Advisory Groups, �D���E�U�L�H�I���V�X�P�P�D�U�\���R�I���W�K�H���,�&���'�L�U�H�F�W�R�U�¶�V���P�D�M�R�U��
accomplishments over the past five years, a synopsis of the accomplishments of the IC, examples 
�R�I���S�X�E�O�L�F�D�W�L�R�Q�V���R�U���R�W�K�H�U���P�D�W�H�U�L�D�O�V���W�K�D�W���K�L�J�K�O�L�J�K�W���W�K�H���,�&�¶�V���J�R�D�O�V���D�Q�G���D�F�F�R�P�S�O�L�V�K�P�H�Q�W�V, and 
speeches or articles commemorating accomplishments of the IC �± as well as information 
developed through interviews with NIH personnel and IC leadership.  
 
IC Directors do not receive pay increases as a result of this five-year review process. IC 
Directors are eligible for pay increases only through the annual rating process established under 
the HHS Senior Executive Service Performance Management System, which covers all Title 
42(f) Executive Level positions. They do not receive pay increases upon extension of their 
appointment after a successful five-year review. Under the executive-level rating process, all pay 
increases and performance bonuses for IC Directors require approval by the Secretary of HHS.  
 
Thank you again for your interest in the important work of the Department. If you or your staff 
have any questions, please feel free to contact the Office of the Assistant Secretary for 
Legislation at (202) 690-7627. 
 

Sincerely,  
 
 
 
Melanie Anne Egorin, PhD 
Assistant Secretary for Legislation 

 
Enclosure 
 
cc:  
Brett Guthrie, Chairman, Subcommittee on Health 
H. Morgan Griffith, Chairman, Subcommittee on Oversight and Investigations 
Frank Pallone, Ranking Member, Committee on Energy and Commerce 
Anna Eshoo, Ranking Member, Subcommittee on Health 
Kathy Castor, Ranking Member, Subcommittee on Oversight and Investigations 

 



CATHY McMORRIS RODGERS, WASHINGTON                    FRANK PALLONE, JR., NEW JERSEY 
                            CHAIR                                                                                                       RANKING MEMBER 

ONE HUNDRED EIGHTEENTH CONGRESS 

Congress of the United States 
House of Representatives 

COMMITTEE ON ENERGY AND COMMERCE 
2125 RAYBURN HOUSE OFFICE BUILDING 

WASHINGTON, DC 20515-6115 
Majority (202) 225-3641 
Minority (202) 225-2927 

 
July 7, 2023 

 
 
The Honorable Xavier Becerra  
Secretary 
U.S. Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, D.C. 20201 
 
 
Secretary Becerra, 
 

We write raising serious concerns about your failure to follow the law and ensure 
accountability for billions of dollars in taxpayer funding at the National Institutes of Health 
(NIH). As detailed below, it has become apparent that you, as Secretary of Health and Human 
Services (HHS), did not reappoint a number of Institute and Center (IC) Directors at the NIH. 
Your failure could have grave implications for the validity of actions taken by 14 NIH IC 
Directors during their unlawful tenure, including former National Institute of Allergy and 
Infectious Disease (NIAID) Director Dr. Anthony Fauci.   
 
Appointment of NIH IC Directors  
 

Congress passed the 21st Century Cures Act with overwhelmingly bipartisan support in 
2016. Under Article II, Section 2 of the Constitution of the United States, NIH IC Directors are 
inferior officers of the United States. Further, section 2033 of the 21st Century Cures Act, titled 
Increasing Accountability at the National Institutes of Health, lays out the framework by which 
NIH IC Directors must be appointed and reappointed.1 Specifically, it requires the Secretary of 
HHS to reappoint NIH IC Directors, including those who were serving at the time of the law’s 
enactment when their five-year terms expired on December 12, 2021.2 
 

The Secretary of HHS is traditionally involved in senior level appointments at the 
department and operating divisions. In past administrations, the Secretary has approved the 
appointments or reappointments of NIH IC Directors. When section 2033 of the 21st Century 
Cures Act became law, it made the requirement explicit and set a term limit; the Secretary must 

 
1 21st Century Cures Act, Pub. L. 114–255, § 2033, 130 Stat. 1033, 1057 (2016). 
2 Id. 
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appoint and reappoint the NIH IC Directors on December 13, 2021.3 As noted by a National 
Academy of Science report: “Most [IC] directors chose to move into the Title 42 program, so 
they are, in fact, already subject to 5-year renewable terms. Under this system, the Secretary of 
Health and Human Services retains approval authority for appointments.4 Thus, the NIH 
Director can only recommend, but not appoint, senior leadership in the agency.” 5 (emphasis 
added) 

 
Investigation and Findings 
 

It has become increasingly clear that you never appointed or reappointed the 14 NIH IC 
Directors in December of 2021. HHS and the NIH repeatedly assured the Committee that the 
NIH IC Directors were validly reappointed but did not produce proper supporting 
documentation. For example, in its first response to the Committee on April 5, 2022, the NIH 
claimed “[a]ll current IC Directors who were serving as of December 13, 2016, have undergone 
review and have been reappointed to new 5-year term appointments,” and submitted a chart 
showing that the NIH Director was the official who made the reappointments of the NIH IC 
Directors, which even if true, is contrary to what the law requires.6  

 
A May 5, 2023, letter from HHS Assistant Secretary Melanie Egorin, in response to our 

April 21, 2023, letter, correctly identified the HHS Secretary as the approving official for NIH IC 
Director appointments but did not respond to the Committee’s questions about the 
reappointments.7 Her letter did not provide any documents establishing the HHS Secretary had 
made the appointments and reappointments.8 HHS staff also declined to confirm the 
reappointments in discussion with Committee staff while again referring the above-mentioned 
chart as evidence of the reappointments. 

 
On June 20, 2023, HHS finally produced documents, titled “Ratification of Prior 

Selection and Prospective Appointment: Appointment Affidavit” (herein after “Appointment 
Affidavit”) , and signed by you, purporting to show that some of the NIH IC Directors at issue 
were reappointed.9 However, the Appointment Affidavits were signed on June 8, 2023, and June 
15, 2023 – not December 13, 2021.10 Critically, no appointment affidavits were produced for two 
NIH IC Directors, Dr. Fauci and Dr. Roger Glass, who were serving in December 2016, but 
retired before June 2023.  

 

 
3 Id. 
4 National Academies of Science, Engineering, and Medicine, Enhancing the Vitality of the National Institutes of 
Health: Organizational Change to Meet New Challenges 112 (2003). 
5 Id. 
6 Letter from Dr. Tara A. Schwetz, Ph.D., Acting Principal Deputy Director, NIH, to the Hon. Cathy McMorris-
Rodgers, the Hon. Morgan Griffith, and the Hon. Brett Guthrie (Apr. 5, 2022) (enclosed as attachment).  
7 Letter from the Hon. Melanie Anne Egorin, Ph.D., Assistant Secretary for Legislation, HHS, to the Hon. Cathy 
McMorris-Rodgers, the Hon. Morgan Griffith, and the Hon. Brett Guthrie (May 5, 2023) (enclosed as attachment). 
8 Id. 
9 Letter from the Hon. Melanie Anne Egorin, Ph.D., Assistant Secretary for Legislation, HHS, to the Hon. Cathy 
McMorris-Rodgers, the Hon. Morgan Griffith, and the Hon. Brett Guthrie (June 20, 2023) (enclosed as attachment). 
10 Id., Appointment Affidavits, CMRAppts000004 to CMRAppts000027 (enclosed as attachment).  
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Based on the information provided to date, the Committee believes that you failed to 
reappoint the NIH IC Directors listed below after their terms expired on December 13, 2021. 
Instead, the NIH handled the reappointments as an internal matter, signed by an NIH human 
resources director, whose name was redacted by HHS. Only after multiple investigative letters 
and extensive discussion with the Committee did you apparently attempt to reappoint these NIH 
IC Directors in a series of signed appointment affidavits issued on June 8, and 15, 2023, some 
eighteen months after their terms expired.11 In total 14 current and former NIH IC Directors are 
impacted:  
 

Dr. Anthony Fauci National Institute of Allergy and 
Infectious Disease (NIAID) 

 
Dr.  Richard Hodes  National Institute on Aging (NIA) 
 
Dr. Nora Volkow National Institute on Drug Abuse 

(NIDA) 
 
Dr. Roger Glass  Fogarty International Center (FIC) 
 
Dr. Griffin Rodgers National Institute of Diabetes and 

Digestive and Kidney Diseases 
(NIDDK)  

 
Dr. Eric Green National Human Genome Research 

Institute (NHGRI) 
 
Dr. Gary Gibbons National Heart, Lung, and Blood 

Institute (NHLBI) 
 
Dr. Jon Lorsch National Institute of General Medical 

Sciences (NIGMS) 
 
Dr. George Koob National Institute on Alcohol Abuse 

and Alcoholism (NIAAA) 
 
Dr. Walter Koroshetz National Institute of Neurological 

Disorders and Stroke (NINDS) 
 
Dr. Elisio Perez-Stable National Institute on Minority Health 

and Health Disparities (NIMHD) 
 
Dr. Patricia Brennan  National Library of Medicine  

     (NLM)  
 

 
11 Id. 
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Dr. Joshua Gordon National Institute of Mental Health 
(NIMH)  

 
Dr. Diana Bianchi National Institute of Child Health 

and Human Development 
(NICHD)12 

 
The failure to reappoint the above NIH IC Directors jeopardizes the legal validity of more 

than $25 billion in federal biomedical research grants made in 2022 alone.13 The 21st Century 
Cures Act requires NIH IC Directors “review and make the final decision with respect” to all 
competitive grant awards issued by their Institute or Center.14 Therefore, the final award decision 
rests with NIH IC Directors. As Assistant Secretary Egorin stated in her May 2023 letter to the 
Committee, this high level of responsibility, coupled with appointment by the Secretary, suggests 
that NIH IC Directors are inferior officers of the United States. The Committee concurs with this 
assessment.  

