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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, 

 

We write to you about our concerns over the Department of Health and Human Services’ 

(HHS) P3CO review, a review process that is intended to guide funding decisions on proposed 

research that is reasonably anticipated to create, transfer, or use enhanced potential pandemic 

pathogens.  The HHS P3CO framework was instituted in response to the policy guidance from 

the National Science Advisory Board for Biosecurity (NSABB) on how to oversee potential 

pandemic pathogen care and oversight (sometimes referred to as gain-of-function research of 

concern).  Our oversight of the HHS P3CO framework, including what has been revealed about 

the National Institutes of Health’s (NIH) inadequate management of the EcoHealth Alliance 

grants funding virus-hunting in bat caves in China, and risky research in the Wuhan Institute of 

Virology (WIV), has already identified troubling concerns about the HHS P3CO review process.  

 

Last month, the NIH asked the NSABB to conduct a policy review and evaluate the 

effectiveness of the HHS P3CO framework.  However, we think it appropriate to reconstitute 

NSABB as an independent entity rather than a group of individuals replete with conflicts-of-

interest given the source of grants to them or to convene an independent body. 

 

Dr. Chris Hassell, the HHS Deputy Assistant Secretary for Preparedness and Response 

and the chair of the HHS P3CO review committee, briefed the committee staff twice during the 

summer of 2021.  During the briefings, when asked about the identities of the members, Dr. 

Hassell did not provide the names of the members of the review group. However, he indicated 

which agencies or departments were represented on the HHS P3CO Review Committee.  Dr. 
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Hassell noted there were members from the NIH on the review committee, but he specifically 

pointed out that the NIH members were from the Office of the Director and not from any of the 

NIH institutes or centers that would be funding entities to avoid conflict-of-interest concerns.   

 

The minority committee staff requested that HHS provide the names and affiliations of 

all members of the HHS P3CO review committee.  In response, HHS provided some of the 

names of the HHS P3CO review committee, but on a confidential basis because of personal 

security concerns.  While we respect HHS’s interest in security, based on the available 

information given to us, we have significant concerns with the following: 

 

• The HHS P3CO review process continues to be unnecessarily shrouded in secrecy.  

During briefings, Dr. Hassell acknowledged a strong interest in improving the 

transparency of the HHS P3CO review process and the need for more transparency. In 

particular, he mentioned the valid concerns noted by Marc Lipsich and Tom Inglesby in a 

January 2020 commentary:  

 

Currently, none of the HHS departmental review process for approving enhanced 

PPP experiments is public.  This is inconsistent with the OSTP guidance which 

said: “To the maximum extent possible, agencies’ enhanced PPP review 

mechanisms should provide transparency to the public regarding funded projects 

involving the creation, transfer or use of enhanced PPPs.”1  To that end, the HHS 

review should make public who participates in the review, as well as the basis of 

the decision that the research is acceptable to fund, including the U.S. 

government’s (USG’s) calculation of the potential benefits and risks of the 

proposed enhanced PPP research.2  

 

Unfortunately, this lack of transparency remains unchanged two years later.  

 

• Neither HHS nor NIH have provided the names of the officials who were involved in 

the clearance process of the HHS P3CO review framework.3  Under questioning from 

minority staff, then NIH Principal Deputy Director Dr. Lawrence Tabak acknowledged 

that he and then NIH Director Dr. Francis Collins were involved in the clearance of the 

framework, but he declined to provide the names of other officials also involved.  There 

is no reason why the NIH cannot be accountable for this information.   

