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EXECUTIVE SUMMARY 
Background.  On May 12, 2020, the Office of Special Counsel (OSC), under its authority in 
5 U.S.C. § 1213, referred a whistleblower disclosure filed by  former Director of the 
Biomedical Advanced Research and Development Authority (BARDA), to the then-Secretary of 
Health and Human Services (HHS), Alex M. Azar II (OSC File No. DI-20-000743).  The referral 
directed HHS to investigate and produce a report regarding the allegations described in the 
whistleblower disclosure.  On June 1, 2020, Secretary Azar delegated investigation of the 
allegations to the Office of Inspector General (OIG). 

In the 63-page disclosure to OSC,  who consented to the release of name, alleged 
several improprieties related to the HHS response to the COVID-19 pandemic and contract 
award and administration by HHS.  The OSC referral grouped the alleged improprieties into five 
allegations: 

1. Senior HHS officials dismissed BARDA’s requests for necessary resources to begin 
vaccine, drug, and diagnostic development in response to the COVID-19 pandemic. 

2. HHS leadership failed to acknowledge and respond to nationwide scarcities of critical 
supplies necessary to respond to the COVID-19 pandemic, including N95 masks, testing 
swabs, syringes, and needles.    stated that supply chain deficiencies continued 
for the production of syringes and needles, and that these shortages would impede the 
administration of any vaccine, once developed and proven safe and effective, to the 
American public. 

3. Office of the Assistant Secretary for Preparedness and Response (ASPR) and other senior 
HHS officials pressured BARDA to promote the use of chloroquine and 
hydroxychloroquine as a therapeutic treatment for COVID-19, even though those drugs 
were produced in factories located in India and Pakistan that were not inspected by the 
Food and Drug Administration (FDA) and despite a lack of scientific data to support the 
use of these drugs as therapeutics. 

4.  and other senior 
HHS leaders engaged in contracting improprieties when awarding contracts to private 
corporations against the recommendation of BARDA’s technical evaluation panels both 
before and during the COVID-19 pandemic.  These irregularities specifically refer to 
contracts associated with Aeolus Pharmaceuticals; Alvogen, Inc.; Partner Therapeutics; 
Emory University; Ridgeback Biotherapeutics LP; Northwell Health; Novavax; and Alchem 
Laboratories.1 

5.  and the ASPR Next staff circumvented   and BARDA to direct Federal 
funds to drug development contracts without appropriate scientific review both before 
and after the emergence of COVID-19. 

This report addresses OIG’s review of Allegation 1 about medical countermeasures (i.e., vaccine, 
drug, and diagnostic development) and Allegation 2 about supplies needed for the response to 

 
1  Secretary for Preparedness and Response during the period of our review,  
the position in . 
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the COVID-19 pandemic, and consistent with 5 U.S.C. § 1213, assesses whether the allegations 
made by   constitute a violation of any law, rule, or regulation; gross mismanagement; a 
gross waste of funds; an abuse of authority; or a substantial and specific danger to public health 
or safety.    

Assessment Summary.  For the time period that we examined, January–March 2020, OIG did 
not substantiate that HHS noncareer officials dismissed requests from BARDA for necessary 
resources to begin vaccine, drug, and diagnostic development in response to the COVID-19 
pandemic; OIG did not find that associated conduct by HHS employees appeared to be a 
violation of any law, rule, or regulation; gross mismanagement; gross waste of funds; abuse of 
authority; or a substantial and specific danger to public health and safety. 

For the time period that we examined, January–March 2020, OIG did not substantiate that HHS 
noncareer leadership failed to acknowledge and respond to nationwide scarcities of critical 
supplies necessary to respond to the COVID-19 pandemic, including N95 masks, testing swabs, 
syringes, and needles; OIG did not find that associated conduct by HHS employees appeared to 
be a violation of any law, rule, or regulation; gross mismanagement; gross waste of funds; abuse 
of authority; or a substantial and specific danger to public health and safety. 

OIG found that ASPR worked with HHS and the Assistant Secretary for Financial Resources 
(ASFR) during January and February 2020 to request supplemental funding needed for both 
developing medical countermeasures and addressing supply scarcities.  However, it was 
mid-March 2020 before ASPR had available emergency supplemental funds, and in the 
meantime, HHS career and noncareer staff reported to OIG that some significant response 
efforts regarding medical countermeasures and supplies were delayed.  These delays were 
consistent with several points included in   disclosure; however, OIG did not find that 
the delays were caused by employee misconduct. 

Methodology.  To review the allegations in the OSC referral, from July 2020 through May 2021, 
OIG staff conducted telephone interviews with 28 HHS career and noncareer officials who were 
either directly involved or knowledgeable about conduct related to the allegations.  These 
individuals included  (the whistleblower), officials in the Centers for Disease Control 
and Prevention (CDC), and the Office of the Secretary (including ASPR and ASFR).  For each 
interview, OIG developed a series of interview questions tailored to the interviewee and their 
position within the Department during the period of the review.  We sought to gain information 
about activities with which the interviewees were personally familiar, as well as their 
perspectives, based on their experience, expertise, and positions, related to the allegations.   

We examined documents that interviewees provided to us about their activities and 
communication with others related to their interview responses.  These documents included 
reports, meeting notes, emails, and supporting documentation for certain activities.  We also 
reviewed selected document that we requested from HHS agencies, including ASPR.  These 
documents included reports and analyses.  We also examined relevant laws, regulations, and 
guidance documents.   

Review Period.  Our review focused on HHS employee conduct during January–March 2020.  
Position titles mentioned in this report refer to HHS officials who held that position during this 
period of our review. 
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Limitations.  Our interviews with HHS officials occurred several months after the review period.  
Officials often referenced notes and other available records for their responses.  However, 
interviewees reported that they were sometimes unable to recall full details from our review 
period.  When possible, we corroborated information that interviewees provided with 
documentation, but it was not always possible to verify the accuracy of the events and 
statements described by HHS officials during our interviews. 