 
The June 2023 appointment affidavits purport to ratify the prior selection of the NIH IC 

Directors and to prospectively reappoint them. Here selection refers to actions taken by the NIH 
Director to identify candidates to recommend to the Secretary for appointment. The appointment 
affidavits state that the reappointments are only prospective.15 Thus, the June 2023 
reappointments do not retroactively ratify the decisions that NIH IC Directors made while not 
lawfully appointed – those decisions occurring between December 14, 2021, and the June 2023 
reappointments affidavits. A recent U.S. Court of Appeals decision also suggests that actions 
taken by NIH IC Directors while they were not lawfully appointed are legally invalid.16  

 
As stated above, HHS has produced no documentation showing that Dr. Fauci and Dr. 

Glass were reappointed as NIAID Director and Fogarty International Center Director, 
respectively. Both retired prior to the issuance of the June 2023 appointment affidavits. Given his 
central role in the COVID-19 response, the Committee is particularly concerned about the failure 
to reappoint Dr. Fauci. Without reappointment, Dr. Fauci continued to serve as NIAID Director 
until his retirement on December 31, 2022.17 If Dr. Fauci was never reappointed, every action he 
took is potentially invalid.  

 
During that time, Dr. Fauci also served as President Biden’s Chief Medical Adviser. He 

regularly attended high-level meetings with Biden administration leadership and policy makers, 
 

12 Supra, note 7. 
13 NIH Center and Institute Grant Awards and Funding Fiscal Year 2022 (on file with Committee).  
14 Supra, note 1. 
15 Supra, note 7. 
16 Lucia v. Sec. & Exch. Comm'n, 138 S. Ct. 2044 (2018) (holding SEC ALJs are "Officers" subject to the 
Appointments Clause and that claimants are entitled to an independent decision issued by a different ALJ if a timely 
challenged ALJ decision is “tainted” by a pre-ratification ALJ decision); see also Cody v. Kijikazi, No. 21-3553, 
2022 U.S. App. LEXIS 25355 (9th Cir. Sept. 8, 2022) (“An Appointments Clause violation is thus no mere 
technicality or quaint formality—it weakens our constitutional design. An appointment too far removed from the 
President or the head of an executive agency may, for example, erode political accountability").   
17 Press Release, NIAID,  Dr. Anthony Fauci to Leave NIAID at the End of December (Dec. 7, 2022) 
(https://www.niaid.nih.gov/grants-contracts/dr-anthony-fauci-leave-niaid-end-
december#:~:text=At%20the%20end%20of%20this,positions%2C%20I%20am%20not%20retiring).  
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including the National Security Council and the intelligence community.18 He was instrumental 
in crafting the administration’s response to the pandemic and was an outspoken advocate for 
intrusive public health mandates.19 Dr. Fauci, who remained the highest paid federal employee 
with an annual salary of $480,654, also made controversial decisions at NIAID during 2022.20 
He awarded a new grant to EcoHealth Alliance despite unanswered concerns raised by us and 
others about possible EcoHealth double-billing USAID and NIH for the same research expenses 
and their failure to produce laboratory notebooks and other records from the Wuhan Institute of 
Virology.21 That he could have amassed and exercised all of this authority and influence without 
being duly reappointed as NIAID Director demonstrates how ineffective HHS is at managing its 
component agencies and how little accountability currently exists.  

 
Your failure to follow the 21st Century Cures Act and reappoint 14 of the 27 IC Directors, 

which represents just over 50 percent of NIH IC Directors, is unacceptable. You have not 
complied with your oath to faithfully discharge the duties of your office. That HHS and the NIH 
spent 15 months obstructing the Committee to coverup your failure only makes matters worse. 
HHS and the NIH should have known within days of receiving the Committee’s March 14, 2022, 
letter that the reappointments as legally required had not occurred. Rather than addressing the 
problem in consultation with the Committee, HHS and the NIH repeatedly misled the 
Committee, claiming “[a]ll current IC Directors who were serving as of December 13, 2016… 
have been reappointed to new 5-year term appointments.” This misrepresentation calls into 
question the veracity of other representations made to the Committee by HHS and the NIH, 
particularly those made by their respective legislative affairs offices.22  

 
The Committee needs to understand the consequences of your failure to reappoint NIH 

IC Directors on federal biomedical research and other related issues, such as potential violations 
of the “purpose”  statute, 31 U.SC. 1301(a), that restricts appropriated funds to their authorized 
purposes and the Antideficiency Act. We also intend to get a full accounting of who at HHS and 
the NIH decided to mislead the Committee and why. HHS and the NIH’s bad faith and failure to 

 
18 Press Briefing, White House, Press Briefing by Press Secretary Karine Jean-Pierre, COVID-�U�������5�H�V�S�R�Q�V�H��
Coordinator Dr. Ashish Jha, and Chief Medial Advisor Dr. Anthony Fauci (Nov. 22, 2022) 
(https://www.whitehouse.gov/briefing-room/press-briefings/2022/11/22/press-briefing-by-press-secretary-karine-
jean-pierre-covid-19-response-coordinator-dr-ashish-jha-and-chief-medial-advisor-dr-anthony-fauci/).  
19 Brittany Bernstein, Fauci: ‘Inexplicable’ That Americans See Forced Masking as Encroachment on Freedom, 
National Review (Aug. 10, 2022) (https://www.nationalreview.com/news/fauci-inexplicable-that-americans-see-
forced-masking-as-encroachment-on-freedom/).  
20 Justin Anderson, Dr. Anthony Fauci is paid more than the president — here's how much he earns as he prepares 
to retire from public service, Yahoo Moneywise (Sept. 5, 2022) (https://www.yahoo.com/video/dr-anthony-fauci-
paid-more-130000506.html).  
21 Ronn Blitzer, NIH gives new grant to EcoHealth Alliance to research bat coronaviruses, despite concerns over 
Wuhan lab link, Fox News (Oct. 3, 2022) (https://www.foxnews.com/politics/nih-gives-new-grant-ecohealth-
alliance-research-bat-coronaviruses-despite-concerns-wuhan-lab-link); see also HHS Office of the Inspector 
General, The National Institutes of Health and EcoHealth Alliance Did Not Effectively Monitor Awards and 
Subawards, Resulting in Missed Opportunities to Oversee Research and Other Deficiencies (Jan. 2023) 
(https://oig.hhs.gov/oas/reports/region5/52100025.pdf); see also U.S. Gov’t Accountability Office, GAO-23-
106119, Federal Research: NIH Could Take Additional Actions to Manage Risks Involving Foreign Subrecipients 
(Jun. 2023).   
22 Letter from the Hon. Melanie Anne Egorin, Ph.D., Assistant Secretary for Legislation, HHS, to the Hon. Cathy 
McMorris-Rodgers, the Hon. Morgan Griffith, and the Hon. Brett Guthrie (Apr. 26, 2023) (on file with Committee). 
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follow the law in this matter epitomizes why Americans no longer trust federal public health 
agencies. Not only did HHS and NIH ignore the law, it is also grossly unfair that Dr. Fauci – 
who unlawfully held his position after December 13, 2021 – could use his authority to push 
authoritarian mandates on the American people during the COVID-19 pandemic response. 
Greater accountability is needed.  

 
Oversight is part of our constitutional responsibilities, and we expect you and your staff 

not to mislead the Committee but to work constructively with us and provide the requested 
documents and information. To assist our inquiry, pursuant to Rules X and XI of the U.S. House 
of Representatives, please provide by July 21, 2023, the following: 

 
1. With regard to reappointments of NIH IC Directors, what criteria is used for 

reappointments? 
 

2. What was the role of the NIH Director in the reappointments since December 13, 2016?  
Did the NIH Director make a recommendation for the reappointment or the termination 
for each applicable NIH IC Director? Please provide copies of all correspondence 
between the NIH Director and HHS officials mentioning the appointment or 
reappointment of the NIH IC Directors from June 2021 through today.  

 
3. Did the HHS Secretary have any role in the NIH human resources actions taken in 

December 2021?  If so, please explain your apparent lack of involvement? 
 

4. Please provide copies of all correspondence between the Office of the Secretary and HHS 
officials that discuss, mention or reference the attempts at appointments and 
reappointments of the NIH IC Directors from June 2021 to today. 
 

5. Upon realizing that none of the 14 NIH IC Director appointments had been made as 
required by the Constitution, did NIH or HHS consult the Department of Justice, 
including its Office of Legal Counsel, White House Counsel’s Office, or outside legal 
counsel? If so, identify who was consulted and when.  

