Congress of the United States
Hashington, BE 20510

May 20, 2021
The Honorable Francis Collins, M.D., Ph.D.
Director
National Institutes of Health
9000 Rockville Pike
Rockville, MD 20892

Dear Director Collins,

Since the beginning of the pandemic, the exact origin of SARS-CoV-2 has remained
elusive. Recently, in response to the World Health Organization’s study of SARS-CoV-2’s
origins, a group of eighteen scientists published a letter in Science Magazine stating that a leak
of the virus from a lab is a “viable” theory and should be thoroughly investigated.! Yet,
obtaining information about the research on bat coronaviruses conducted at China’s Wuhan
Institute of Virology has been very difficult. Such information, including if and when gain of
function experiments occurred at the lab, is crucial in determining the viability of the laboratory
introduction theory. In light of the many unanswered questions regarding the origins of the
SARS-CoV-2, we write to seek information regarding the National Institutes of Health’s (NIH)
2014 funding pause on gain of function research (also referred to as the moratorium), exceptions
NIH may have granted from that pause to allow gain of function research to continue, and the
lifting of that pause in 2017.

In October 2014, following several high profile biosafety incidents at labs, as well as
public scrutiny of gain of function research studies, the Department of Health and Human
Services and NIH instituted a pause on funding research of gain of function experiments
“involving influenza, SARS, and MERS viruses.”? The U.S. government (USG) noted, though,
that “[a]n exception from the research pause may be obtained if the head of the USG funding
agency determines that the research is urgently necessary to protect the public health or national
security.” This pause did not apply to currently-funded research at the time, but the moratorium
did urge “the USG and non-USG funded research community to join in adopting a voluntary

pause.”™

! Jeese Bloom et al., Investigate the origins of COVID-19, Science Magazine, May 14, 2021,
https://science.sciencemag.org/content/372/6543/694.1.

2 NIH lifis funding pause on gain-of-function research, National Institutes of Health, Dec. 19, 2017,
https://www.nih.gov/about-nih/who-we-are/nih-director/statements/nih-lifts-funding-pause-gain-function-research;
Doing Diligence to Assess the Risks and Benefits of Life Sciences Gain-of-Function Research, President Barack
Obama White House Archives, Oct. 17, 2014, https://obamawhitehouse.archives.gov/blog/2014/10/17/doing-
diligence-assess-risks-and-benefits-life-sciences-gain-function-research; Sarah Reardon, White House suspends
enhanced pathogen research, Nature, Oct. 17, 2014, http://blogs.nature.com/news/2014/10/white-house-suspends-
enhanced-pathogen-research.html.

3 U.S. Government Gain-of-Function Deliberative Process and Research Funding Pause on Selected Gain-of-
Junction Research Involving Influenza, MERS, and SARS Viruses, Dep’t of Health and Human Services, Oct. 17,
2014, https://www.phe.gov/s3/dualuse/documents/gain-of-function.pdf.
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One of the notable NIH-funded studies that was already underway prior to the funding
moratorium was Dr. Ralph Baric’s work on a “lab-made coronavirus related to SARS.” In this
2015 study, researchers reportedly created a chimeric virus “related to SARS [that] can infect
human cells.”® Dr. Zhengli-Li Shi, “China’s leading expert on bat viruses” from the Wuhan
Institute of Virology, contributed to this research.” An article noted that NIH allowed this study
“to proceed while it was under review by the agency.”® Baric reportedly added that “NIH
eventually concluded that the work was not so risky as to fall under the [gain of function]
moratotium.” It is unclear why NIH apparently concluded that this study was not “risky”
enough to fall under the moratorium. :

In addition to Baric’s apparent gain of function research in 2015, NIH and the National
Institute of Allergy and Infectious Diseases (NIAID) also reportedly funded similar coronavirus
research conducted by EcoHealth Alliance, which subcontracted with Shi.! Because of Shi’s
research and her connection to the Wuhan lab, Dr. Richard Ebright, a molecular biologist and
infectious disease expert, stated, “[i]t is clear that the Wuhan Institute of Virology was
systematically constructing novel chimeric coronaviruses and was assessing their ability to infect
human cells and human-ACE2-expressing mice.”!! In fact, Dr. Peter Dasazk, the president of
EcoHealth Alliance, spoke about changing coronaviruses in a lab. In an interview Dasazk stated,
“Well I think . . . coronaviruses—you can manipulate them in the lab pretty easily.”!?

