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Clinical Trial Agreements Toolkit 

Debarment  

 

Subject Results/Comments 

Explanation 
of General 
Importance 
from a 
Business 
Perspective 

FDA has the authority to debar individuals convicted of felony and 
misdemeanor offenses related to the development, approval, or 
regulation of any drug product. Debarment prevents these individuals 
from performing clinical research studies or providing services to a 
company or individual that has an approved or pending drug 
application. As such, CTAs should include a representation by the Site 
(and possibly the Sponsor) regarding debarment.  

The scope of the representation is often a point of negotiation—in 
terms of which exclusion lists will be searched, how often the lists will 
be reviewed, what period of time will be covered, and which individuals 
will be screened. In addition, there is often the question of mutuality 
(i.e., will the Sponsor also make representations to the Site). 

A Sponsor’s interest in protecting the integrity of research data means 
that a Sponsor will want a Site to make a broad representation, 
covering all of the Site’s employees and contractors, as to all past, 
present, and pending matters. A Site, on the other hand, will want to 
make narrow representations, focused on the specific clinical trial or 
research activities, in order to minimize compliance costs and 
maximize flexibility in their operations, particularly if research is only 
one of many departments within the Site. 

There are various federal, state, and local lists identifying sanctioned, 
excluded, and debarred individuals and entities. In the research 
setting, the most important list is the FDA Debarment List relating to 
drug product applications. A Sponsor must know if a researcher is 
currently on the FDA debarred list (in which case the research is 
disqualified from participating in clinical trials); will want to know if a 
researcher was ever debarred (since a previous debarment may 
impact the credibility of a researcher’s clinical data); and also will want 
to know if any debarment is pending against a researcher (because 
FDA may reject clinical data prepared by a subsequently debarred 
researcher). Current and past FDA debarments are available here, and 
pending FDA debarments are available here. Depending on the nature 
of the relationship and parties, representations regarding other 
debarred activities also may be necessary. 

Contract 
Language—

Site represents and warrants that neither it nor any of its investigators, 
subinvestigators, employees, agents, or other persons providing 

http://www.fda.gov/ICECI/EnforcementActions/FDADebarmentList/ucm2005408.htm
http://www.fda.gov/RegulatoryInformation/FOI/ElectronicReadingRoom/ucm143240.htm
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Sample from 
Industry 
Sponsor’s 
Perspective 

services in connection with this Study (Site Personnel): (1) has ever 
been or is currently debarred, threatened with disbarment, disqualified, 
or banned by FDA from conducting clinical trials; (2) is currently under 
investigation for debarment, disqualification, or any similar regulatory 
action by FDA, any equivalent regulatory authority outside the U.S., or 
a professional body with respect to the performance of the Study; or 
(3) is otherwise ineligible to participate in federal health care, 
procurement, or non-procurement programs, has been convicted of a 
criminal offense that requires exclusion from a federal health care 
program, or is otherwise disqualified or suspended from performing the 
Study (Debarred Person). Site further represents and warrants that 
Site Personnel have not engaged in any conduct or activity which 
could lead to any of the above-mentioned disqualification or debarment 
actions and that it has no notice that FDA or another regulatory 
authority intends to seek disqualification or debarment.[1] 

Site shall notify Sponsor immediately of any actual or threatened 
disqualification, debarment, exclusion, suspension, restriction, or 
sanction of any person providing services under this Agreement during 
the term of this Agreement and for five (5) years thereafter. Site further 
agrees that it will not employ any Debarred Person for work on the 
Study, and any Debarred Person or person proposed to be Debarred 
shall be prohibited from performing services under this Agreement.[2] 
In the event that Sponsor receives notice from Site or otherwise 
becomes aware that a debarment action has been brought against Site 
and/or any Site Personnel, or that Site or any Site Personnel is 
threatened with a debarment action as set forth above, then Sponsor 
shall have the right to terminate this Agreement immediately upon 
written notice to Site. 