  
6. Per 42 U.S.C. § 284 (a)(2) (F), “[a]ppointments and reappointments under this subsection 

shall be made on the basis of ability and experience as it relates to the mission of the 
National Institutes of Health and its components, including compliance with any legal 
requirement that the Secretary or Director of National Institutes of Health determines 
relevant.”  What information is used in the reappointments to determine ability and 
experience as relates to the NIH mission?  Who decides on what information is used?  
Who decides on the appointments and reappointments?  Please provide documentation 
showing that the reappointments were made on the basis of ability and experience.  

  
7. Per 42 U.S.C. § 284(a)(2)(F), is there any legal requirement that you as the Secretary 

determined relevant to the reappointment of the NIH IC directors at the NIH? If so, 
please list the requirement(s) and why they were determined relevant.  
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8.  Per 42 U.S.C. § 284(a)(2)(F), is there any legal requirement that the Director of the NIH 
determined relevant to the reappointment of the NIH IC Directors at the NIH? If so, 
please list the requirement(s) and why they were determined relevant.  

  
9. Per 42 U.S.C. § 284(a)(2)(B), NIH IC Directors must be reappointed in accordance with 

standards applicable to the relevant appointment mechanism.  What is the relevant 
appointment mechanism?  What are the standards applicable to the relevant appointment 
mechanism? 

 
10. Any internal guidance documents (policies, procedures, etc.) that address the 

appointment, reappointment, assessment, and termination of NIH IC Directors. 
 

11. All documents related to the notification of NIH IC Directors about their reappointments, 
including notification of their Appointment Affidavits. 

 
12. Explain in detail the clearance and approval process for the April 5, 2022, letter from 

NIH Acting Principal Deputy Director Tara A. Schwetz, including its attached chart, to 
then Ranking Members Rodgers, Griffith, and Guthrie. As part of your answer, identify 
every official, employee, or appointee of the NIH, HHS, the Executive Office of the 
President, including but not limited to the Office of Science and Technology Policy 
(OSTP), or the White House who drafted, reviewed, edited, or approved the letter.  
 

13. Produce all communications and documents referring or relating to the March 14, 2022, 
letter from then Ranking Members Rodgers, Griffith, and Guthrie to Secretary Becerra. 
 

14. Produce all communications and documents referring or relating to the April 5, 2022, 
letter from NIH Acting Principal Deputy Director Tara A. Schwetz, including its attached 
chart, to then Ranking Members Rodgers, Griffith, and Guthrie. For this request priority 
custodians include: 
 

a. Dr. Lawrence A. Tabak; 
b. Dr Tara A. Schwetz; 
c. Adrienne Hallett; 
d. Lauren Higgins; and 
e. Jennifer Plank-Bazinet.  

 
Please be advised that intentional misstatements or omissions in response to the above 

questions may constitute federal criminal violations under 18 U.S.C. §1001. In addition, the 
Committee believes that interviews from HHS and NIH officials and employees about this 
matter may be necessary.   

 
Finally, this letter serves as a formal request to preserve all existing and future records 

and materials in HHS and the NIH’s possession relating to the topics addressed in this letter. You 
should construe this preservation notice as an instruction to take all reasonable steps to prevent 
the destruction or alteration, whether intentionally or negligently, of all documents, 
communications, and other information, including electronic information and metadata, that are 
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or may be responsive to this congressional inquiry. This instruction includes all electronic 
messages sent using official and personal accounts or devices, including records created using 
text messages, phone-based message applications, or encryption software. 

 
If you have any questions, please contact the Majority Committee staff at (202) 225-

3641. Thank you for your attention to this request.  
 

Sincerely, 

 
 
 
 
Cathy McMorris Rodgers                                       
Chair 
Energy and Commerce Committee 
 
 
 
 
                                                                                
Brett Guthrie                                                            H. Morgan Griffith 
Chair               Chair 
Subcommittee on Health                                         Subcommittee on Oversight and Investigations  
 
CC:   The Honorable Frank Pallone, Ranking Member 

The Honorable Anna Eshoo, Ranking Member, Subcommittee on Health 
The Honorable Kathy Castor, Ranking Member, Subcommittee on Oversight and 
Investigations 
Lawrence A. Tabak, D.D.S., PhD., Senior Official performing the duties of Director, 
National Institutes of Health 
Dr. Richard Hodes, M.D., Director, National Institute on Aging (NIA) 
Dr. Nora Volkow, M.D., Director, National Institute on Drug Abuse (NIDA) 
Dr. Griffin Rodgers, M.D., M.A.C.P., Director, National Institute of Diabetes and 
Digestive and Kidney Diseases (NIDDK) 
Dr. Eric Green , Director, M.D., Ph.D., National Human Genome Research Institute 
(NHGRI) 
Dr. Gary Gibbons, M.D., Director, National Heart, Lung, and Blood Institute (NHLBI) 
Dr. Jon Lorsch , Ph.D., Director, National Institute of General Medical Sciences (NIGMS) 
Dr. George Koob, Ph.D., Director, National Institute on Alcohol Abuse and Alcoholism 
(NIAAA)  
Dr. Walter Koroshetz, M.D., Director, National Institute of Neurological Disorders and 
Stroke (NINDS) 
Dr. Elisio Perez-Stable, M.D., Director, National Institute on Minority Health and Health 
Disparities (NIMHD) 
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Dr. Patricia Brennan, RN, Ph.D., Director, National Library of Medicine (NLM)  
Dr. Anthony Fauci, M.D. 
Dr. Roger Glass, M.D., Ph.D., MPH. 

 
Attachments 
Letter from Dr. Tara A. Schwetz, Ph.D., Acting Principal Deputy Director, NIH, to the Hon. 
Cathy McMorris-Rodgers, the Hon. Morgan Griffith, and the Hon. Brett Guthrie (Apr. 5, 2022). 
Letter from the Hon. Melanie Anne Egorin, Ph.D., Assistant Secretary for Legislation, HHS, to 
the Hon. Cathy McMorris-Rodgers, the Hon. Morgan Griffith, and the Hon. Brett Guthrie (May 
5, 2023) (attachments included). 
Letter from the Hon. Melanie Anne Egorin, Ph.D., Assistant Secretary for Legislation, HHS, to 
the Hon. Cathy McMorris-Rodgers, the Hon. Morgan Griffith, and the Hon. Brett Guthrie (June 
20, 2023) (attachments included). 
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August 9, 2023 

 
 
The Honorable Xavier Becerra  
Secretary 
U.S. Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, D.C. 20201 
 
 
Secretary Becerra, 
 

Pursuant to Rules X and XI of the U.S. House of Representatives, the committee is 
continuing its investigation into whether appointments and reappointments of National Institutes 
of Health (NIH) Institute and Center Directors (IC Directors) comply with the Constitution and 
other legal requirements, most notably the 21st Century Cures Act. Our concerns were outlined in 
our April 21, 2023, letter to you. 

 
We write today because we are concerned that you may be continuing on an 

unconstitutional appointment process in an effort to avoid accountability for your previous 
failure to properly reappoint the 14 IC Directors in December 2021. 

 
On August 2, 2023, the NIH issued a press release announcing the appointment of Dr. 

Jeanne Marrazzo as director of the National Institute of Allergy and Infectious Diseases (NIAID) 
�D�Q�G���W�K�D�W���V�K�H���Z�R�X�O�G���R�Y�H�U�V�H�H���1�,�$�,�'�¶�V�������������E�L�O�O�L�R�Q���E�X�G�J�H�W�����7�K�H���S�U�H�V�V���U�H�O�H�D�V�H���V�W�D�W�H�G���W�K�D�W���'�U����
Lawrence Tabak, the Acting Director for the NIH, named her to this position. The press release 
included no statement from you or any indication that you had a role in her appointment. 

 
HHS has acknowledged the Secretary must appoint NIH IC directors. The May 5, 2023, 

response letter from Health and Human Services (HHS) Assistant Secretary Melanie Egorin 
stated the HHS Secretary is the approving official for NIH IC director appointments and the NIH 
director is the recommending official. �+�H�U���O�H�W�W�H�U���X�Q�H�T�X�L�Y�R�F�D�O�O�\���V�W�D�W�H�V�����³�1�,�+���,�&���'�L�U�H�F�W�R�U�V���D�U�H��
recommended for appointment by the NIH Director and approved for appointment by the 
�6�H�F�U�H�W�D�U�\���R�I���W�K�H���'�H�S�D�U�W�P�H�Q�W���R�I���+�H�D�O�W�K���D�Q�G���+�X�P�D�Q���6�H�U�Y�L�F�H�V�����+�+�6�����´  Further, you signed 
affidavits of reappointment with prospective effect of certain NIH IC directors in June 2023. 
Your affidavits expressly invoked the Appointments Clause, which tacitly acknowledges that the 
IC Directors are inferior officers of the United States. 
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Since the May 5, 2023, letter, HHS has changed its position and now claims that the NIH 

Director can appoint IC Directors. This position is legally without merit. We believe it reflects an 
attempt to justify your previous failure to appoint the Directors. Moreover, even if such 
appointments were legally permissible, it appears that then-NIH Director Francis Collins never 
reappointed the IC Directors after their terms expired in December 2021. Eighteen months after 
we first inquired about the appointments, HHS and NIH have thus far failed to produce any 
documents indicating that Dr. Collins made the reappointments. �)�X�U�W�K�H�U�����H�Y�H�Q���X�Q�G�H�U���+�+�6�¶�V��
changed position, Dr. Tabak, as the Acting NIH Director, lacks the authority to make Dr. 
�0�D�U�U�D�]�]�R�¶�V���D�S�S�R�L�Q�W�P�H�Q�W�����L�I���L�Q���I�D�F�W���K�H���P�D�G�H���W�K�H���D�S�S�R�L�Q�W�P�H�Q�W�� 

 
Our concerns that the reappointments never occurred have only grown more acute 

following your �W�H�V�W�L�P�R�Q�\���E�H�I�R�U�H���W�K�H���&�R�P�P�L�W�W�H�H�¶�V���6�X�E�F�R�P�P�L�W�W�H�H���R�Q���2�Y�H�U�V�L�J�K�W���D�Q�G���,�Q�Y�H�V�W�L�J�D�W�L�R�Q�V��
on July 26, 2023:  
 
Chair Rogers:  Who reappointed the IC directors when their terms expired 

in December of 2021?  Yes or no, are you claiming then that 
NIH Director Francis Collins signed the appointment 
paperwork? 

