
Research-Related Record Retention Provisions 

The following chart contains summaries of key record retention regulations for various types of clinical research activities.  Additional terms and 
conditions may be imposed by individual research agreements, sponsor requirements, protocols, grant contracts, the IUC Records Retention for Public 
Colleges & Universities in Ohio or other agreements governing the operation of research activities.  Please consult such documents for additional record 
retention requirements.  

Category Types of Records Retention Period Reference 

Institutional 
Review Board 
Records 

• Copies of all research proposals reviewed, scientific evaluations, if any, 
that accompany the proposals, approved sample consent documents, 
progress reports submitted by investigators, and reports of injuries to 
subjects. 

• Minutes of IRB meetings which shall be in sufficient detail to show 
attendance at the meetings; actions taken by the IRB; the vote on 
these actions including the number of members voting for, against, and 
abstaining; the basis for requiring changes in or disapproving research; 
and a written summary of the discussion of controverted issues and 
their resolution. 

• Records of continuing review activities. 

• Copies of all correspondence between the IRB and the investigators. 

• A list of IRB members identified by name; earned degrees; 
representative capacity; indications of experience such as board 
certifications, licenses, etc., sufficient to describe each member's chief 
anticipated contributions to IRB deliberations; and any employment or 
other relationship between each member and the institution; for 
example: full-time employee, part-time employee, a member of 
governing panel or board, stockholder, paid or unpaid consultant. 

• Written procedures for the IRB as required by 21 C.F.R. § 56.108 (a) 
and (b). 

• Statements of significant new findings provided to subjects, as required 
by 21 C.F.R. § 50.25. 

3 years after completion 
of the research 

21 C.F.R. § 56.115 
(similar regulations 
at  
7 C.F.R. § 1c.115,  
10 C.F.R. § 745.115,  
14 C.F.R. § 
1230.115, 
15 C.F.R. § 27.115,  
16 C.F.R. § 
1028.115,  
20 C.F.R. § 431.115,  
22 C.F.R. § 225.115,  
28 C.F.R. § 46.115,  
32 C.F.R. § 219.115,  
34 C.F.R. § 97.115,  
38 C.F.R. § 16.115,  
40 C.F.R. § 26.115,  
40 C.F.R. § 26.1115,  
45 C.F.R. § 46.115,  
45 C.F.R. § 690.115,  
49 C.F.R. § 11.115) 

Investigator 
Records: Medical 
Device Research 

• All correspondence with another investigator, an IRB, the sponsor, a 
monitor, or FDA, including required reports. 

• Records of receipt, use or disposition of a device that relate to: 

2 years after the latter of 
the following two dates:  

• The date on which 
the investigation is 

21 C.F.R. § 812.140 
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Category Types of Records Retention Period Reference 
o The type and quantity of the device, the dates of its receipt, and 

the batch number or code mark. 

o The names of all persons who received, used, or disposed of each 
device. 

o Why and how many units of the device have been returned to the 
sponsor, repaired, or otherwise disposed of. 

• Records of each subject's case history and exposure to the device. 
Case histories include the case report forms and supporting data 
including, for example, signed and dated consent forms and medical 
records including, for example, progress notes of the physician, the 
individual's hospital chart(s), and nurses' notes. Such records shall 
include: 

o Documents evidencing informed consent and, for any use of a 
device by the investigator without informed consent, any written 
concurrence of a licensed physician and a brief description of the 
circumstances justifying the failure to obtain informed consent. The 
case history for each individual shall document that informed 
consent was obtained prior to participation in the study. 

o All relevant observations, including records concerning adverse 
device effects (whether anticipated or unanticipated), information 
and data on the condition of each subject upon entering, and 
during the course of, the investigation, including information about 
relevant previous medical history and the results of all diagnostic 
tests. 

o A record of the exposure of each subject to the investigational 
device, including the date and time of each use, and any other 
therapy. 

• The protocol, with documents showing the dates of and reasons for 
each deviation from the protocol. 

• Any other records that FDA requires to be maintained by regulation or 
by specific requirement for a category of investigations or a particular 
investigation 

terminated or 
completed, or  

• The date that the 
records are no longer 
required for purposes 
of supporting a 
premarket approval 
application or a notice 
of completion of a 
product development 
protocol. 

Investigator 
Records: Drug 
Research 

• Records of the disposition of the drug, including dates, quantity, and 
use by subjects.  

2 years following the date 
a marketing application is 
approved for the drug for 
the indication for which it 

21 C.F.R. § 312.62 



-3- 

Category Types of Records Retention Period Reference 
• Case histories. An investigator is required to prepare and maintain 

adequate and accurate case histories that record all observations and 
other data pertinent to the investigation on each individual 
administered the investigational drug or employed as a control in the 
investigation. Case histories include the case report forms and 
supporting data including, for example, signed and dated consent 
forms and medical records including, for example, progress notes of 
the physician, the individual's hospital chart(s), and nurses' notes. The 
case history for each individual shall document that informed consent 
was obtained prior to participation in the study. 

 

is being investigated; or, 
if no application is to be 
filed or if the application 
is not approved for such 
indication, until 2 years 
after the investigation is 
discontinued and FDA is 
notified. 

Sponsor Records: 
Medical Device 
Research 

• All correspondence with another sponsor, a monitor, an investigator, 
an IRB, or FDA, including required reports. 

• Records of shipment and disposition. Records of shipment shall include 
the name and address of the consignee, type and quantity of device, 
date of shipment, and batch number or code mark. Records of 
disposition shall describe the batch number or code marks of any 
devices returned to the sponsor, repaired, or disposed of in other ways 
by the investigator or another person, and the reasons for and method 
of disposal. 

