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Clinical Trial Agreements Toolkit 

Record Retention 

 

Subject Results/Comments 

Explanation of General 
Importance from a 
Business Perspective 

Appropriate retention and preservation of records, both 
during and for a specified period of time after 
performance of a Study, is necessary to ensure 
research integrity and to comply with applicable federal 
and state laws.   

 

Contract Language—
Sample from Industry 
Sponsor’s Perspective 

Study Data means any data generated by Site/Principal 
Investigator in the course of performing the Study 
including, without limitation, case report forms, clinical 
findings and results, Investigator interim and final 
reports, adverse event reports, and human biological 
specimens.  

All Study Data must be retained for fifteen (15) years 
after completion or termination of the Study; provided, 
however, that in the unlikely event that International 
Council for Harmonisation of Technical Requirements 
for Pharmaceuticals for Human Use (ICH) or FDA record 
retention requirements are longer than fifteen (15) years 
(i.e., two (2) years after the date of marketing application 
approval by FDA for the Study Drug(s) indication 
investigated, or if an application is not approved, two (2) 
years after FDA is notified by Sponsor of discontinuation 
of the Investigational New Drug), Sponsor will notify Site 
regarding any additional length of time that records must 
be retained to meet such requirements. Site agrees to 
retain the Study Data for such longer period of time.  

 

Contract Language—
Sample from Site’s 
Perspective 

Study Data means any data generated by Site/Principal 
Investigator in the course of performing the Study 
including case report forms, clinical findings and results, 
Investigator interim and final reports, and adverse event 
reports.  

Site and Principal Investigator shall keep and maintain 
Study Data which are required to be retained under 21 
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C.F.R. § 312.62 [ 21 C.F.R. § 812.140 for devices] for 
two (2) years following the date a marketing application 
is approved for the Study Drug for the indication under 
investigation in the Study, or if no application is to be 
filed, or if the application is not approved for such 
indication, until two (2) years after the investigation is 
discontinued and FDA is notified, or any longer retention 
period mandated by federal or state laws, rules, or 
regulations. Costs of maintaining such Study Data shall 
be borne by the Sponsor.1  

Arguments Supporting 
Sponsor’s Position 

Study Data should be maintained for as long as the 
Sponsor may need them whether it is for an FDA or 
other government agency inspection/audit of a Study or 
as part of discovery for a pending lawsuit. In most cases 
it is important for the Sponsor to ensure that the Study 
Data is retained for as long as possible to ensure 
availability for whatever eventualities may arise. As the 
Study Data is generated by the Site, the Site is in the 
best position to maintain the records. FDA requires that 
Study Data be kept for two (2) years following the date a 
marketing application is approved for the Study Drug for 
the indication under investigation in the Study, or if no 
application is to be filed, or if the application is not 
approved for such indication, until two (2) years after the 
investigation is discontinued and FDA is notified. ICH 
Good Clinical Practice also requires that specific records 
be retained until at least two (2) years after the last 
approval of a marketing application in an ICH region and 
until there are no pending or contemplated marketing 
applications in an ICH region or at least two (2) years 
have elapsed since the formal discontinuation of clinical 
development of the investigational product. Since some 
Studies take longer than others, and some applications 
for approval take longer to file than others, Sponsors 
seek to cause Study Data to be retained for a long 
period of time.  

 

Arguments Supporting 
Site’s Position 

Records retention requirements should match applicable 
regulations, and should not create an undue burden for 
retention, nor create an unfunded obligation of retention 
on the part of the Site. Records retention should be a 

                                                            
1 Sponsor may maintain that Sponsor should not be required to pay for archival costs unless Sponsor is 
asking Site to maintain Study Data for a period that is longer than the time period required by the Site’s 
policy.  
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finite obligation having a clear ending point especially as 
the obligation of retaining confidential records poses 
risks on the Party responsible for such maintenance. 
Because the Site has its own institutional policies and 
procedures for document retention, as required by 
applicable laws and regulations, it would seem 
appropriate that the Site should not bear an additional 
contractual obligation of retention and should be 
alleviated of the responsibility of retention, either through 
ability to destroy the records or return of such records to 
the Sponsor, as soon as the Site is no longer legally 
responsible to maintain the Study Data. 

 

Federal Laws and 
Directives 

Site/Principal Investigator: 

21 C.F.R § 312.62(c) IND Record Retention; and 

21 C.F.R. § 812.140(a) IDE Record Retention. 

 

Sponsor: 

21 C.F.R. § 310.501(f) AE/SAE Record 
Keeping/Retention; 

21 C.F.R. § 312.57 IND Record Retention; and 

21 C.F.R § 812.140(b) IDE Record Retention. 

 

State/Local Laws and 
Directives 

State Medical Records Retention/Access Laws 

 

Case Law United States v. Palazzo 558 F.3d. 400, (5th Cir. 2009), 
cert. denied, 130 S.Ct. 196 (Oct. 5, 2009), holding that 
the FDA clinical trial record-keeping requirements allow 
Investigators to be subjected to criminal liability for 
failing to comply with such requirements. 

 

International Laws and 
Directives 

ICH E6 4.9.5 – Investigator requirements; and 

ICH E6 5.5.12 – Sponsor requirements. 
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Operational 
Considerations 

A Site’s operational considerations include the cost of 
document storage (both internal and offsite); 
coordination of contractual obligations with a Site’s 
document retention policies; and the process for 
notification in case of audit/inspection of Study Data.  

A Sponsor’s operational considerations include the cost 
of document/record storage and the availability of all 
Study Data for as long as potentially needed. A Sponsor 
may inquire as to whether archival costs are already 
included in overhead charges before agreeing to pay 
separately for archival costs.  

Operational considerations for both Parties—which may 
be addressed in the CTA—are the timeline and process 
for notification of destruction of Study Data, in 
accordance with the Site’s policies. The Site should 
prefer a finite period of time (e.g., typically thirty (30) 
days) in which the Sponsor can respond to notice of 
destruction with a request that such records be 
transferred to the Sponsor for continued retention. It also 
is reasonable for the Sponsor to bear any costs 
associated with the collection and transfer of any such 
records to the Sponsor (as well as the costs of 
continued/subsequent retention). 

 

Other Important 
Information 

N/A 

 