 
Secretary Becerra:   Madam Chair, as we have said to you, whether in letter or 

orally, the appointments we have made are valid.  We stand 
�E�\���W�K�R�V�H���D�S�S�R�L�Q�W�P�H�Q�W�V�������,�I���\�R�X���U�H�D�G���W�K�H���V�W�D�W�X�W�H�����L�W�
�V���Y�H�U�\���«��
clear the director �V�K�D�O�O�� �E�H�� �D�S�S�R�L�Q�W�H�G�� �«�� �E�\�� �W�K�H�� �6�H�F�U�H�W�D�U�\����
acting through the director of the National Institute of 
Health. 

 
Chair Rogers: �«�>�,�@�V���W�K�H�U�H���D���I�R�U�P���L�Q���1�,�+���R�U���D�W���+�+�6���Z�L�W�K���'�L�U�H�F�W�R�U���&�R�O�O�L�Q�V�¶�V��

signature reappointing Anthony Fauci and the rest of the IC 
directors? And if so, why will you not provide it to us? 

 
Secretary Becerra:   Madam Chair, there is ample evidence of the process that we 

use.  It is valid under law.  The appointments we have made, 
we stand by them. 

 
Chair Rogers:   So, Mr. Secretary, is there a form?  Is there a letter?  Can you 

provide us any documentation that Dr. Collins appointed -- 
reappointed these IC directors? 

 
Secretary Becerra:   Although we have already provided you with a lot of 

�L�Q�I�R�U�P�D�W�L�R�Q���� �,�
�P�� �P�R�U�H�� �W�K�D�Q�� �Z�L�O�O�L�Q�J�� �W�R�� �K�D�Y�H�� �P�\�� �W�H�D�P�� �«��
follow up with you on that particular question. 

   
If these documents exist, your continued refusal to produce them is inexplicable given the 
potential ramifications for federal biomedical research funding.  
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The failure to appoint this number of inferior officers of the United States is 
unprecedented. It jeopardizes the legal validity of more than $25 billion in federal biomedical 
research grants made in 2022 alone. The 21st Century Cures Act requires NIH IC Directors to 
�³�U�H�Y�L�H�Z���D�Q�G���P�D�N�H���W�K�H���I�L�Q�D�O���G�H�F�L�V�L�R�Q���Z�L�W�K���U�H�V�S�H�F�W�´���W�R���D�O�O���F�R�P�S�H�W�L�W�L�Y�H���J�U�D�Q�W���D�Z�D�U�G�V���L�V�V�X�H�G���E�\���W�K�H�L�U��
Institute or Center. Thus, the final award decision rests with NIH IC Directors. Supreme Court 
precedent strongly suggests that the remedy for the failure to correctly reappoint the IC Directors 
would be to invalidate any decision made by the Directors that is challenged in court.1 
  

Since the enactment of the 21st Cures Act in 2016, it is our understanding that the HHS 
Secretary in the previous administration personally approved the appointments of NIH IC 
directors.  This precedent, the clear commands of the �8���6�����&�R�Q�V�W�L�W�X�W�L�R�Q�¶�V��Appointments Clause 
along with your affidavits of prospective reappointments and HHS correspondence indicate you 
are required to appoint all NIH IC Directors, including Dr. Jeanne Marrazzo to be the Director of 
NIAID.  
 

Please provide a copy of the appointment document for Dr. Jeanne Marrazzo to be the 
Director of NIAID by no later than August 23, 2023. 

 
Sincerely, 

 
 
 
 
Cathy McMorris Rodgers                                       
Chair 
Energy and Commerce Committee 
 
 
 
 
                                                                                
Brett Guthrie                                                            H. Morgan Griffith 
Chair               Chair 
Subcommittee on Health                                         Subcommittee on Oversight and Investigations  
 
CC:  The Honorable Frank Pallone, Ranking Member 
        The Honorable Anna Eshoo, Ranking Member, Subcommittee on Health 
        The Honorable Kathy Castor, Ranking Member, Subcommittee on Oversight and 

Investigations 
 
 

 
1Lucia v. Sec. & Exch. Comm'n, 138 S. Ct. 2044 (2018) (holding SEC ALJs are "Officers" subject to the 
Appointments Clause and that claimants are entitled to an independent decision issued by a different ALJ if a timely 
�F�K�D�O�O�H�Q�J�H�G���$�/�-���G�H�F�L�V�L�R�Q���L�V���³�W�D�L�Q�W�H�G�´���E�\���D���S�U�H-ratification ALJ decision); see also Cody v. Kijikazi, No. 21-3553, 
2022 U.S. App. LEXIS 25355 (9th Cir. Sept. 8, 2022) ���³�$�Q���$�S�S�R�L�Q�W�P�H�Q�W�V���&�O�D�X�V�H���Y�L�R�O�D�W�L�R�Q���L�V���W�K�X�V���Q�R���P�H�U�H��
technicality or quaint formality�² it weakens our constitutional design. An appointment too far removed from the 
President or the head of an executive agency may, for example, erode political accountability"). 
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Lawrence A. Tabak, D.D.S., PhD. 
Acting NIH Director  
National Institutes of Health 
9000 Rockville Pike 
Bethesda, MD 20892 
 
 
Dr. Tabak, 
 

We write to inform you of our intention to issue a subpoena to obtain �F�R�S�L�H�V���R�I��
�G�R�F�X�P�H�Q�W�V���S�X�U�S�R�U�W�H�G���W�R���E�H���L�Q���W�K�H���F�X�V�W�R�G�\���R�I���W�K�H���1�D�W�L�R�Q�D�O���,�Q�V�W�L�W�X�W�H�V���R�I���+�H�D�O�W�K�����1�,�+�������V�L�J�Q�H�G���D�Q�G��
�G�D�W�H�G���E�\���'�U�����)�U�D�Q�F�L�V���&�R�O�O�L�Q�V�����W�K�H�Q���'�L�U�H�F�W�R�U���R�I���1�,�+�����U�H�D�S�S�R�L�Q�W�L�Q�J���F�H�U�W�D�L�Q���1�,�+���L�Q�V�W�L�W�X�W�H���R�U���F�H�Q�W�H�U��
�G�L�U�H�F�W�R�U�V���V�R�P�H�W�L�P�H���L�Q���'�H�F�H�P�E�H�U�����������������,�Q���D�G�G�L�W�L�R�Q�����W�K�H���V�X�E�S�R�H�Q�D���Z�R�X�O�G���D�O�V�R���H�Q�F�R�P�S�D�V�V���D��
�G�R�F�X�P�H�Q�W���V�L�J�Q�H�G���D�Q�G���G�D�W�H�G���E�\���\�R�X���L�Q���\�R�X�U���F�D�S�D�F�L�W�\���D�V���$�F�W�L�Q�J���'�L�U�H�F�W�R�U���R�I���W�K�H���1�,�+���R�U���E�\���D�Q�R�W�K�H�U��
�1�,�+���R�I�I�L�F�L�D�O���D�S�S�R�L�Q�W�L�Q�J���-�H�D�Q�Q�H���0�D�U�U�D�]�]�R���W�R���E�H���W�K�H���'�L�U�H�F�W�R�U���R�I���W�K�H���1�D�W�L�R�Q�D�O���,�Q�V�W�L�W�X�W�H���R�I���$�O�O�H�U�J�\��
�D�Q�G���,�Q�I�H�F�W�L�R�X�V���'�L�V�H�D�V�H�V�����1�,�$�,�'���� 