The testimonial evidence that we considered is limited to the HHS officials whom we interviewed 
and their knowledge about the activities discussed.  Those interviewees included key HHS 
officials referenced in the whistleblower disclosure and HHS officials to whom we were directed 
for more information.  Nonetheless, it was not feasible to interview every HHS official involved 
with or knowledgeable about the allegations.   

The findings in this report are relevant to the allegations that OIG reviewed and do not 
represent a comprehensive assessment of the HHS response to COVID-19 during the period of 
our review.  See OIG's COVID-19 Portal for more information about OIG’s Oversight of 
COVID-19 Response and Recovery, including multiple public reports previously issued, 
investigations, and numerous ongoing audits and evaluations. 

Standards.  We conducted this review in accordance with the Quality Standards for Inspection 
and Evaluation issued by the Council of the Inspectors General on Integrity and Efficiency. 

ASSESSMENT 

1.  alleged that HHS noncareer officials dismissed requests from BARDA for 
necessary resources to begin vaccine, drug, and diagnostic development in response to 
the COVID-19 pandemic. 

 reported to OIG that, beginning in January 2020, urged HHS and ASPR noncareer 
officials to take action to begin the development of medical countermeasures for COVID-19.   
reported telling HHS and ASPR noncareer officials that supplemental funds were urgently 
needed.  also reported pressing for emergency funding during an HHS leadership meeting 
on January 23, 2020.  reported urging HHS noncareer officials to move quickly to obtain virus 
sequencing and samples to support developing medical countermeasures.   reported 
to OIG that HHS and ASPR noncareer officials responded to messages with indifference.   

OIG did not substantiate that HHS noncareer officials dismissed requests from BARDA for 
necessary resources to begin vaccine, drug, and diagnostic development in response to the 
COVID-19 pandemic; OIG did not find that associated conduct by HHS employees appeared to 
be a violation of any law, rule, or regulation; gross mismanagement; gross waste of funds; abuse 
of authority; or a substantial and specific danger to public health and safety. 

OIG found that ASPR took actions to address both financial and nonfinancial resources needed 
to begin development of medical countermeasures.  These actions include the following 
activities: 
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Requesting Emergency Supplemental Funding from Congress.  OIG found that ASPR 
career and noncareer officials worked on a supplemental funding request during January 
and February 2020.  ASPR career and noncareer officials were aware that when the 
COVID-19 outbreak started in January 2020, additional funds would be immediately needed 
to begin development of medical countermeasures and to replenish supplies in the Strategic 
National Stockpile (SNS).  As documented in emails, ASPR career and noncareer officials 
began preparing an initial emergency supplemental funding request for a response to 
COVID-19 in January 2020.  However, the length of time from ASPR’s initial planning until 
receipt of supplemental funds for medical countermeasures and supplies was about 
2 months (until mid-March 2020).  Some HHS officials reported that the 2-month period 
until supplemental funds became available to ASPR significantly delayed its COVID-19 
response activities for the development of medical countermeasures and procurement of 
needed medical supplies. 

As shown in the exhibit timeline, by January 21, 
2020, an ASPR noncareer official requested BARDA 
and SNS career officials to provide cost estimates 
for the emergency supplemental funding request.  
On February 24, 2020, the Office of Management 
and Budget (OMB) submitted the request to 
Congress.  Congress passed the Coronavirus 
Preparedness and Response Supplemental 
Appropriations Act, which was signed into law on 
March 6, 2020.  The Act made $3.4 billion available 
to the Public Health and Social Services Emergency 
Fund (ASPR’s funding source) for the pandemic 
response.  ASPR received its initial funds from the 
Act on March 18, 2020.  According to a ASFR 
career official, this 2-month process was fast 
compared to supplemental funding requests for 
past emergencies. 

Obtaining Virus Sequencing and Samples for 
Medical Countermeasure Development.  OIG 
found that the genetic sequence of the virus 
(i.e., the genetic code of the virus) quickly became 
available when, on January 12, 2020, Chinese 
researchers shared on the internet the genetic 
sequence of the virus that would be called SARS-
CoV-2 and caused what came to be known as COVID-19.  Although this was not an action by 
ASPR itself, the release of the sequence happened a couple of days after the whistleblower 
began urging HHS officials to obtain the sequence. 

The Assistant Secretary for Preparedness and Response reported to OIG that attempts were 
made to obtain samples of the virus from China through U.S. contacts at the National 
Academies of Sciences, Engineering, and Medicine in mid-January 2020.  The Assistant 
Secretary for Preparedness and Response also reported that, in exchanges with the Minister 
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mismanagement; gross waste of funds; abuse of authority; or a substantial and specific danger 
to public health and safety. 

OIG found that ASPR career and noncareer officials began taking steps to address supply 
shortages as early as January 2020, including the types of supplies referenced in   
disclosure (e.g., N95 masks, needles and syringes, and testing swabs).  However, they reported 
to OIG that, until the supplemental funding became available in mid-March 2020, ASPR’s ability 
to immediately procure needed supplies was limited.  Once the supplemental funds became 
available to ASPR in mid-March 2020, ASPR career and noncareer officials reported taking steps 
to procure supplies, yet they also reported that existing supply chains for many of the needed 
supplies were either heavily strained or exhausted.   

Prior to ASPR receiving supplemental funding, OIG found that ASPR undertook the following 
actions toward addressing medical supply needs:   

Establishing Supply Chain Task Force.  In late January, the Assistant Secretary for 
Preparedness and Response created the COVID-19 Supply Chain Task Force.  The co-lead of 
the Supply Chain Task Force reported that they began identifying specific supply shortages, 
estimating quantities needed, and reaching out to locate potential sources within the supply 
chain.  By mid-March 2020, the task force transitioned to the Federal Emergency 
Management Agency (FEMA).5  

Preparing To Obtain N95 Masks, Needles, and Syringes.  ASPR career and noncareer 
officials reported to OIG that they took steps beginning in January 2020 to secure N95 
masks for the SNS.  As an initial step, the Assistant Secretary for Preparedness and Response 
reported that, in January 2020, he met with a major manufacturer of PPE to discuss 
availability of N95s.  One executive lead of ASPR’s Supply Chain Task Force reported that the 
task force met during the early weeks of the COVID-19 pandemic to discuss domestic supply 
and manufacturing capabilities for N95 masks.  An HHS career official also reported meeting 
with the same mask manufacturer that the whistleblower referenced in the disclosure.   