Contract 
Language—
Sample from 
Site’s 
Perspective 

For Site:  

Site is not, to the best of its actual knowledge or belief, currently 
using,[3] and shall not use for the performance of the Study, the 
services of any person, including the PI, who has been or is currently 
debarred, or proposed for debarment under the Federal Food, Drug, 
and Cosmetic Act, as amended, or otherwise disqualified or 
suspended from performing a clinical research study or otherwise 
subject to any restrictions or sanctions by FDA or any other 
governmental or regulatory authority with respect to the performance 
of scientific or clinical investigations. Site agrees to promptly inform 
Sponsor in writing upon learning of the debarment of any person who 
is performing the Study at Site or upon receipt of a Notice of Initiation 
of Disqualification Proceedings and Opportunity to Explain (NIDPOE) 
letter[4] issued to Site or PI. PI affirms that to the best of PI’s 
knowledge, no action, suit, claim investigation, or legal or 
administrative proceeding is pending or threatened relating to PI’s 
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debarment, and PI agrees to promptly inform Sponsor in writing if PI 
receives a NIDPOE letter. 

 

For Sponsor:  

Sponsor represents and warrants that neither it nor any of its current 
officers, directors, or employees, or other representatives involved in 
the performance of the Study are debarred, excluded, or otherwise 
ineligible to participate in Federal Health Care Programs or Federal 
Procurement or Non-Procurement Programs and agrees to disclose 
immediately any such proposed or actual debarment, exclusion, or 
other event that makes Sponsor or its officers, directors, employees, or 
other representatives ineligible to participate in Federal Health Care 
Programs or Federal Procurement or Non-Procurement Programs. If 
Sponsor or any of its officers, directors, employees, or representatives 
are excluded, suspended, or debarred during the term of this 
Agreement, Site may terminate this Agreement immediately upon 
written notice to Sponsor.[5] 

Site may terminate this Agreement if Sponsor becomes subject to a 
Corporate Integrity Agreement or similar legal obligation which 
imposes restrictions or additional obligations on Site as a contractor of 
Sponsor[6] 

Arguments 
Supporting 
Sponsor’s 
Position 

[1] The Sponsor’s reputation and the reputation of the Study are 
influenced by not only a Debarred Person but any investigation into 
misconduct by the Site Personnel. Liability for misconduct of the 
Principal Investigator or any Debarred Person may flow to the 
Sponsor, therefore the Sponsor has a strong interest in monitoring the 
eligibility of any person involved in the conduct of the study. Although 
Sites often attempt to limit this language to state that "to the best of its 
knowledge" the Study personnel are not debarred, Sponsors must 
certify in their submissions to FDA that they have not and will not use 
the services of any debarred individual and this certification may not 
include such qualifying language. As such, Sponsors often will push 
back on any such qualifying language to this representation and 
warranty.  

[2] FDA requires that Sponsors inform FDA of anyone who is debarred 
after participating in a Study during the five years prior to submission 
of a Non-Disclosure Agreement to FDA. FDA will not accept any drug 
product applications from companies who hire or contract with any 
debarred individuals, even if the debarred individual provides services 
that are unrelated to the FDA regulatory process. 

Arguments [3] Sponsors often request that the Site represent and warrant that 
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Supporting 
Site’s 
Position 

none of the investigators, employees, or Study personnel "have ever 
been debarred." It may not be possible for the Site to know if an 
individual has been debarred in the past, particularly if the individual is 
not currently under any such debarment or suspension or if debarment 
lists do not include accurate historical data. Additionally, it may be 
overly burdensome for larger sites to ensure that all personnel, 
including non-employees, have not been debarred, disqualified, or 
otherwise banned in a different state or country. 

[4] Sponsors often request that the Site provide immediate notice of 
any "threatened" debarment. In circumstances where there may be a 
possibility that an individual will be debarred, it is not clear when the 
Site's obligation to notify the Sponsor would arise. Since FDA is 
required to give notice of any proposed debarment (the NIDPOE 
letter), the Site may choose to use this language instead to clarify 
when the Site’s obligation to notify the Sponsor will arise.  