In December 2017, NIH lifted the funding pause and established a multi-disciplinary
review process, known as the P3CO Framework, to ensure that federally funded gain of function
experiments are “conducted responsibly.”!® It is unclear whether EcoHealth Alliance or any of
its subcontractors was granted an exception to the moratorium or whether NIH reviewed those
studies in connection with the P3CO Framework.'*

3 Declan Buter, Engineered bat virus stirs debate over risky research, Nature, Nov. 12, 2015,
https://www.nature.com/news/engineered-bat-virus-stirs-debate-over-risky-research-%201.18787.
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" Nicholas Wade, The origin of COIVD: Did people or nature open Pandora’s box at Wuhan, Bulletin of the Atomic
Scientists, May 5, 2021, https://thebulletin.org/2021/05/the-origin-of-covid-did-people-or-nature-open-pandoras-
box-at-wuhan/; Ralph Baric et al., 4 SARS-like cluster of circulating bat coronaviruses shows potential for human
emergence, Nature Medicine, Nov. 9, 2015, https://www.nature.com/articles/nm.3985.

8 Declan Buter, Engineered bat virus stirs debate over risky research, Nature, Nov. 12, 2015,
https://www.nature.com/news/engineered-bat-virus-stirs-debate-over-risky-research-%201.18787.

® A SARS-like cluster of circulating bat coronaviruses shows potential for human emergence, Nature, Nov. 9, 2015,
https://www.nature.com/articles/nm.3985.

19 Nicholas Wade, The origin of COIVD: Did people or nature open Pandora’s box at Wuhan, Bulletin of the
Atomic Scientists, May 5, 2021, https://thebulletin.org/2021/05/the-origin-of-covid-did-people-or-nature-open-
pandoras-box-at-wuhan/.

' Id; Fred Guterl, Naveed Jamali, and Tom O’Connor, The Controversial Experiments and Wuhan Lab Suspected of
Starting the Coronavirus Pandemic, Newsweek, Apr. 27, 2020, https://www.newsweek.com/controversial-wuhan-
lab-experiments-that-may-have-started-coronavirus-pandemic-1500503.

12 Peter Daszak of EcoHealth Alliance, YouTube, May 19, 2020 at 29: 53
https://www.youtube.com/watch?v=IdYDL_RK--w.

13 NIH lifis funding pause on gain-of-function research, National Institutes of Health, Dec. 19, 2017,
https://www.nih.gov/about-nih/who-we-are/nih-director/statements/nih-lifts-funding-pause-gain-function-research.
' It appears based on an April 4, 2021 Daily Caller article that an NIH spokesperson confirmed to the Daily Caller
News Foundation that the EcoHealth grants were not subjected to the P3CO review process. See Andrew Kerr, US
Grant To Wuhan Lab To Enhance Bat-Based Coronaviruses Was Never Scrutinized By HHS Review Board, NIH
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Given the unanswered questions surrounding SARS-CoV-2’s origin, as well as both the

2014 moratorium on gain of function research and the 2017 P3CO Framework, we request that
NIH provide the following information as well as all records responsive to Representative Cathy
McMorris Rodgers’ March 18, 2021 letter to NIH by June 3, 2021:

1.

The 2014 moratorium defines gain of function research as “research projects that may be
reasonably anticipated to confer attributes to influenza, MERS, or SARS viruses such that
the virus would have enhanced pathogenicity and/or transmissibility in mammals via the
respiratory route.”'® Is Dr. Baric’s research that reportedly created a chimeric virus
related to SARS that could infect human airway cells'$, or research that is “systematically
constructing novel chimeric coronaviruses and [is] assessing their ability to infect human
cells”'? considered gain of function research under the 2014 moratorium definition? If
not, please explain why not.