However, ASPR’s efforts were mostly limited to identifying potential supply sources that 
could be tapped once supplemental funding for the SNS became available.  Both the 
Assistant Secretary for Preparedness and Response and the co-lead of the Supply Chain Task 
Force confirmed that ASPR did not have the ability to procure N95 masks or other supplies 
until supplemental funding became available through the Coronavirus Preparedness and 
Response Supplemental Appropriations Act in mid-March 2020.  Once funds became 
available in March, the Assistant Secretary for Preparedness and Response reported that 
ASPR ordered 500 million N95 masks.   

OIG found that, like other critical supply needs, ASPR did not have sufficient funds to make 
procurements of needles and syringes for COVID-19 vaccines until mid-March 2020 when 
supplemental funding became available.  An ASPR career official explained to OIG that, as 
early as January 2020, officials began having conversations about needles and syringes with 
three manufacturers with whom it had contracts in place prior to the COVID-19 pandemic.  

 
5 On March 19, 2020, FEMA assumed leadership of the Federal response to COVID-19 and the task forces that HHS 
stood up were transferred to FEMA.  (FEMA, Initial Assessment Report, pp. 4, 7, and 24.) 
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OIG found that, historically and prior to the COVID-19 pandemic, the SNS had not stockpiled 
testing swabs.  An ASPR career official explained to OIG that testing swabs had not been 
considered as a specific medical supply need for stockpiling.     

CONCLUSION 
This report addresses two allegations from the whistleblower disclosure filed by   
former Director of BARDA, regarding medical countermeasures and supplies needed for the 
response to the COVID-19 pandemic.  OIG did not substantiate the allegations and did not find 
that conduct by HHS employees appeared to be a violation of any law, rule, or regulation; gross 
mismanagement; gross waste of funds; abuse of authority; or a substantial and specific danger 
to public health and safety.   
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EXECUTIVE SUMMARY 
Background.  On May 12, 2020, the Office of Special Counsel (OSC), under its authority in 
5 U.S.C. § 1213, referred a whistleblower disclosure filed by   former Director of the 
Biomedical Advanced Research and Development Authority (BARDA), to the then-Secretary of 
Health and Human Services (HHS), Alex M. Azar II (OSC File No. DI-20-000743).  The referral 
directed HHS to investigate and produce a report regarding the allegations described in the 
whistleblower disclosure.  On June 1, 2020, Secretary Azar delegated investigation of the 
allegations to the Office of Inspector General (OIG).   

In the 63-page disclosure to OSC,   who consented to the release of  name, alleged 
several improprieties related to the HHS response to the COVID-19 pandemic and contract 
awarding and administration by HHS.  The OSC referral grouped the alleged improprieties into 
five allegations: 

1. Senior HHS officials dismissed BARDA’s requests for necessary resources to begin 
vaccine, drug, and diagnostic development in response to the COVID-19 pandemic. 

2. HHS leadership failed to acknowledge and respond to nationwide scarcities of critical 
supplies necessary to respond to the COVID-19 pandemic, including N95 masks, testing 
swabs, syringes, and needles.    stated that supply chain deficiencies continued 
for the production of syringes and needles, and that these shortages would impede the 
administration of any vaccine, once developed and proven safe and effective, to the 
American public. 

3. Office of the Assistant Secretary for Preparedness and Response (ASPR) and other senior 
HHS officials pressured BARDA to promote the use of chloroquine and 
hydroxychloroquine as a therapeutic treatment for COVID-19, even though those drugs 
were produced in factories located in India and Pakistan that were not inspected by the 
Food and Drug Administration (FDA) and despite a lack of scientific data to support the 
use of these drugs as therapeutics. 

4.  and other senior 
HHS leaders engaged in contracting improprieties when awarding contracts to private 
corporations against the recommendation of BARDA’s technical evaluation panels both 
before and during the COVID-19 pandemic.  These irregularities specifically refer to 
contracts associated with Aeolus Pharmaceuticals; Alvogen, Inc.; Partner Therapeutics; 
Emory University; Ridgeback Biotherapeutics LP; Northwell Health; Novavax; and Alchem 
Laboratories.1 

5.  and the ASPR Next staff circumvented   and BARDA to direct Federal 
funds to drug development contracts without appropriate scientific review both before 
and after the emergence of COVID-19. 

  

 
1  Secretary for Preparedness and Response during 
the period of our review,  the position in . 
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This report addresses OIG’s review of Allegation 3 regarding chloroquine and 
hydroxychloroquine,2 and consistent with 5 U.S.C. § 1213, assesses whether the allegations made 
by   constitute a violation of any law, rule, or regulation; gross mismanagement; a gross 
waste of funds; an abuse of authority; or a substantial and specific danger to public health or 
safety.    allegations, according to  written disclosure and as summarized by OSC’s 
referral letter to Secretary Azar, are as follows: 

1.  alleged that HHS noncareer officials exerted pressure on career staff to 
promote the use of chloroquine and hydroxychloroquine as therapeutics for COVID-19.3   

2.  alleged that HHS accepted donations of chloroquine produced in factories in 
India and Pakistan, which posed a safety risk because the factories had not been 
inspected by FDA. 

3.   alleged that HHS distributed donated hydroxychloroquine from the Strategic 
National Stockpile (SNS) to retail pharmacies, which posed a substantial and specific 
danger to public health and safety because of a lack of scientific data to support their 
use as therapeutics for COVID-19, and that these distributions violated the Emergency 
Use Authorization (EUA).    