�:�H���V�H�Q�W���+�+�6���6�H�F�U�H�W�D�U�\���;�D�Y�L�H�U���%�H�F�H�U�U�D���D���U�H�T�X�H�V�W���O�H�W�W�H�U���R�Q���$�X�J�X�V�W���������������������U�H�T�X�H�V�W�L�Q�J���W�K�H��
�G�R�F�X�P�H�Q�W���V�X�E�V�W�D�Q�W�L�D�W�L�Q�J���W�K�H���D�S�S�R�L�Q�W�P�H�Q�W���R�I���-�H�D�Q�Q�H���0�D�U�U�D�]�]�R���W�R���E�H���'�L�U�H�F�W�R�U���R�I���1�,�$�,�'�����E�X�W���+�+�6��
�K�D�V���I�D�L�O�H�G���W�R���U�H�V�S�R�Q�G���W�R���W�K�L�V���U�H�T�X�H�V�W�������3�X�E�O�L�F���D�Q�Q�R�X�Q�F�H�P�H�Q�W�V���I�U�R�P���W�K�H���1�,�+���V�X�J�J�H�V�W���W�K�D�W���D�Q���1�,�+��
�R�I�I�L�F�L�D�O���D�S�S�R�L�Q�W�H�G���'�U�����0�D�U�U�D�]�]�R�����H�Y�H�Q���W�K�R�X�J�K���W�K�L�V���F�R�P�P�L�W�W�H�H���K�D�V���Q�R�W�H�G�����D�Q�G���+�+�6���D�W���R�Q�H���S�R�L�Q�W��
�D�S�S�D�U�H�Q�W�O�\���D�J�U�H�H�G�����W�K�D�W���D�S�S�R�L�Q�W�P�H�Q�W�V���R�U���U�H�D�S�S�R�L�Q�W�P�H�Q�W�V���R�I���1�,�+���L�Q�V�W�L�W�X�W�H���R�U���F�H�Q�W�H�U���G�L�U�H�F�W�R�U�V���Q�H�H�G��
�W�R���E�H���P�D�G�H���E�\���W�K�H���+�+�6���6�H�F�U�H�W�D�U�\��1�� 

�7�K�L�V���I�D�L�O�X�U�H���W�R���U�H�V�S�R�Q�G���L�V���S�D�U�W���R�I���D���O�D�U�J�H�U���S�D�W�W�H�U�Q���I�U�R�P���+�+�6���D�Q�G���W�K�H���1�,�+���V�L�Q�F�H���0�D�U�F�K��
�����������W�R���P�D�N�H���D�V�V�H�U�W�L�R�Q�V���W�K�D�W���D�S�S�R�L�Q�W�P�H�Q�W�V���R�U���U�H�D�S�S�R�L�Q�W�P�H�Q�W�V���R�I���1�,�+���L�Q�V�W�L�W�X�W�H���D�Q�G���F�H�Q�W�H�U��
�G�L�U�H�F�W�R�U�V���K�D�Y�H���E�H�H�Q���O�D�Z�I�X�O�����E�X�W���Z�L�W�K�R�X�W���S�U�R�G�X�F�L�Q�J���D�Q�\���G�R�F�X�P�H�Q�W�V���R�U���R�W�K�H�U���H�Y�L�G�H�Q�F�H���R�Q���Z�K�L�F�K���W�R��
�H�Y�D�O�X�D�W�H���W�K�H�V�H���F�O�D�L�P�V�����7�K�H���&�R�P�P�L�W�W�H�H���K�D�V���P�D�G�H���P�X�O�W�L�S�O�H���U�H�T�X�H�V�W�V���I�R�U���W�K�H�V�H���G�R�F�X�P�H�Q�W�V���E�\���O�H�W�W�H�U�V��

 
1���$���0�D�\���������������������O�H�W�W�H�U���I�U�R�P���+�+�6���$�V�V�L�V�W�D�Q�W���6�H�F�U�H�W�D�U�\���0�H�O�D�Q�L�H���(�J�R�U�L�Q�����L�Q���U�H�V�S�R�Q�V�H���W�R���R�X�U���$�S�U�L�O�����������������������O�H�W�W�H�U����
�F�R�U�U�H�F�W�O�\���L�G�H�Q�W�L�I�L�H�G���W�K�H���+�+�6���6�H�F�U�H�W�D�U�\���D�V���W�K�H���D�S�S�U�R�Y�L�Q�J���R�I�I�L�F�L�D�O���I�R�U���1�,�+���,�&���'�L�U�H�F�W�R�U���D�S�S�R�L�Q�W�P�H�Q�W�V���E�X�W���G�L�G���Q�R�W��
�U�H�V�S�R�Q�G���W�R���W�K�H���&�R�P�P�L�W�W�H�H�¶�V���T�X�H�V�W�L�R�Q�V���D�E�R�X�W���W�K�H���U�H�D�S�S�R�L�Q�W�P�H�Q�W�V�����/�H�W�W�H�U���I�U�R�P���W�K�H���+�R�Q�����0�H�O�D�Q�L�H���$�Q�Q�H���(�J�R�U�L�Q�����3�K���'������
�$�V�V�L�V�W�D�Q�W���6�H�F�U�H�W�D�U�\���I�R�U���/�H�J�L�V�O�D�W�L�R�Q�����+�+�6�����W�R���W�K�H���+�R�Q�����&�D�W�K�\���0�F�0�R�U�U�L�V���5�R�G�J�H�U�V�����W�K�H���+�R�Q�����0�R�U�J�D�Q���*�U�L�I�I�L�W�K�����D�Q�G���W�K�H��
�+�R�Q�����%�U�H�W�W���*�X�W�K�U�L�H�����0�D�\�������������������� 



�/�H�W�W�H�U���W�R���'�U����Lawrence A. Tabak 
�3�D�J�H�������R�I���� 
 
���0�D�U�F�K���������������$�S�U�L�O���������������-�X�O�\�����������������S�K�R�Q�H���F�D�O�O�V���H�P�D�L�O�V���E�H�W�Z�H�H�Q���F�R�P�P�L�W�W�H�H���V�W�D�I�I���D�Q�G���+�+�6���1�,�+��
�V�W�D�I�I�����D�Q�G���P�\���U�H�T�X�H�V�W���W�R���+�+�6���6�H�F�U�H�W�D�U�\���;�D�Y�L�H�U���%�H�F�H�U�U�D���D�W���W�K�H���-�X�O�\�����������������������K�H�D�U�L�Q�J�����6�H�H��
�D�W�W�D�F�K�P�H�Q�W�V�������+�+�6���D�Q�G���1�,�+���K�D�Y�H���F�R�Q�V�L�V�W�H�Q�W�O�\���I�D�L�O�H�G���W�R���S�U�R�G�X�F�H���Y�R�O�X�Q�W�D�U�L�O�\���G�R�F�X�P�H�Q�W�V��
�V�X�E�V�W�D�Q�W�L�D�W�L�Q�J���W�K�D�W���H�L�W�K�H�U���+�+�6���6�H�F�U�H�W�D�U�\���%�H�F�H�U�U�D���R�U���'�U�����)�U�D�Q�F�L�V���&�R�O�O�L�Q�V�����W�K�H�Q���'�L�U�H�F�W�R�U���R�I���1�,�+����
�U�H�D�S�S�R�L�Q�W�H�G���F�H�U�W�D�L�Q���1�,�+���L�Q�V�W�L�W�X�W�H���R�U���F�H�Q�W�H�U���G�L�U�H�F�W�R�U�V���V�R�P�H�W�L�P�H���L�Q���'�H�F�H�P�E�H�U���������������� 