[5] Sites also may wish to include language regarding the "exclusion" 
of a Sponsor. This refers to the HHS Office of Inspector General’s 
(OIG's) authority under the Social Security Act (42 U.S.C. §1320a-7) to 
exclude individuals convicted of felony and misdemeanor offenses 
from participating in federal health care programs. If an individual or 
entity is excluded, then the federal government will not pay for any 
items or services furnished, ordered, or prescribed by the excluded 
individual; anyone who employs or contracts with the excluded 
individual; or any hospital or provider where that individual provides 
services. There also are circumstances in which a Medicare participant 
that simply contracts (whether or not services are provided) with an 
entity excluded from participation in any federal program could result in 
sanctions against the Medicare participant, up to and including 
potential exclusion from participation in Medicare. Given the potential 
severity of such sanctions, it is recommended that Medicare 
participants seek representation from Sponsors that they are not 
excluded from participation in federal programs, and that they will 
notify the Medicare participants in the event that they are excluded 
during the term of any agreements between them.  

[6] The Site should reserve the right to cancel a CTA in the event the 
Sponsor subsequently enters into a corporate integrity agreement that 
would impose additional restrictions or obligations on the Site. 

 

Federal Laws 
and 
Directives 

21 U.S.C. 335a(a)(2), (b)(1) and (b)(2); 

42 U.S.C. 1320a-7; 

42 U.S.C. 1320c-5; 

https://www.gpo.gov/fdsys/pkg/USCODE-2011-title21/pdf/USCODE-2011-title21-chap9-subchapIII-sec335a.pdf
https://www.gpo.gov/fdsys/pkg/USCODE-2010-title42/pdf/USCODE-2010-title42-chap7-subchapXI-partA-sec1320a-7.pdf
https://www.gpo.gov/fdsys/pkg/USCODE-2010-title42/pdf/USCODE-2010-title42-chap7-subchapXI-partB-sec1320c-5.pdf
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Link to FDA Debarment List: 
www.fda.gov/ICECI/EnforcementActions/FDADebarmentList/ucm2005
408.htm; 

Link to OIG List of Excluded Individual and Entities: 
http://exclusions.oig.hhs.gov/; and 

Link to the General Services Administration's (GSA’s) System of 
Award Management Debarment List:  
www.sam.gov/. 

State/Local 
Laws and 
Directives 

As of the date of publication of this toolkit, the following 33 states 
currently maintain Excluded Provider lists for Medicaid: 

Alabama Medicaid Suspended Providers List;   
 
Alaska Excluded Providers List; 
 
Arizona Excluded Providers List; 
 
Arkansas Department of Human Services Excluded Provider List; 
 
California Department of Health Care Services (Medi-Cal) Suspended 
and Ineligible Provider List;  
 
Connecticut Department of Social Services Administrative Actions List; 
 
District of Columbia Excluded Parties List; 
 
Florida Health Care Medicaid Sanctions;  
 
Hawaii Excluded Providers List; 
 
Idaho Provider Exclusion List; 
 
Illinois Medicaid Provider Sanction Data; 
 
Kentucky Medicaid Terminated and Excluded Provider List;  
 
Louisiana Department of Health and Hospitals Adverse Actions List 
Search; 
 
Maine Medicaid Excluded Providers;  
 
Maryland Sanctioned Providers and Entities; 
 