Assessment Summary.  OIG substantiated that HHS noncareer officials exerted pressure on 
HHS career officials leading up to the issuance of the EUA; however, OIG did not find that this 
pressure led to a violation of law, rule, or regulation; gross mismanagement; gross waste of 
funds; abuse of authority; or a substantial and specific danger to public health and safety.   

Although OIG substantiated that the donated chloroquine accepted by HHS was produced in 
factories in India and Pakistan that were not registered or inspected by FDA, OIG did not find 
that the acceptance of those donations led to a violation of law, rule, or regulation; gross 
mismanagement; gross waste of funds; abuse of authority; or a substantial and specific danger 
to public health and safety.   

OIG substantiated that HHS distributed donated hydroxychloroquine from the SNS to retail 
pharmacies and found that these distributions posed a substantial and specific danger to public 
health and safety.  By distributing donated hydroxychloroquine to retail pharmacies, HHS 
expanded the supply of the drugs that were available for off-label prescribing for COVID-19 
outside of hospitals, which FDA assessed as too risky for outpatients due to the known and 
potential health risks of hydroxychloroquine.   

OIG could not conclude that the distributions of donated hydroxychloroquine led to a violation 
of law, rule, or regulation.  Although the HHS officials who directed the SNS to distribute 
hydroxychloroquine from the SNS to retail pharmacies acknowledged to OIG that some of the 
supplies would likely be used off-label for COVID-19, they also reported the hydroxychloroquine 
was being distributed for FDA-approved purposes (i.e., to treat or prevent malaria, lupus, and 
rheumatoid arthritis), in part because FDA had identified ongoing supply shortages of the drug 

 
2 The other four allegations are being addressed by OIG in other reports. 
3 Therapeutics, such as drugs and medical devices, are used in the prevention or treatment of an illness.  
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and noncareer officials referenced in the whistleblower disclosure and HHS officials to whom we 
were directed for more information.  It was not feasible to interview every HHS official involved 
with or knowledgeable about the allegations.   

The findings in this report are relevant to the allegations that OIG reviewed and do not 
represent a comprehensive assessment of the HHS response to COVID-19 during the period of 
our review.  See OIG’s COVID-19 Portal for more information about OIG’s Oversight of 
COVID-19 Response and Recovery, including multiple public reports previously issued, 
investigations, and numerous ongoing audits and evaluations. 

Standards.  We conducted this review in accordance with the Quality Standards for Inspection 
and Evaluation issued by the Council of the Inspectors General on Integrity and Efficiency. 

CHRONOLOGY OF EVENTS 
This section provides a chronology of relevant information about the allegation, collected by 
OIG through interviews and document review. 

On March 10 and March 17, 2020, via emails, an HHS noncareer official asked a BARDA career 
official about chloroquine as a potential therapeutic for COVID-19.  (Chloroquine is an 
FDA-approved drug to treat or prevent malaria.)  A member of the Medical Countermeasures 
(MCM) Task Force reported to OIG that during this time chloroquine and other drugs were 
being monitored as a potential therapeutic for COVID-19. 6   

On March 17, 2020, via email, a senior advisor to the Assistant Secretary for Preparedness and 
Response told HHS career and noncareer officials that a drug manufacturer had approached 
HHS with an offer to donate chloroquine.   

On March 17, 2020, a senior advisor to the Assistant Secretary for Preparedness and Response, 
who was coordinating a chloroquine donation from a drug manufacturer, emailed the MCM 
Task Force lead and other BARDA career officials with a request to review data on chloroquine 
that had been provided by the manufacturer offering to donate the drug.  The MCM Task Force 
lead asked two BARDA career officials to review the material, one who co-led the Therapeutics 
Working Group and the other who co-led the Clinical Trials Working Group.   

The MCM Task Force lead reported to OIG that on March 18, 2020, he received a consensus 
statement from the Clinical Trials Working Group about potential use of chloroquine and 
hydroxychloroquine for COVID-19.  (Hydroxychloroquine, which is chemically similar to 
chloroquine, is an FDA-approved drug to treat or prevent malaria, lupus, and rheumatoid 
arthritis.)  According to the consensus statement provided to OIG, the group noted that the 
safety and efficacy of either drug for prevention or treatment of COVID-19 were not supported 
by the existing data.  The co-lead of the Clinical Trials Working Group reported to OIG that the 

 
6 The MCM Task Force was created by the Assistant Secretary for Preparedness and Response and included 
interagency subject matter experts who responded to inquiries from senior leadership and conducted analyses in 
their focus areas.  The MCM Task Force was composed of four working groups: (1) Therapeutics Working Group, 
(2) Clinical Trials Working Group, (3) Vaccines Working Group, and (4) Diagnostic Working Group.  MCM Task Force 
membership included representatives from ASPR and HHS Operating Divisions, including FDA, the National 
Institutes of Health, the Centers for Disease Control and Prevention, and the Department of Defense. 
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group’s position was that there were “significant safety concerns” associated with both drugs.  
The MCM Task Force lead reported to OIG that, during this time, the Therapeutics Working 
Group was assessing data about many different drugs as potential therapeutics for COVID-19.  
The MCM Task Force lead also reported to OIG that consensus statements were reviewed by the 
MCM Task Force leadership in an iterative process and represented a type of Governmentwide 
position on a particular matter.   

On March 19, 2020, at a Coronavirus Task Force briefing, the President and the FDA 
Commissioner discussed chloroquine and hydroxychloroquine.  The President stated: “[W]e’re 
going to be able to make that drug available almost immediately.  And that’s where the FDA has 
been so great.  [T]hey’ve gone through the approval process, it’s been approved.  And they did 
it—they took it down from many, many months to immediate.”  An HHS career official told OIG 
that they interpreted these statements as the President implying that FDA had already 
authorized the use of the drugs as therapeutics for COVID-19.  During the same Coronavirus 
Task Force briefing, the FDA Commissioner stated that the drugs were FDA-approved “for the 
treatment of malaria as well as an arthritis condition.”  He further stated that “the President has 
directed us to take a closer look” at the drugs to see whether they have clinical benefit as 
therapeutics for COVID-19.   