�$�V���Q�R�W�H�G���E�\���W�K�H���'�H�S�D�U�W�P�H�Q�W���R�I���-�X�V�W�L�F�H�����2�I�I�L�F�H���R�I���/�H�J�D�O���&�R�X�Q�V�H�O���P�H�P�R�U�D�Q�G�X�P���R�I���0�D�\��������
��������2�����Z�K�H�Q���D���F�R�P�P�L�W�W�H�H�����V�X�E�F�R�P�P�L�W�W�H�H�����R�U���F�K�D�L�U�P�D�Q���H�[�H�U�F�L�V�L�Q�J���G�H�O�H�J�D�W�H�G���R�Y�H�U�V�L�J�K�W���D�X�W�K�R�U�L�W�\��
�D�V�N�V���I�R�U���L�Q�I�R�U�P�D�W�L�R�Q���I�U�R�P���W�K�H���(�[�H�F�X�W�L�Y�H���%�U�D�Q�F�K�����W�K�D�W���U�H�T�X�H�V�W���W�U�L�J�J�H�U�V���W�K�H���³�L�P�S�O�L�F�L�W���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O��
�P�D�Q�G�D�W�H���W�R���V�H�H�N���R�S�W�L�P�D�O���D�F�F�R�P�P�R�G�D�W�L�R�Q���������������R�I���W�K�H���Q�H�H�G�V���R�I���W�K�H���F�R�Q�I�O�L�F�W�L�Q�J���E�U�D�Q�F�K�H�V���´���8�Q�L�W�H�G��
�6�W�D�W�H�V���Y�����$�7�	�7���&�R���������������)�����G�����������������������'���&�����&�L�U�������������������V�H�H���D�O�V�R���D�W���������±�����������G�H�V�F�U�L�E�L�Q�J���W�K�H��
�³�>�Q�@�H�J�R�W�L�D�W�L�R�Q���E�H�W�Z�H�H�Q���W�K�H���W�Z�R���E�U�D�Q�F�K�H�V�´���D�V���³�D���G�\�Q�D�P�L�F���S�U�R�F�H�V�V���D�I�I�L�U�P�D�W�L�Y�H�O�\���I�X�U�W�K�H�U�L�Q�J���W�K�H��
�F�R�Q�V�W�L�W�X�W�L�R�Q�D�O���V�F�K�H�P�H�´�������6�X�F�K���R�Y�H�U�V�L�J�K�W���U�H�T�X�H�V�W�V���D�U�H���H�Q�I�R�U�F�H�D�E�O�H���E�\���W�K�H���L�V�V�X�D�Q�F�H���R�I���D���V�X�E�S�R�H�Q�D��
�D�Q�G���W�K�H���S�R�W�H�Q�W�L�D�O���I�R�U���F�R�Q�W�H�P�S�W���R�I���&�R�Q�J�U�H�V�V���S�U�R�F�H�H�G�L�Q�J�V�����6�H�H���0�F�*�U�D�L�Q���Y�����'�D�X�J�K�H�U�W�\�������������8���6����
���������������������������������������8���6���&�����†�†�����������������������V�H�H���D�O�V�R���5�X�O�H�V���R�I���W�K�H���+�R�X�V�H���R�I���5�H�S�U�H�V�H�Q�W�D�W�L�Y�H�V�����������W�K��
�&�R�Q�J�������5�X�O�H���;�,�����F�O���������P���������������������������H�P�S�R�Z�H�U�L�Q�J���D�O�O���V�W�D�Q�G�L�Q�J���F�R�P�P�L�W�W�H�H�V���W�R���L�V�V�X�H���V�X�E�S�R�H�Q�D�V������
�8�S�R�Q���U�H�F�H�L�S�W���R�I���D���S�U�R�S�H�U�O�\���D�X�W�K�R�U�L�]�H�G���R�Y�H�U�V�L�J�K�W���U�H�T�X�H�V�W�����W�K�H���(�[�H�F�X�W�L�Y�H���%�U�D�Q�F�K�¶�V���O�R�Q�J�V�W�D�Q�G�L�Q�J��
�S�R�O�L�F�\���K�D�V���E�H�H�Q���W�R���H�Q�J�D�J�H���L�Q���W�K�H���D�F�F�R�P�P�R�G�D�W�L�R�Q���S�U�R�F�H�V�V���E�\���V�X�S�S�O�\�L�Q�J���W�K�H���U�H�T�X�H�V�W�H�G���L�Q�I�R�U�P�D�W�L�R�Q��
�³�W�R���W�K�H���I�X�O�O�H�V�W���H�[�W�H�Q�W���F�R�Q�V�L�V�W�H�Q�W���Z�L�W�K���W�K�H���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O���D�Q�G���V�W�D�W�X�W�R�U�\���R�E�O�L�J�D�W�L�R�Q�V���R�I���W�K�H���(�[�H�F�X�W�L�Y�H��
�%�U�D�Q�F�K���´ 

�7�K�H���F�R�P�P�L�W�W�H�H�¶�V���U�H�T�X�H�V�W�V���D�U�H���V�S�H�F�L�I�L�F���D�Q�G���U�H�D�V�R�Q�D�E�O�H���D�Q�G���V�H�H�N���W�R���V�X�E�V�W�D�Q�W�L�D�W�H���Z�K�D�W���+�+�6��
�D�Q�G���1�,�+���K�D�Y�H���D�V�V�H�U�W�H�G�������8�Q�I�R�U�W�X�Q�D�W�H�O�\�����+�+�6���D�Q�G���1�,�+���K�D�Y�H���Q�R�W���H�Q�J�D�J�H�G���Z�L�W�K���W�K�L�V���F�R�P�P�L�W�W�H�H���W�R��
�V�X�S�S�O�\���U�H�T�X�H�V�W�H�G���G�R�F�X�P�H�Q�W�V���W�R���V�H�H�N���R�S�W�L�P�D�O���D�F�F�R�P�P�R�G�D�W�L�R�Q�����Q�R�U���K�D�Y�H���D�Q�\���O�H�J�D�O���U�H�D�V�R�Q�V���E�H�H�Q��
�S�U�R�Y�L�G�H�G���I�R�U���Q�R�W���S�U�R�Y�L�G�L�Q�J���W�K�H���U�H�T�X�H�V�W�H�G���G�R�F�X�P�H�Q�W�V���� 

�7�K�X�V�����W�R���F�D�U�U�\���R�X�W���R�X�U���&�R�Q�V�W�L�W�X�W�L�R�Q�D�O���U�H�V�S�R�Q�V�L�E�L�O�L�W�L�H�V���R�I���R�Y�H�U�V�L�J�K�W�����L�I���1�,�+���G�R�H�V���Q�R�W��
�S�U�R�G�X�F�H���W�K�H���U�H�T�X�H�V�W�H�G���G�R�F�X�P�H�Q�W�V���E�\���6�H�S�W�H�P�E�H�U�����������������������L�W���Z�L�O�O���E�H���Q�H�F�H�V�V�D�U�\���W�R���L�V�V�X�H���D��
�V�X�E�S�R�H�Q�D���I�R�U���G�R�F�X�P�H�Q�W�V���V�L�Q�F�H���W�K�H���F�R�P�P�L�W�W�H�H���K�D�V���D���U�L�J�K�W���W�R���R�E�W�D�L�Q���W�K�H�V�H���P�D�W�H�U�L�D�O�V���W�R���D�L�G���L�Q���L�W�V��
�O�H�J�L�V�O�D�W�L�Y�H���D�F�W�L�Y�L�W�L�H�V���D�Q�G���W�R���H�Q�V�X�U�H���W�K�D�W���W�K�H���(�[�H�F�X�W�L�Y�H���%�U�D�Q�F�K���L�V���F�R�P�S�O�\�L�Q�J���Z�L�W�K���W�K�H���O�D�Z�� 

Sincerely, 

 

 
 
 
             
Cathy McMorris Rodgers      H. Morgan Griffith  
Chair        Chair  
Committee on Energy and     Subcommittee on Oversight and  
Commerce       Investigations  
 

 
2���K�W�W�S�V�������Z�Z�Z���M�X�V�W�L�F�H���J�R�Y���R�O�F���I�L�O�H�����������������G�R�Z�Q�O�R�D�G 



�/�H�W�W�H�U���W�R���'�U����Lawrence A. Tabak 
�3�D�J�H�������R�I���� 
 
 
 
 
     
Brett Guthrie 
Chair 
Subcommittee on Health  
 
 
CC: Frank Pallone Jr., Ranking Member, Energy and Commerce Committee  
Anna Eshoo, Ranking Member, Subcommittee on Health  
Kathy Castor, Ranking Member, Subcommittee on Oversight and Investigations  
 
 



CATHY McMORRIS RODGERS, WASHINGTON                                  FRANK PALLONE, JR., NEW JERSEY 
                            CHAIR                                                                                                        RANKING MEMBER 

ONE HUNDRED EIGHTEENTH CONGRESS 

Congress of the United States 
House of Representatives 

COMMITTEE ON ENERGY AND COMMERCE 
2125 RAYBURN HOUSE OFFICE BUILDING 

WASHINGTON, DC 20515-6115 
Majority (202) 225-3641 
Minority (202) 225-2927 

 
�6�H�S�W�H�P�E�H�U������������������ 

 
The Honorable Xavier Becerra  
Secretary 
U.S. Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, D.C. 20201 
 
 
Secretary Becerra, 
 

We write to inform you of our intention to issue a subpoena to obtain a���F�R�S�\���R�I���W�K�H��
�G�R�F�X�P�H�Q�W���V�L�J�Q�H�G���D�Q�G���G�D�W�H�G���E�\���\�R�X���L�Q���\�R�X�U���F�D�S�D�F�L�W�\���D�V���W�K�H���6�H�F�U�H�W�D�U�\���R�I���W�K�H���'�H�S�D�U�W�P�H�Q�W���R�I���+�H�D�O�W�K��
�D�Q�G���+�X�P�D�Q���6�H�U�Y�L�F�H�V�����+�+�6�����D�S�S�R�L�Q�W�L�Q�J���-�H�D�Q�Q�H���0�D�U�U�D�]�]�R���W�R���E�H���W�K�H���'�L�U�H�F�W�R�U���R�I���W�K�H���1�D�W�L�R�Q�D�O��
�,�Q�V�W�L�W�X�W�H���R�I���$�O�O�H�U�J�\���D�Q�G���,�Q�I�H�F�W�L�R�X�V���'�L�V�H�D�V�H�V�����1�,�$�,�'���� 