Massachusetts Health and Human Services List of Suspended or 

http://www.fda.gov/ICECI/EnforcementActions/FDADebarmentList/ucm2005408.htm
http://medicaid.alabama.gov/CONTENT/7.0_Fraud_Abuse/7.7_Suspended_Providers.aspx
http://dhss.alaska.gov/Commissioner/Documents/PDF/AlaskaExcludedProviderList.pdf
https://www.azahcccs.gov/FileNotFound.html?aspxerrorpath=/OIG/ExludedProviders.aspx
https://ardhs.sharepointsite.net/ExcludedProvidersList/Forms/AllItems.aspx
http://files.medi-cal.ca.gov/pubsdoco/manual/man_query.asp?wSearch=%28%23filename+*_*z03*.*%29&wFLogo=Suspended+and+Ineligible+Provider+List&wFLogoH=32&wFLogoW=418&wAlt=Suspended+and+Ineligible+Provider+List&wPath=pubsdoco%2Fpublications%2Fmasters-MTP%2FzOnlineOnly%2Fsusp100-49_z03%2F
http://www.ct.gov/dss/cwp/view.asp?a=2349&q=310706
http://ocp.dc.gov/page/excluded-parties-list
http://apps.ahca.myflorida.com/dm_web/%28S%28rjctvruhgnonuoifs2dkxnno%29%29/default.aspx
http://www.med-quest.us/providers/ProviderExclusion_ReinstatementList.html
http://healthandwelfare.idaho.gov/Portals/0/Providers/Medicaid/ProviderExclusionList.pdf
http://www.state.il.us/agency/oig/download.asp
http://chfs.ky.gov/dms/term.htm
https://adverseactions.dhh.la.gov/
https://mainecare.maine.gov/mhpviewer.aspx?FID=MEEX
http://dhmh.maryland.gov/oig/pages/related-links.aspx
http://www.mass.gov/eohhs/gov/newsroom/masshealth/providers/list-of-suspended-or-excluded-masshealth-providers.html
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Excluded Providers;  
 
Michigan Medicaid Sanctioned Providers List; 
 
Minnesota Department of Human Services Excluded Providers List; 
 
Mississippi Excluded Provider List; 
 
Missouri Department of Social Services Provider Sanctions List; 
 
Nebraska Department of Health & Human Services List of Sanctioned 
Providers; 
 
Nevada Department of Health & Human Services 
Excluded/Sanctioned Providers; 
 
New Jersey Consolidated Debarment Report;  
 
New York Office of Medicaid Inspector General Terminations and 
Exclusions List; 
 
Ohio Medicaid Provider Exclusion and Suspension List;   
 
Pennsylvania Medicheck Precluded Providers List;  
 
South Carolina Medicaid Excluded Providers;  
 
Tennessee TennCare Terminated Provider List; 
 
Texas Office of Inspector General Exclusions List; 
 
Washington State Health Care Authority Provider Termination and 
Exclusion List; 
 
West Virginia Medicaid Provider Sanctions / Exclusions List; and 
 
Wyoming Department of Health Excluded Provider List. 
 

Case Law N/A 

International 
Laws and 
Directives 

N/A  

Operational 
Consideratio

The most important operational consideration is to know your 
organization’s policies for screening exclusion lists, which 

http://www.mass.gov/eohhs/gov/newsroom/masshealth/providers/list-of-suspended-or-excluded-masshealth-providers.html
http://www.michigan.gov/mdhhs/0,5885,7-339-71551_2945_42542_42543_42546_42551-16459--,00.html
http://www.dhs.state.mn.us/main/idcplg?IdcService=GET_DYNAMIC_CONVERSION&RevisionSelectionMethod=LatestReleased&dDocName=dhs16_177378
http://www.medicaid.ms.gov/wp-content/uploads/2014/03/SanctionedProvidersList.pdf
http://mmac.mo.gov/providers/provider-sanctions/
http://dhhs.ne.gov/medicaid/Pages/med_pi_sanc.aspx
http://dhcfp.nv.gov/uploadedFiles/dhcfpnvgov/content/Providers/PI/NevadaProviderExclusions.pdf
http://www.state.nj.us/treasury/revenue/debarment/index.shtml
https://www.omig.ny.gov/search-exclusions
http://medicaid.ohio.gov/PROVIDERS/EnrollmentandSupport/ProviderExclusionandSuspensionList.aspx
http://www.dhs.pa.gov/learnaboutdhs/fraudandabuse/medichecklist/#.Vt9KpVLR7KE
https://www.scdhhs.gov/historic/insideDHHS/Bureaus/BureauofComplianceandPerformanceReview.html
http://www.tn.gov/tenncare/topic/terminated-provider-list
https://oig.hhsc.state.tx.us/Exclusions/DownloadExclusionsFile.aspx
http://www.hca.wa.gov/medicaid/provider/Pages/termination.aspx
https://www.wvmmis.com/WV%20Medicaid%20Provider%20SanctionedExclusion/Forms/AllItems.aspx
http://www.health.wyo.gov/healthcarefin/medicaid/home.html
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ns individuals/entities are screened, which exclusion lists are monitored, 
and how often they are reviewed. Representations and warranties 
should be consistent with those policies. 