Please explain what prompted the establishment of a moratorium on gain of function
research in 2014.

Who was involved in drafting the moratorium document?

Who gave final approval of the moratorium document?

Please explain why the moratorium stated that, “[a]n exception from the research pause
may be obtained if the head of the USG funding agency determines that the research is
urgently necessary to protect the public health or national security.”!®

Who requested that the moratorium include this exception?

How many studies received an exception during the moratorium period (2014-2017)?

Please list all requests for exceptions and indicate what exceptions NIH granted.

Who approved these exceptions?

Says, Daily Caller, Apr. 4, 2021, https://dailycaller.com/2021/04/04/nih-gain-of-function-anthony-fauci-review-
board-wuhan-lab/.

13 U.S. Government Gain-of-Function Deliberative Process and Research Funding Pause on Selected Gain-of-
Junction Research Involving Influenza, MERS, and SARS Viruses, Dep’t of Health and Human Services, Oct. 17,
2014, https://www.phe.gov/s3/dualuse/documents/gain-of-function.pdf. (emphasis added)

16 Declan Buter, Engineered bat virus stirs debate over risky research, Nature, Nov. 12, 2015,
https://www.nature.com/news/engineered-bat-virus-stirs-debate-over-risky-research-%201.18787.

17 Nicholas Wade, The origin of COIVD: Did people or nature open Pandora’s box at Wuhan, Bulletin of the
Atomic Scientists, May 5, 2021, https://thebulletin.org/2021/05/the-origin-of-covid-did-people-or-nature-open-
pandoras-box-at-wuhan/.

18 U.S. Government Gain-of-Function Deliberative Process and Research Funding Pause on Selected Gain-of-
Sunction Research Involving Influenza, MERS, and SARS Viruses, Dep’t of Health and Human Services, Oct. 17,
2014, https://www.phe.gov/s3/dualuse/documents/gain-of-function.pdf.
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- 10. Please explain whether research connected to EcoHealth Alliance or Dr. Shi required an
exception? If so, was an exception: a) requested; b) granted or denied? If so, who was
involved in those evaluations and decisions?

11. Was any EcoHealth Alliance grant ever forwarded for review pursuant to the P3CO
Framework? If not, why not?

12. Please explain whether NIH reviewed Dr. Baric’s 2015 study'®, as reported in the
November 12, 2015 Nature article.?® If NIH reviewed this study, please explain how
NIH evaluated the study’s risk level and how NIH reportedly determined the study was
not “so risky as to fall under the moratorium.”?!

13. Did NIH request that Dr. Baric voluntarily comply with the 2014 moratorium? Please
explain.

14. Were any of Dr. Baric’s grant proposals ever forwarded for review pursuant to the P3CO
Framework? If not, why not?

15. After the moratorium went into effect, how many studies, which were already funded at
the time, adopted a “voluntary pause on research”?*? Please provide a list of those
studies.

16.-Provide the total number of grant proposals or projects that have been forwarded for
review pursuant to the P3CO Framework since its establishment? How many of those
grants have been approved?

17. Provide an explanation of what processés or procedures NIH used to ensure that a grant
recipient was complying with the moratorium, including voluntary compliance.

Thank you for prompt attention to this matter.

Sincerely,
Ron Johnson Rand Paul
United States Senator United States Senator

19 A SARS-like cluster of circulating bat coronaviruses shows potential for human emergence, Nature Medicine,
Nov. 9, 2015, https://www.nature.com/articles/nm.3985.

% Declan Buter, Engineered bat virus stirs debate over risky research, Nature, Nov. 12, 2015,
https://www.nature.com/news/engineered-bat-virus-stirs-debate-over-risky-research-%201.18787.
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2 U.S. Government Gain-of-Function Deliberative Process and Research Funding Pause on Selected Gain-of-
Junction Research Involving Influenza, MERS, and SARS Viruses, Dep’t of Health and Human Services, Oct. 17,
2014, https://www.phe.gov/s3/dualuse/documents/gain-of-function.pdf.
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