 

• There are conflicts of interest concerns with some members of the HHS P3CO 

review committee.  One of the members on the HHS P3CO review committee is from an 

NIH funding entity. HHS provided some of the names of the HHS P3CO review 

 
1 Recommended Policy Guidance for Departmental Development of Review Mechanisms for (phe.gov) 
2 https://journals.asm.org/doi/full/10.1128/msphere.00990-19 
3 HHS Oversight of PPP Research (nih.gov) 

 

https://www.phe.gov/s3/dualuse/Documents/P3CO-FinalGuidanceStatement.pdf
https://journals.asm.org/doi/full/10.1128/msphere.00990-19
https://osp.od.nih.gov/wp-content/uploads/Hassell-HHS_Oversight_of_Enhanced_PPP_Research.pdf
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committee and one of the NIH officials is from the National Institute of Allergy and 

Infectious Diseases (NIAID), a funding entity.  Further, this individual co-authored 

articles with a principal investigator who was engaged in research proposals that could 

have been subject to HHS P3CO review.  Although this individual is a highly respected 

expert, the membership is contrary to Dr. Hassell’s statement that members from NIH 

were not from funding entities.  Another member is a gain-of-function research 

proponent who was apparently deeply involved in the development of the framework. 

This raises obvious questions of bias in favor of approving incredibly risky research.  

 

• HHS has not been able to demonstrate that the HHS P3CO review committee has 

the necessary areas of expertise.  HHS stated that there were members from the 

Department of Defense (DoD) and the Department of Agriculture (USDA) on the review 

committee, but HHS declined to provide these names, as well as other names of 

personnel from other U.S. government agencies.  Without providing this specific 

information, HHS cannot substantiate that the review committee includes the necessary 

areas of expertise, particularly knowledge of zoonotic diseases and pathogens that 

threaten animals that could also pose a threat to human health. 

 

• The HHS P3CO review committee does not include all the disciplines it says should 

be included in the group.  The HHS P3CO Framework says that the following 

disciplines should be represented in the HHS review: “scientific research, biosafety, 

biosecurity, MCM [medical countermeasures] development and availability, law, ethics, 

public health preparedness and response, biodefense, select agent regulations, and public 

health policy.”4  Based on the names, affiliations, and associated disciplines, the ethics 

discipline was not represented.   

 

• The HHS P3CO review process lacks independence on who decides whether the 

HHS P3CO review committee has jurisdiction.  Our oversight into the EcoHealth 

Alliance grants funded by the NIAID revealed that it was the NIAID that decided 
whether or not a proposal that could be subject to HHS P3CO review should even be 
referred to the P3CO review committee.  This unilateral NIAID authority shows a lack of 
independence in the P3CO process and raises significant concerns.5  In 2016, EcoHealth 

proposed risky research that NIH concluded did not involve gain-of-research concerns.  
EcoHealth’s Principal Investigator Peter Daszak expressed joy in a July 2016 email to 
multiple NIAID staffers after the agency gave him the green light to conduct experiments 

 
4 D. Christian Hassell, PhD , Department of Health & Human Services, Oversight & Management of Research with 
Potential Pandemic Pathogens Senior Science Advisor Office of the Assistant Secretary for Preparedness and 

Response U.S. Department of Health and Human Services (23 January 2020) (Slide 4)  https://osp.od.nih.gov/wp-
content/uploads/Hassell-HHS_Oversight_of_Enhanced_PPP_Research.pdf   
5 Letter from Reps. Cathy McMorris Rodgers, Brett Guthrie and Morgan Griffith to NIH Director Francis Collins  

(October 27, 2021) 

https://osp.od.nih.gov/wp-content/uploads/Hassell-HHS_Oversight_of_Enhanced_PPP_Research.pdf
https://osp.od.nih.gov/wp-content/uploads/Hassell-HHS_Oversight_of_Enhanced_PPP_Research.pdf
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with the Wuhan Institute of Virology.6 “This is terrific!” Daszak said. “We are very 
happy to hear that our Gain of Function research funding pause has been lifted.” 7 

 

By April 2018, EcoHealth, in its Year Four progress report to the NIH included a bar 

graph that showed the research resulted in virus growth that violated NIH grant policy, 

which should have triggered a stoppage of the experiment and immediate consultation 

with the NIAID.  Instead, the experiment was completed without stoppage and no 

consultation occurred.  In a July 5, 2018 letter, the NIAID re-reviewed the research plan 

of the research experiment that was already conducted and concluded that the research 

did not trigger HHS P3CO review.  This review lacked independence as the funders of 

the experiment had the power to decide whether it should get scrutiny outside of the NIH.  