On March 21, 2020, via email, a senior advisor to the Assistant Secretary for Preparedness and 
Response told HHS officials that a drug manufacturer had offered a donation of 
hydroxychloroquine.    

On March 21, 2020, the President tweeted: “[Hydroxychloroquine and azithromycin], taken 
together, have a real chance to be one of the biggest game changers in the history of medicine.“   

On March 23, 2020, at a Coronavirus Task Force briefing, the President stated that the State of 
New York would begin distributing hydroxychloroquine “tomorrow morning [March 24, 2020] to 
a lot of people in New York City and New York.”   

  reported to OIG that  received a directive from the HHS General Counsel on 
March 23, 2020, to submit an application to FDA for an expanded access investigational new 
drug (IND) for the donated chloroquine.  An expanded access IND is an FDA mechanism that 
would have authorized the widespread use of the donated drug as a therapeutic for COVID-19.7      

On March 24, 2020, according to   there was agreement between BARDA and FDA 
that the lack of supporting scientific data and known safety risks associated with chloroquine 
and hydroxychloroquine did not support an expanded access IND.  FDA career officials reported 
to OIG that they did not support the use of an expanded access IND for use of the drugs for 
COVID-19.  An FDA career official reported to OIG concerns about a lack of any data from 
randomized controlled clinical trials indicating that these drugs might provide any medical 

 
7 FDA is authorized to issue an expanded access IND for widespread treatment use when the drug is either being 
investigated under a controlled clinical trial under an IND designed to support a marketing application or all clinical 
trials of the drug have been completed; the sponsor is actively pursuing marketing approval for the drug for the 
expanded access use with due diligence; and either: (1) the use is for a serious disease or condition and there is 
sufficient clinical evidence of safety and effectiveness to support the expanded access use, or (2) the use is for an 
immediately life-threatening disease or condition and the available scientific evidence, taken as a whole, provide a 
reasonable basis to conclude that the investigational drug may be effective for the expanded access use and would 
not expose patients to an unreasonable and significant risk of illness or injury.  21 CFR § 312.320. 
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benefit for treating or preventing COVID-19.  Additionally, these FDA career officials reported 
that hydroxychloroquine and chloroquine had long histories of known patient safety risk and 
were previously shown to be ineffective as antivirals when examined as possible treatments for 
other viruses.  BARDA and FDA career officials further reported that the most serious known 
safety risk involved heart rhythm problems.   

To address these known and potential patient safety risks associated with chloroquine and 
hydroxychloroquine, BARDA and FDA career officials transitioned to an EUA, rather than pursue 
an expanded access IND.  The FDCA gives FDA the authority to issue an EUA to allow the 
distribution and use of an unapproved drug or approved drug for an unapproved purpose 
during declared public health emergencies prior to distribution for that purpose.8  This authority 
also allows FDA to set conditions for distribution and use of a drug under an EUA, such as 
limiting use to certain types of patients and in certain clinical settings.9  

On March 26, 2020, HHS and a hydroxychloroquine manufacturer finalized a formal donation 
agreement for 130 million hydroxychloroquine 200 mg tablets.    

On March 27, 2020, FDA determined that the imported donated chloroquine from 
manufacturing sites in India and Pakistan met established U.S. Pharmacopeia standards, on the 
basis of FDA’s analysis of sample tablets of the drug.  Although chloroquine is FDA-approved to 
treat or prevent malaria, HHS career officials were concerned about the quality of the donated 
chloroquine from the manufacturing facilities in India and Pakistan.    

On March 28, 2020, BARDA submitted to FDA an EUA request for the emergency use of 
chloroquine and hydroxychloroquine donated to the SNS for the treatment of certain 
hospitalized patients with COVID-19. 

On March 28, 2020, FDA issued an EUA authorizing use of chloroquine and hydroxychloroquine 
distributed from the SNS to public health authorities (e.g., State and local health departments)10  
for response to the COVID-19 pandemic.11  FDA specified several conditions for use of the drugs 
under the EUA, including: 

The drugs must be administered by a health care provider pursuant to a valid 
prescription of a licensed practitioner.   

The drugs may only be used to treat adult and adolescent patients who weigh 50 kg or 
more and are hospitalized with COVID-19 for whom a clinical trial is not available, or 
participation is not feasible.  

 
8 Section 564 of the FDCA (21 U.S.C. § 360bbb-3).   
9 Section 564(e) of the FDCA (21 U.S.C. § 360bbb-3(e)). 
10 As defined in the EUA, a “public health authority” means the public agency or its delegate that has legal 
responsibility and authority for responding to a public health emergency, based on political or geographical (e.g., 
city, county, Tribal, State, or Federal) or functional (e.g., law enforcement or public health range) or sphere of 
authority to prescribe, administer, deliver, distribute, or dispense oral chloroquine phosphate and 
hydroxychloroquine sulfate products during public health emergencies. 
11 EUA for chloroquine and hydroxychloroquine issued by FDA on Mar. 28, 2020.  Accessed at 
https://www.fda.gov/media/136534/download on June 21, 2023. 
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FDA also set conditions for labeling of the drugs (which varied somewhat for the two 
drugs), including that they should be accompanied by Fact Sheets that FDA developed 
for health care providers and patients pertaining to use under the EUA.    

The EUA mandated that health care systems and providers track adverse events and report to 
FDA in accordance with the Fact Sheets.   

FDA career officials reported to OIG that the conditions were established to help ensure that 
hospitalized patients who received the donated drugs under the EUA would be monitored by 
hospital staff who could address any adverse events that arose.  In addition, the data reporting 
was to mitigate the risks and to assess whether the drugs had any beneficial effect for treating 
COVID-19.  