���:�H���V�H�Q�W���\�R�X���D���U�H�T�X�H�V�W���O�H�W�W�H�U���R�Q���$�X�J�X�V�W���������������������U�H�T�X�H�V�W�L�Q�J���W�K�L�V���G�R�F�X�P�H�Q�W�����E�X�W���+�+�6���K�D�V��
�I�D�L�O�H�G���W�R���U�H�V�S�R�Q�G���W�R���W�K�L�V���U�H�T�X�H�V�W�������7�K�L�V���I�D�L�O�X�U�H���W�R���U�H�V�S�R�Q�G���L�V���S�D�U�W���R�I���D���O�D�U�J�H�U���S�D�W�W�H�U�Q���I�U�R�P���+�+�6���D�Q�G��
�W�K�H���1�D�W�L�R�Q�D�O���,�Q�V�W�L�W�X�W�H�V���R�I���+�H�D�O�W�K�����1�,�+�����V�L�Q�F�H���0�D�U�F�K�������������W�R���P�D�N�H���D�V�V�H�U�W�L�R�Q�V���W�K�D�W���D�S�S�R�L�Q�W�P�H�Q�W�V��
�R�U���U�H�D�S�S�R�L�Q�W�P�H�Q�W�V���R�I���1�,�+���L�Q�V�W�L�W�X�W�H���D�Q�G���F�H�Q�W�H�U���G�L�U�H�F�W�R�U�V���K�D�Y�H���E�H�H�Q���O�D�Z�I�X�O�����Z�L�W�K�R�X�W���S�U�R�G�X�F�L�Q�J��
�V�X�E�V�W�D�Q�W�L�D�W�L�Q�J���H�Y�L�G�H�Q�F�H���R�Q���Z�K�L�F�K���W�R���H�Y�D�O�X�D�W�H���W�K�L�V���F�O�D�L�P�������+�+�6���D�Q�G���1�,�+���K�D�Y�H���F�R�Q�V�L�V�W�H�Q�W�O�\���I�D�L�O�H�G��
�W�R���S�U�R�G�X�F�H���G�R�F�X�P�H�Q�W�V���V�X�E�V�W�D�Q�W�L�D�W�L�Q�J���W�K�D�W���H�L�W�K�H�U���\�R�X���D�V���+�H�D�O�W�K���D�Q�G���+�X�P�D�Q���6�H�U�Y�L�F�H�V���6�H�F�U�H�W�D�U�\���R�U��
�'�U�����)�U�D�Q�F�L�V���&�R�O�O�L�Q�V�����W�K�H�Q���'�L�U�H�F�W�R�U���R�I���1�,�+�����U�H�D�S�S�R�L�Q�W�H�G���F�H�U�W�D�L�Q���1�,�+���L�Q�V�W�L�W�X�W�H���R�U���F�H�Q�W�H�U���G�L�U�H�F�W�R�U�V��
�V�R�P�H�W�L�P�H���L�Q���'�H�F�H�P�E�H�U�������������D�I�W�H�U���P�X�O�W�L�S�O�H���U�H�T�X�H�V�W�V���I�U�R�P���W�K�L�V���F�R�P�P�L�W�W�H�H���E�\���O�H�W�W�H�U�V�����0�D�U�F�K��������������
�$�S�U�L�O���������������-�X�O�\�����������������S�K�R�Q�H���F�D�O�O�V���H�P�D�L�O�V���E�H�W�Z�H�H�Q���F�R�P�P�L�W�W�H�H���V�W�D�I�I���D�Q�G���+�+�6���1�,�+���V�W�D�I�I�����D�Q�G���P�\��
�U�H�T�X�H�V�W���W�R���\�R�X���D�W���W�K�H���-�X�O�\�����������������������K�H�D�U�L�Q�J�����6�H�H���D�W�W�D�F�K�P�H�Q�W�V�� 

�$�V���Q�R�W�H�G���E�\���W�K�H���'�H�S�D�U�W�P�H�Q�W���R�I���-�X�V�W�L�F�H�����2�I�I�L�F�H���R�I���/�H�J�D�O���&�R�X�Q�V�H�O���R�S�L�Q�L�R�Q���R�I���0�D�\������������������1��
�Z�K�H�Q���D���F�R�P�P�L�W�W�H�H�����V�X�E�F�R�P�P�L�W�W�H�H�����R�U���F�K�D�L�U�P�D�Q���H�[�H�U�F�L�V�L�Q�J���G�H�O�H�J�D�W�H�G���R�Y�H�U�V�L�J�K�W���D�X�W�K�R�U�L�W�\���D�V�N�V���I�R�U��
�L�Q�I�R�U�P�D�W�L�R�Q���I�U�R�P���W�K�H���(�[�H�F�X�W�L�Y�H���%�U�D�Q�F�K�����W�K�D�W���U�H�T�X�H�V�W���W�U�L�J�J�H�U�V���W�K�H���³�L�P�S�O�L�F�L�W���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O���P�D�Q�G�D�W�H��
�W�R���V�H�H�N���R�S�W�L�P�D�O���D�F�F�R�P�P�R�G�D�W�L�R�Q���������������R�I���W�K�H���Q�H�H�G�V���R�I���W�K�H���F�R�Q�I�O�L�F�W�L�Q�J���E�U�D�Q�F�K�H�V���´���8�Q�L�W�H�G���6�W�D�W�H�V���Y����

 
11���8���6�����'�H�S�D�U�W�P�H�Q�W���R�I���-�X�V�W�L�F�H�����$�X�W�K�R�U�L�W�\���R�I���,�Q�G�L�Y�L�G�X�D�O���0�H�P�E�H�U�V���R�I���&�R�Q�J�U�H�V�V���W�R���&�R�Q�G�X�F�W���2�Y�H�U�V�L�J�K�W���R�I���W�K�H���(�[�H�F�X�W�L�Y�H��
�%�U�D�Q�F�K�����/�H�W�W�H�U���2�S�L�Q�L�R�Q���I�R�U���W�K�H���&�R�X�Q�V�H�O���W�R���W�K�H���3�U�H�V�L�G�H�Q�W�����0�D�\����������������������
�K�W�W�S�V�������Z�Z�Z���M�X�V�W�L�F�H���J�R�Y���R�O�F���I�L�O�H�����������������G�R�Z�Q�O�R�D�G�� 



�/�H�W�W�H�U���W�R���W�K�H���+�R�Q�R�U�D�E�O�H���;�D�Y�L�H�U���%�H�F�H�U�U�D�� 
�3�D�J�H���� 
 
�$�7�	�7���&�R���������������)�����G�����������������������'���&�����&�L�U�������������������V�H�H���D�O�V�R���L�G�����D�W���������±�����������G�H�V�F�U�L�E�L�Q�J���W�K�H��
�³�>�Q�@�H�J�R�W�L�D�W�L�R�Q���E�H�W�Z�H�H�Q���W�K�H���W�Z�R���E�U�D�Q�F�K�H�V�´���D�V���³�D���G�\�Q�D�P�L�F���S�U�R�F�H�V�V���D�I�I�L�U�P�D�W�L�Y�H�O�\���I�X�U�W�K�H�U�L�Q�J���W�K�H��
�F�R�Q�V�W�L�W�X�W�L�R�Q�D�O���V�F�K�H�P�H�´�������6�X�F�K���R�Y�H�U�V�L�J�K�W���U�H�T�X�H�V�W�V���D�U�H���H�Q�I�R�U�F�H�D�E�O�H���E�\���W�K�H���L�V�V�X�D�Q�F�H���R�I���D���V�X�E�S�R�H�Q�D��
�D�Q�G���W�K�H���S�R�W�H�Q�W�L�D�O���I�R�U���F�R�Q�W�H�P�S�W���R�I���&�R�Q�J�U�H�V�V���S�U�R�F�H�H�G�L�Q�J�V�����6�H�H���0�F�*�U�D�L�Q���Y�����'�D�X�J�K�H�U�W�\�������������8���6����
���������������������������������������8���6���&�����†�†�����������������������V�H�H���D�O�V�R���5�X�O�H�V���R�I���W�K�H���+�R�X�V�H���R�I���5�H�S�U�H�V�H�Q�W�D�W�L�Y�H�V�����������W�K��
�&�R�Q�J�������5�X�O�H���;�,�����F�O���������P���������������������������H�P�S�R�Z�H�U�L�Q�J���D�O�O���V�W�D�Q�G�L�Q�J���F�R�P�P�L�W�W�H�H�V���W�R���L�V�V�X�H���V�X�E�S�R�H�Q�D�V������
�8�S�R�Q���U�H�F�H�L�S�W���R�I���D���S�U�R�S�H�U�O�\���D�X�W�K�R�U�L�]�H�G���R�Y�H�U�V�L�J�K�W���U�H�T�X�H�V�W�����W�K�H���(�[�H�F�X�W�L�Y�H���%�U�D�Q�F�K�¶�V���O�R�Q�J�V�W�D�Q�G�L�Q�J��
�S�R�O�L�F�\���K�D�V���E�H�H�Q���W�R���H�Q�J�D�J�H���L�Q���W�K�H���D�F�F�R�P�P�R�G�D�W�L�R�Q���S�U�R�F�H�V�V���E�\���V�X�S�S�O�\�L�Q�J���W�K�H���U�H�T�X�H�V�W�H�G���L�Q�I�R�U�P�D�W�L�R�Q��
�³�W�R���W�K�H���I�X�O�O�H�V�W���H�[�W�H�Q�W���F�R�Q�V�L�V�W�H�Q�W���Z�L�W�K���W�K�H���F�R�Q�V�W�L�W�X�W�L�R�Q�D�O���D�Q�G���V�W�D�W�X�W�R�U�\���R�E�O�L�J�D�W�L�R�Q�V���R�I���W�K�H���(�[�H�F�X�W�L�Y�H��
�%�U�D�Q�F�K���´ 