As former HHS ASPR Robert Kadlec put it, “They were grading their own homework.”8  

A Washington Post investigation identified at least 18 projects totaled about $48.8 

million, with eight approved after 2017, with no more than “three or four” projects 

forwarded to the review committee.  However, only one proposal initiated since 2017 has 

been referred to the HHS P3CO review committee, with two other proposals that existed 

before 2017 also referred to the committee.  Thus, we are concerned that NIH is under-

referring proposals to the HHS P3CO review committee. 

 

• It appears that the Biden administration has not been engaged with the HHS P3CO 

process. The list of names provided to minority staff was not current and HHS confirmed 

to staff that the list pre-dated the Biden administration.  HHS so far has not disclosed 

whether there have been any further membership changes under the Biden administration.    

 

In light of our concerns, please provide the following information by May 3, 2022: 

 

1. Will you reconstitute NSABB as an independent entity or will you convene an 

independent body to conduct the policy review and evaluation of the HHS P3CO 

framework?  

 

2. Can a member of the HHS P3CO review committee participate in the review of a 

research proposal if the member co-authored an article with the principal investigator on 

the proposal? 

 

3. Is there a member on the review group whose expertise is ethics?  If so, please provide 

information about this member (name and affiliation).  If not, will a member with ethics 

expertise be added to the review group and when? 

 

 
6 Andrew Kerr, Virologist blasts NIH for gain-of-function failure, Daily Caller News Foundation (November 16, 
2021), available at 

https://cqrcengage.com/causeaction/app/document/36533775;jsessionid=node01dxm05vg2ipm81jl63jdk8lxjb70042
6.node0  
7 Id. 
8 David Willman and Madison Muller, A science in the shadows, The Washington Post (August 30, 2021). 

https://cqrcengage.com/causeaction/app/document/36533775;jsessionid=node01dxm05vg2ipm81jl63jdk8lxjb700426.node0
https://cqrcengage.com/causeaction/app/document/36533775;jsessionid=node01dxm05vg2ipm81jl63jdk8lxjb700426.node0
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4. Which member has the expertise to handle ethics issues?  

 

5. How many research proposals has the NIH reviewed as potentially subject to HHS P3CO 

review process?  How many proposals were referred to the HHS P3CO review 

committee?  Why did NIAID re-review the EcoHealth research plan, a two-year old 

proposal for an experiment that was already conducted, under the HHS P3CO 

framework? 

 

6. How are members of the HHS P3CO review committee selected, and how are candidates 

evaluated for potential bias? 

 

7. When was the last time the HHS P3CO review committee was constituted?  Does the 

administration plan to update the HHS P3CO review group membership, or wait until the 

next proposal referral? If the Administration is updating now, please provide an updated 

list of the HHS P3CO review committee membership. 

 

8. The NSABB, which oversees the P3CO framework, convened for the first time in two 

years on February 28, 2022. Unlike years past,9 the list of ex officio members has not 

been made public.  Please provide the list of ex officio members of the NSABB. 

 

In addition, please provide the following by May 3, 2022: 

 

9. The names of all HHS and NIH officials who were involved in either the development or 

clearance of the HHS P3CO framework. 

 

10. The names of the DoD and USDA members of the HHS P3CO Review Committee  and 

their areas of expertise. 

 

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 

 

 
9 NIH Office of Science and Policy, Roster of the NSABB (2016), https://osp.od.nih.gov/wp-

content/uploads/2013/06/NSABB_Roster_2016.pdf  

https://osp.od.nih.gov/wp-content/uploads/2013/06/NSABB_Roster_2016.pdf
https://osp.od.nih.gov/wp-content/uploads/2013/06/NSABB_Roster_2016.pdf
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______________________________    

H. Morgan Griffith 
Ranking Member 
Subcommittee on Oversight and  
   Investigations 

 