On March 29, 2020, HHS issued a news release stating that HHS had accepted donations of 
chloroquine and hydroxychloroquine to the SNS from two manufacturers and that FDA had 
issued an EUA to allow the drugs “to be distributed and prescribed by doctors to hospitalized 
teen and adult patients with COVID-19, as appropriate, when a clinical trial is not available or 
feasible.”12  The news release indicated that the SNS would work with the Federal Emergency 
Management Agency to ship donated doses to States.  The news release also stated: “Use of the 
donated medications is expected to help ease supply pressures for the drug, and the FDA is also 
working with manufacturers of chloroquine and hydroxychloroquine to increase production to 
ensure these drugs also remain available for patients dependent on them for treatment of 
malaria, lupus, and rheumatoid arthritis.”13   

On March 30, 2020, HHS and a chloroquine manufacturer finalized a formal donation for 
approximately 3 million chloroquine 250 mg tablets.   

On March 31, 2020, Hydroxychloroquine was added to FDA’s drug shortage list, indicating a 
scarcity of supplies available for FDA-approved on-label uses.   

On April 4, 2020, via an email to other HHS officials, the Assistant Secretary for Health directed 
the SNS to release or ship the donated hydroxychloroquine to wholesale distributors for further 
distribution to retail pharmacies and hospitals.14  The Assistant Secretary for Health reported to 
OIG that the order to ship the drug to pharmacies was given over the telephone by a senior 
advisor to the President and was understood to be a directive from the President.  The Assistant 
Secretary for Preparedness and Response, who oversees the SNS, and the FDA Commissioner 
agreed with the order to distribute hydroxychloroquine to retail pharmacies and hospitals.15 

On April 5, 2020, at the Coronavirus Task Force briefing, the President confirmed that 
shipments of hydroxychloroquine had begun: “We’ve given it to drug stores.  We’re sending it 
all over.”   

 
12 HHS, press release, “HHS accepts donation of medicine to the SNS as possible treatments for COVID-19 
patients.”  Issued on Mar. 29, 2020. 
13 Ibid. 
14 , an HHS noncareer official who served as Assistant Secretary for Health during the period of 
our review, left the position in January 2021. 
15 , an HHS noncareer official who served as the FDA Commissioner during the period of our 
review, left the position in January 2021. 
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Between April 6 and April 9, 2020, of the nearly 29 million tablets of donated 
hydroxychloroquine immediately available in the SNS, the SNS released almost 77percent 
(approximately 22 million tablets) to wholesale distributors.  (No donated chloroquine was 
distributed from the SNS.)  Initial distributions of hydroxychloroquine from the SNS to wholesale 
distributors were for further distribution to retail pharmacies.  The SNS also shipped about 6.6 
million tablets to public health authorities and hospitals, distributions that were authorized 
under the EUA. 

On April 7, 2020, HHS and a hydroxychloroquine manufacturer finalized a formal donation for 
10 million hydroxychloroquine 200 mg tablets.   

On June 15, 2020, FDA revoked the EUA for chloroquine and hydroxychloroquine.  FDA 
concluded that chloroquine and hydroxychloroquine were unlikely to be effective in treating 
COVID-19 based on the analysis of emerging clinical trial data and information.  Further, in light 
of reports related to serious cardiac adverse events, FDA concluded that the known and 
potential benefits of the drugs did not outweigh the known and potential risks associated with 
their use as a therapeutic for COVID-19.16   

ASSESSMENT 
1.   alleged that HHS noncareer officials exerted pressure on career staff to 

promote the use of chloroquine and hydroxychloroquine as therapeutics for  
COVID-19.   

Although OIG substantiated that HHS noncareer officials exerted pressure on HHS career 
officials leading up to the issuance of the EUA, OIG did not find that this pressure led to a 
violation of law, rule, or regulation; gross mismanagement; gross waste of funds; abuse of 
authority; or a substantial and specific danger to public health and safety.  HHS career officials 
reported feeling pressured to quickly authorize chloroquine and hydroxychloroquine as 
therapeutics for COVID-19, despite their assessment that the clinical data on efficacy were not 
strong and that there were safety concerns related to use of the drugs for COVID-19.  However, 
career officials also reported that they found a way to make the donated drugs available for 
treating COVID-19 in a manner that addressed known patient safety risks associated with the 
drugs.   

HHS career officials reported experiencing intense pressure during the period between March 23 
and March 28, 2020, beginning when   reported receiving a directive from the HHS 
General Counsel for BARDA to submit an application to FDA for a nationwide expanded access 
IND.  HHS career officials reported to OIG that the HHS General Counsel told them  drafted an 
informed consent document to be used for the expanded access IND being sought.   FDA 

 
16 Letter issued by FDA revoking the EUA for chloroquine and hydroxychloroquine, June 15, 2020.  Accessed at 
https://www.fda.gov/media/138945/download?%202020 on June 21, 2023. 
17 Informed consent documents are intended to ensure that individuals (or their representatives) who participate 
in clinical research projects and trials are provided “sufficient opportunity to consider whether or not to participate 
and [to] minimize the possibility of coercion or undue influence.”  The information must be presented “in language 
understandable to the subject or the representative.” 21 CFR § 50.20. 
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career and noncareer officials reported to OIG that they perceived the HHS General Counsel’s 
involvement as “highly unusual” and “surprising” because informed consent documents are 
typically written by scientists involved in the research.18  Another HHS career official expressed 
the view that decisions about these drugs required medical and scientific expertise and that the 
HHS General Counsel’s involvement seemed “very strange” and signaled that political 
considerations were involved.    

An FDA career official reported receiving many inquiries from HHS noncareer officials about the 
progress of their review, which the official perceived as “a tremendous amount of pressure.”19  
The FDA career official reported to OIG feeling somewhat “backed into a corner” to quickly 
authorize the drugs for COVID-19.  The FDA career official characterized one source of the 
pressure as “the President of the country had already accepted these drugs into the stockpile 
and was touting that they would be gamechangers and they were going to be available.”  