A party must understand what procedures their organization has in 
place for screening individuals and not make representations that are 
not supported by those processes. Screening companies and software 
are now available to assist with and automate the screening process. 
A party should always consider how a representation and warranty 
may impact the organization’s future hiring and operational decisions. 
If a Site’s research activities are conducted by only one department of 
a larger organization, sweeping representations made by the research 
department may have unintended consequence to other departments 
that may be bound by the representations.  

Sites should consider adopting policies and procedures requiring its 
personnel involved in clinical research to disclose actual and 
threatened sanctions, exclusions and debarments, and receipt of a 
Form FDA-483 and clinical trials they were involved in that were 
terminated for cause. 

 

What lists should be reviewed?  

FDA Debarment List. The FDA debarment list should be reviewed as it 
pertains to each individual and entity involved in the performance of 
the clinical trial in any capacity.  

Other Federal Agencies – the OIG/System for Award Management 
(SAM) Lists. Other federal agencies also may exclude individuals from 
participating in government programs. OIG maintains a List of 
Excluded Individuals and Entities (LEIE) who are generally excluded 
for participating in federal health care programs. The GSA maintains 
the SAM Debarment List that includes individuals and entities excluded 
from doing business with the federal government. Individuals and 
entities on these lists cannot provide goods or services to government 
agencies or government-funded entities. 

State Lists. If your state maintains a list of excluded providers, that list 
should be reviewed. Also note that if an individual or entity is excluded 
in one state, then the entity or individual is considered to be excluded 
in all states (Center for Program Integrity Bulletin, CPI-B 11-05).  

 

Which individuals should be screened? 

Should representations cover all employees and contractors, only 

https://exclusions.oig.hhs.gov/
https://exclusions.oig.hhs.gov/
https://www.sam.gov/portal/SAM/##11
https://downloads.cms.gov/cmsgov/archived-downloads/CMCSBulletins/downloads/6501-Term.pdf
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those involved in research, or only those involved in the particular 
research study? A Sponsor may ask a Site for a representation 
covering all of the Site’s employees and contractors. A Site might ask 
the Sponsor to limit the representation to those directly involved in the 
Study.  

 

What is the scope of the representation? 

Should a representation apply only to current exclusions or should it 
include past and pending future exclusions as well? Because 
researchers with past or pending debarment matters may jeopardize 
the credibility of the clinical data, a Sponsor will want to require 
representations covering past, present, and pending debarments at 
least as it pertains to each employee and contractor providing services 
in connection with the Study.  

 

How often should lists be monitored? 

The law prohibits disqualified individuals from providing services in any 
capacity to a Sponsor, but it does not address how frequently the 
debarment list should be reviewed. According to a May 8, 2013 OIG 
Special Advisory Bulletin, since OIG’s LEIE is updated monthly, 
reviewing the list at hire and monthly thereafter, although not 
mandatory, is recommended. 

Other 
Important 
Information 

N/A 

 

 

 

http://oig.hhs.gov/exclusions/files/sab-05092013.pdf
http://oig.hhs.gov/exclusions/files/sab-05092013.pdf