�7�K�H���F�R�P�P�L�W�W�H�H�¶�V���U�H�T�X�H�V�W�V���D�U�H���V�S�H�F�L�I�L�F���D�Q�G���U�H�D�V�R�Q�D�E�O�H�����D�Q�G���V�H�H�N���W�R���V�X�E�V�W�D�Q�W�L�D�W�H���Z�K�D�W���+�+�6��
�D�Q�G���1�,�+���K�D�Y�H���D�V�V�H�U�W�H�G�������8�Q�I�R�U�W�X�Q�D�W�H�O�\�����+�+�6���D�Q�G���1�,�+���K�D�Y�H���Q�R�W���H�Q�J�D�J�H�G���Z�L�W�K���W�K�L�V���F�R�P�P�L�W�W�H�H���W�R��
�V�X�S�S�O�\���W�K�H���U�H�T�X�H�V�W�H�G���G�R�F�X�P�H�Q�W�V���W�R���V�H�H�N���R�S�W�L�P�D�O���D�F�F�R�P�P�R�G�D�W�L�R�Q�����Q�R�U���K�D�Y�H���D�Q�\���O�H�J�D�O���U�H�D�V�R�Q�V��
�E�H�H�Q���S�U�R�Y�L�G�H�G���I�R�U���Q�R�W���S�U�R�Y�L�G�L�Q�J���W�K�H���U�H�T�X�H�V�W�H�G���G�R�F�X�P�H�Q�W�V���� 

�7�K�X�V�����W�R���F�D�U�U�\���R�X�W���R�X�U���&�R�Q�V�W�L�W�X�W�L�R�Q�D�O���U�H�V�S�R�Q�V�L�E�L�O�L�W�L�H�V���R�I���R�Y�H�U�V�L�J�K�W�����L�I���+�+�6���G�R�H�V���Q�R�W��
�S�U�R�G�X�F�H���W�K�H���U�H�T�X�H�V�W�H�G���G�R�F�X�P�H�Q�W�V���E�\���2�F�W�R�E�H�U���������������������L�W���Z�L�O�O���E�H���Q�H�F�H�V�V�D�U�\���W�R���L�V�V�X�H���D���V�X�E�S�R�H�Q�D���I�R�U��
�G�R�F�X�P�H�Q�W�V���V�L�Q�F�H���W�K�H���F�R�P�P�L�W�W�H�H���K�D�V���D���U�L�J�K�W���W�R���R�E�W�D�L�Q���W�K�H�V�H���P�D�W�H�U�L�D�O�V���W�R���D�L�G���L�Q���L�W�V���O�H�J�L�V�O�D�W�L�Y�H��
�D�F�W�L�Y�L�W�L�H�V���D�Q�G���W�R���H�Q�V�X�U�H���W�K�D�W���W�K�H���(�[�H�F�X�W�L�Y�H���%�U�D�Q�F�K���L�V���F�R�P�S�O�\�L�Q�J���Z�L�W�K���W�K�H���O�D�Z�� 

 

�6�L�Q�F�H�U�H�O�\�� 

 
 
 
             
�&�D�W�K�\���0�F�0�R�U�U�L�V���5�R�G�J�H�U�V��     �+�����0�R�U�J�D�Q���*�U�L�I�I�L�W�K�� 
�&�K�D�L�U        �&�K�D�L�U�� 
�&�R�P�P�L�W�W�H�H���R�Q���(�Q�H�U�J�\���D�Q�G     �6�X�E�F�R�P�P�L�W�W�H�H���R�Q���2�Y�H�U�V�L�J�K�W���D�Q�G�� 
�&�R�P�P�H�U�F�H       �,�Q�Y�H�V�W�L�J�D�W�L�R�Q�V�� 
 
 
 
     
�%�U�H�W�W���*�X�W�K�U�L�H 
�&�K�D�L�U 
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ONE HUNDRED EIGHTEENTH CONGRESS 

Congress of the United States 
House of Representatives 

COMMITTEE ON ENERGY AND COMMERCE 
2125 RAYBURN HOUSE OFFICE BUILDING 

WASHINGTON, DC 20515-6115 
Majority (202) 225-3641 
Minority (202) 225-2927 

March 28, 2024 

The Honorable Xavier Becerra  
Secretary 
U.S. Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, D.C. 20201 

Secretary Becerra, 

Pursuant to Rules X and XI of the U.S. House of Representatives, the Committee is 
continuing its investigation into whether appointments and reappointments of National Institutes 
of Health (NIH) Institute and Center Directors (IC Directors) comply with the Constitution and 
other legal requirements.  

The information that the Department of Health and Human Services (HHS) provided 
about who ultimately approves these appointments/reappointments and the process for these 
actions thus far is inconsistent and incomplete. Majority Committee staff have attempted to work 
with HHS staff informally to get answers to informational questions related to the administrative 
aspects of these appointments and reappointments. Unfortunately, given several months without 
a substantive response, HHS staff has ceased engagement on this matter and not provided 
responses to these informational questions.   

To assist our oversight of the appointments/reappointments of NIH IC Directors, the 
Committee now formally requests the following information by April 11, 2024: 

���� �'�R�F�X�P�H�Q�W�D�W�L�R�Q�����L�Q�F�O�X�G�L�Q�J���+�+�6���)�R�U�P���������V���D�Q�G���U�H�D�S�S�R�L�Q�W�P�H�Q�W���D�I�I�L�G�D�Y�L�W�V�����R�I���W�K�H
�U�H�D�S�S�R�L�Q�W�P�H�Q�W�V���R�I���W�K�H���I�R�O�O�R�Z�L�Q�J���1�,�+���,�&���'�L�U�H�F�W�R�U�V�����'�U�����%�U�X�F�H���-�D�V�R�Q���7�U�R�P�E�H�U�J�����'�U��
�1�R�Q�L���%�\�U�Q�H�V�����D�Q�G���'�U�����+�H�O�H�Q���/�D�Q�J�H�Y�L�Q��

���� �'�R�F�X�P�H�Q�W�D�W�L�R�Q�����L�Q�F�O�X�G�L�Q�J���+�+�6���)�R�U�P�����������D�Q�G���D�S�S�R�L�Q�W�P�H�Q�W���D�I�I�L�G�D�Y�L�W�����I�R�U���W�K�H
�D�S�S�R�L�Q�W�P�H�Q�W���R�I���'�U�����6�H�D�Q���0�R�R�Q�H�\��

���� �'�R�F�X�P�H�Q�W�V���D�X�W�K�R�U�L�]�L�Q�J���W�K�H���X�V�H���R�I���+�+�6���)�R�U�P����������
���� �&�R�S�L�H�V���R�I���D�Q�\���L�Q�W�H�U�Q�D�O���+�+�6���J�X�L�G�D�Q�F�H���R�Q���K�R�Z���1�,�+���,�&���'�L�U�H�F�W�R�U�V���D�U�H���D�S�S�R�L�Q�W�H�G���R�U

�U�H�D�S�S�R�L�Q�W�H�G��
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If HHS does not produce the requested documents by April 11, 2024, it will be necessary 
to issue a subpoena for documents. The Committee has a right to obtain these materials to aid in 
its legislative activities and to ensure that the Executive Branch is complying with the law. 
 

  Sincerely, 

 
 
 
             
Cathy McMorris Rodgers      H. Morgan Griffith  
Chair        Chair  
Committee on Energy and     Subcommittee on Oversight and  
Commerce       Investigations  
 
 
 
 
     
Brett Guthrie 
Chair 
Subcommittee on Health  
 
 
CC: The Honorable Frank Pallone, Ranking Member 

The Honorable Anna Eshoo, Ranking Member, Subcommittee on Health 
The Honorable Kathy Castor, Ranking Member, Subcommittee on Oversight and 
Investigations 

 







DEPARTMENT OF HEALTH & HUMAN SERVICES   OFFICE OF THE SECRETARY      
__________________________________________________________________________________________________ 

    
             Assistant Secretary for Legislation  
         Washington, DC 20201 

 
 

July 26, 2024 
 

VIA EMAIL DELIVERY  
 

The Honorable Cathy McMorris Rodgers 
Chair 
Committee on Energy and Commerce 
U.S. House of Representatives  
Washington, D.C. 20515 
 
Dear Chair Rodgers: 
 
The enclosed documents are a production of materials in response to your April 21, 2023, July 7, 
2023, September 25, 2023, and September 28, 2023, letters to the Department of Health and 
Human Services (HHS) and the National Institutes of Health (NIH) regarding NIH appointments. 
Today’s production bears the bates range: CMRAppts000042 to CMRAppts000051.  
 
By producing these documents, HHS is making an accommodation unique to the facts and 
circumstances of this particular matter in a good faith effort to assist the Committee in its 
inquiry. We respectfully request that the Committee not disseminate or otherwise disclose these 
documents outside of the Committee without prior consultation with HHS. The production of 
these materials does not waive any applicable privilege. Should you have any questions 
regarding this document production, please have your staff contact Daria Berstell at 
daria.berstell@hhs.gov.  
 
      Sincerely, 
 
 
 

Melanie Anne Egorin, PhD    
Assistant Secretary for Legislation 

 
 
Enclosures 
 

cc:  The Honorable Frank Pallone, Ranking Member 
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