FDA career officials reported to OIG that pressure from HHS noncareer officials did not prevent 
FDA from following due diligence in its review and ensuring that the drugs met the appropriate 
standards.  BARDA and FDA officials ultimately did not request or issue the expanded access 
IND sought by HHS noncareer officials, and instead issued an EUA for the donated drugs, which 
established conditions for distribution and use under the EUA. 

According to  on March 24, 2020, there was agreement between FDA and BARDA that 
the lack of supporting scientific data and known safety risks associated with the drugs did not 
support FDA issuing an expanded access IND to make the drugs widely available as therapeutics 
for COVID-19.  FDA career officials reported to OIG that FDA did not support the use of an 
expanded access IND because hydroxychloroquine and chloroquine had a long history of known 
patient safety risk, and the drugs were previously shown to be ineffective as antivirals when 
examined as possible treatments for other viruses.  HHS career officials reported to OIG that the 
most serious safety risk involved heart rhythm problems. 

An FDA career official reported to OIG that they recommended that BARDA submit a request to 
FDA for an EUA instead of an expanded access IND.  As previously mentioned, the FDCA 
provides FDA with the authority, during declared public health emergencies, to issue an EUA to 
allow the use of an unapproved drug or an approved drug for an unapproved purpose, 
including the authority for FDA to establish conditions on the distribution and use of the drugs 
under the EUA.20  BARDA agreed with FDA on this approach and submitted a request for an EUA 
on March 28, 2020.   

On March 28, 2020, FDA completed its review and issued an EUA for donated chloroquine and 
hydroxychloroquine.  FDA career officials reported that the EUA included conditions for use, 
including treating only certain hospitalized patients with COVID-19, that were intended to help 
ensure that any patients who received the donated drugs under the EUA would be monitored by 

 
18 Ultimately, an informed consent document was not needed because BARDA did not request an expanded access 
IND from FDA. 
19 As part of FDA, the Center for Drug Evaluation and Research is responsible for ensuring that safe and effective 
drugs are available by regulating over-the-counter and prescription drugs, including biological therapeutics and 
generic drugs.  Accessed at https://www.fda.gov/about-fda/fda-organization/center-drug-evaluation-and-
research-cder on June 26, 2023. 
20 Section 564 of the FDCA (21 U.S.C. § 360bbb-3).   
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gross waste of funds; abuse of authority; or a substantial and specific danger to public health 
and safety.   

OIG substantiated that HHS distributed donated hydroxychloroquine from the SNS to retail 
pharmacies and found that these distributions posed a substantial and specific danger to public 
health and safety.  In considering corrective actions, HHS may want to determine whether action 
is needed to ensure public health and safety in association with future EUAs. 

OIG did not find that the distributions led to gross mismanagement; gross waste of funds; or 
abuse of authority.   

OIG could not conclude that the distributions of donated hydroxychloroquine led to a violation 
of law, rule, or regulation.  OIG found that the facts did not demonstrate that the distributions 
were made solely for an unapproved purpose; therefore, OIG could not conclude whether the 
distributions of hydroxychloroquine from the SNS to retail pharmacies violated the provision of 
the FDCA that prohibits the distribution of drugs for unapproved purposes.  In considering 
corrective actions, HHS may want to determine whether there is a need for additional 
clarification or legal guidance to ensure compliance with all laws should similar circumstances 
arise in the future.   

CORRECTIVE ACTIONS 
This report addresses allegations from the whistleblower disclosure filed by   
former Director of BARDA, regarding chloroquine and hydroxychloroquine as potential 
therapeutics for COVID-19.  OIG is providing this report to the Department for its use in 
determining any corrective actions. 
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INTRODUCTION 

BACKGROUND 

Administration for Strategic Preparedness and Response 

The mission of the Administration for Strategic Preparedness and Response (ASPR) is to protect 
Americans from 21st century health security threats.3  ASPR leads the nation’s medical and 
public health preparedness for, response to, and recovery from disasters and public health 
emergencies.  ASPR collaborates with hospitals; health care coalitions; biotech firms; 
community members; State, local, Tribal, and territorial Governments; and other partners across 
the country to improve readiness and response capabilities.  In 2022, ASPR was elevated to an 
Operating Division within the Department of Health and Human Services (HHS), enabling it to 
mobilize a coordinated national response more efficiently and effectively during future disasters 
and emergencies.  The mission of ASPR, to protect Americans from 21st century health security 
threats, remains.   

Within ASPR, the Biomedical Advanced Research and Development Authority (BARDA) was 
established to aid in securing our nation from chemical, biological, radiological, and nuclear 
threats, as well as from pandemic influenza and emerging infectious diseases.  BARDA supports 
the transition of medical countermeasures such as vaccines, drugs, and diagnostics from research 
through advanced development towards consideration for approval by the Food and Drug 
Administration and inclusion into the Strategic National Stockpile.  A portion of the annual 
appropriations ASPR receives are designated for use specifically by BARDA for expenses 
necessary to support advanced research and development. 

ASPR and BARDA both award contracts to accomplish their mission.  

Office of Investigations and Office of Audit Services Involvement 

The HHS Office of Inspector General (OIG), Office of Investigations (OI), Special 
Investigations Branch (SIB), is investigating several alleged improprieties related to contract 
award and administration by HHS.  The Office of Special Counsel (OSC) referral grouped the 
alleged improprieties into five allegations to be investigated: (1) the dismissal of BARDA’s 
requests for necessary resources to begin vaccine, drug, and diagnostic development in response 
to the COVID-19 pandemic; (2) the failure to acknowledge and respond to nationwide scarcities 
of critical supplies necessary to respond to the COVID-19 pandemic; (3) pressure on BARDA to 
promote the use of chloroquine and hydroxychloroquine as a therapeutic treatment for 
COVID-19; (4) contracting improprieties when awarding contracts to private corporations 
against the recommendation of the technical evaluation panel and (5) staff circumventing 
BARDA to direct federal funds to drug development contracts without appropriate scientific 
review both before and after the emergence of COVID-19.   

 
3 During the period relevant to our investigative assist, ASPR was the Office of the Assistant Secretary for 
Preparedness and Response.   
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SIB requested the OIG Office of Audit Services’ assistance in identifying whether specific 
contracts complied with Federal pre-award procedures.  Specifically, SIB requested our 
assistance in determining whether alleged improprieties, which concerned contract award and 
administration, were substantiated (see allegations four and five above).  We initiated our 
investigative assist in July 2020. 

OBJECTIVE, SCOPE, AND METHODOLOGY 

Objective 

Our objective was to determine whether ASPR/BARDA complied with Federal requirements 
when performing pre-award procedures for specific contracts identified by SIB.   

Investigative Assist Scope 

To respond to the SIB investigative assist request, we analyzed 11 contracts identified by SIB 
and addressed in specific allegations mentioned in the OSC referral.  Of the 11 contracts, 2 were 
awarded as sole-source contracts.  The remaining nine contracts were negotiated competitively 
using either a Request for Proposal (RFP) or a Broad Agency Announcement (BAA).4  We 
analyzed the pre-award process for these 11 contracts.  See Figure 1 on the next page. 

 
4  BAAs are competitive solicitation procedures used to obtain proposals for basic and applied research and the part 
of development not related to the development of a specific system or hardware procurement. 
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o Technical Evaluation Panel (TEP),  

o market research, 

o posting to Government point of entry, 

o sole-source justification for other than full and open competition, and 

o novation agreement6 documentation; and 

 concluded whether pre-award procedures were performed in accordance with the FAR. 

We performed this investigative assist for SIB between July 2020 through February 2023. 

RESULTS OF INVESTIGATIVE ASSIST 

Federal Requirements 

The FAR is the primary regulation that all Federal Executive agencies must follow when 
acquiring goods and services with appropriated funds.  The FAR provides policies and 
establishes responsibilities for recording and maintaining contract information.  Personnel 
responsible for contracting, contract administration, and payment must establish files that contain 
a record of all contractual actions, and these files must be readily accessible to principal users 
(FAR 1.101, 4.801, 4.802).   

Contracting officers, appointed by the agency head, are the only individuals authorized to enter, 
administer, or terminate contracts.  Among other things, contracting officers must publicize 
contract actions to increase competition (post to a Government point of entry) and conduct 
market research to arrive at the most suitable approach to acquiring, distributing, and supporting 
supplies and services.  Market research appropriate to the circumstances should be completed 
prior to solicitation (FAR 1.602, 5.002, and 10). 

The FAR also specifies requirements for both competitive and sole-source awards.  It states that 
contracting officers must promote and provide for full and open competition in soliciting offers 
and awarding Government contracts and provides seven circumstances permitting the award of a 
contract using noncompetitive procedures (FAR 6.101). 

Awarding contracts using noncompetitive procedures (sole source) is permissible provided the 
contracting officer justifies the use of such actions in writing.  Specifically, sole-source contracts 
may only be awarded if there is: (1) only one responsible source, (2) an unusual and compelling 
urgency, (3) an industrial mobilization requirement, (4) an international agreement, (5) a statute 

 
6 A novation agreement is a legal contract that transfers the contractual obligations of one party to a third party or 
replaces a contractual obligation with another one.  All parties involved—generally a transferee, transferor, and 
counterparty—must agree to these changes.   
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authorization or requirement, (6) a national security requirement or (7) public interest for other 
than full and open award.  Justifications must contain sufficient facts and rationale to justify the 
use of the specific authority cited (FAR 6.301, 6.302 and 6.303).   

Any contract awarded using other than sealed bidding procedures is considered a negotiated 
contract.  The FAR further describes some of the acquisition processes and techniques in 
designing competitive acquisitions in addition to selecting a contract type appropriate to the 
circumstances of the acquisition (FAR 6.1, 15, and 16). 

For competitively awarded contracts, the Government must request proposals from potential 
contractors.  Two methods for requesting proposals are RFPs and BAAs.  RFPs are used in 
negotiated acquisitions to communicate Government requirements to prospective contractors and 
to solicit proposals.  BAAs are competitive solicitation procedures used to obtain proposals for 
basic and applied research and the part of development not related to the development of a 
specific system or hardware procurement (FAR 6.102, 15.203, and 35.016). 

Agency heads are responsible for source selection.  The contracting officer is designated as the 
source selection authority, unless the agency head appoints another individual for a particular 
acquisition or group of acquisitions.  According to the FAR, the source selection authority must: 
(1) establish a TEP, (2) approve the source selection strategy or acquisition plan, (3) ensure 
consistency among the solicitation requirements, (4) ensure that proposals are evaluated based 
solely on the factors and subfactors contained in the solicitation, (5) consider the 
recommendations of advisory boards or panels (if any), and (6) select the source or sources 
whose proposal is the best value to the Government (FAR 15.303). 

The contracting officer, designated as the source selection authority, should consider numerous 
factors when awarding a contract.  All factors and significant subfactors that will affect contract 
award and their relative importance should be stated clearly in the solicitation.  Those factors 
should represent the key areas of importance and emphasis to be considered in the source 
selection decision and support meaningful comparison and discrimination between and among 
competing proposals.  Factors to consider may include price or cost analysis, type and 
complexity of the requirement, urgency, the contractor’s technical capability, financial 
responsibility, and acquisition history.  Documentation relevant to each contract award will differ 
based on the type of award (FAR 16). 

If a contractor wishes the Government to recognize a successor in interest to its contracts, the 
contractor must submit a written request to the responsible contracting officer.  This novation 
process is the consensual replacement of a contract, when a new party takes over the rights and 
obligations of the original party, thus releasing the latter from that obligation (FAR 42). 

ASPR/BARDA COMPLIED WITH PRE-AWARD REQUIREMENTS 

Based on our analysis of the 11 contracts provided to us by SIB, we conclude that 
ASPR/BARDA complied with Federal requirements when performing pre-award procedures.  
Specifically, ASPR complied with pre-award provisions of the FAR for two sole-source 