• Signed investigator agreements including the financial disclosure 
information required to be collected under 21 C.F.R. § 812.43(c)(5) in 
accordance with 21 C.F.R. part 54. 

• For each investigation subject to 21 C.F.R. § 812.2(b)(1) of a device 
other than a significant risk device, records concerning adverse device 
effects (whether anticipated or unanticipated) and complaints and the 
following records, consolidated in one location and available for FDA 
inspection and copying: 

o The name and intended use of the device and the objectives of the 
investigation; 

o A brief explanation of why the device is not a significant risk 
device; 

o The name and address of each investigator; 

o The name and address of each IRB that has reviewed the 
investigation; 

2 years after the latter of 
the following two dates:  

• The date on which 
the investigation is 
terminated or 
completed, or 

• The date that the 
records are no longer 
required for purposes 
of supporting a 
premarket approval 
application or a notice 
of completion of a 
product development 
protocol. 

21 C.F.R. § 812.140 
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Category Types of Records Retention Period Reference 
o A statement of the extent to which the good manufacturing 

practice regulation in Part 820 will be followed in manufacturing the 
device; and 

o Any other information required by FDA. 

• Records concerning adverse device effects (whether anticipated or 
unanticipated) and complaints and 

• Any other records that FDA requires to be maintained by regulation or 
by specific requirement for a category of investigation or a particular 
investigation. 

Sponsor Records: 
Drug Research 

• Records showing the receipt, shipment, or other disposition of the 
investigational drug, including, as appropriate:  

o the name of the investigator to whom the drug is shipped,  

o the date, quantity, and batch or code mark of each such shipment. 

• Records showing any financial interest subject to 21 C.F.R. Part 54 

2 years after a marketing 
application is approved 
for the drug; or, if an 
application is not 
approved for the drug, 
until 2 years after 
shipment and delivery of 
the drug for 
investigational use is 
discontinued and FDA has 
been so notified. 

21 C.F.R. § 312.57 

Public Health 
Service (“PHS”) 
Supported 
Research Records  

The record of data or results that embody the facts resulting from scientific 
inquiry, including but not limited to, research proposals, laboratory 
records, both physical and electronic, progress reports, abstracts, theses, 
oral presentations, internal reports, journal articles, and any documents 
and materials provided to an institutional official by a respondent in the 
course of the research misconduct proceeding. 

6 years after completion 
of the research  

42 C.F.R. § 93.105 

PHS Supported 
Research 
Misconduct 
Investigation 
Records 

• The records that the institution secures for the research misconduct 
proceeding pursuant to 42 C.F.R. §§ 93.305, 93.307(b) and 93.310(d), 
except to the extent the institution subsequently determines and 
documents that those records are not relevant to the proceeding or 
that the records duplicate other records that are being retained; 

• The documentation of the determination of irrelevant or duplicate 
records;  

7 years after completion 
of the research 
misconduct proceeding or 
the completion of any 
PHS proceeding involving 
the research misconduct 
allegation, whichever is 
later.  

42 C.F.R § 93.317 
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Category Types of Records Retention Period Reference 
• The inquiry report and final documents (not drafts) produced in the 

course of preparing that report, including the documentation of any 
decision not to investigate as required by 42 C.F.R. § 93.309(d); 

• The investigation report and all records (other than drafts of the 
report) in support of that report, including the recordings or 
transcriptions of each interview conducted pursuant to 42 C.F.R. § 
93.310(g); and 

• The complete record of any institutional appeal covered by 42 C.F.R. § 
93.314. 

Costs Related to 
Federal 
Grants/Awards 

Financial records, supporting documents, statistical records, and all other 
records pertinent to a Federal award including, but not limited to, indirect 
cost rate computations or proposals, cost allocation plans, and any similar 
accounting computations of the rate at which a particular group of costs is 
chargeable (such as computer usage chargeback rates or composite fringe 
benefit rates) 

3 years from the date of 
submission of either the:  

• Final expenditure 
report or,  

• For Federal awards 
that are renewed 
quarterly or 
annually, from the 
date of the 
submission of the 
quarterly or annual 
financial report, 
respectively 

Exceptions: 

• If any litigation, 
claim, or audit is 
started before the 
expiration of the 3-
year period, the 
records must be 
retained until all 
litigation, claims, or 
audit findings 
involving the records 
have been resolved 
and final action 
taken. 

2 C.F.R. § 200.333, 
45 C.F.R. §§ 74.53, 
75.361 
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Category Types of Records Retention Period Reference 
• If the institution is 

notified in writing by 
the Federal awarding 
agency, cognizant 
agency for audit, 
oversight agency for 
audit, cognizant 
agency for indirect 
costs, or pass-
through entity to 
extend the retention 
period. 

• Records for real 
property and 
equipment acquired 
with Federal funds 
must be retained for 
3 years after final 
disposition. 

General Research 
Data 

Information recorded in any form, regardless of form or the media on 
which it may be recorded, and includes without limitation, the recorded 
factual material commonly accepted in the scientific community as 
necessary to validate research findings, as well as any other primary 
records that are necessary for the reconstruction and evaluation of 
reported results of research and the events and processes leading to those 
results.  

. 

Retain research data in 
sufficient detail and for 
an adequate period of 
time to enable 
appropriate responses to 
questions about accuracy, 
authenticity, primacy and 
compliance with laws and 
regulations governing the 
conduct of the research.  

 

Best 
Practice/Industry 
Standard 

Federally Funded 
Educational 
Research 
Programs 

Records which fully disclose the amount and disposition by the recipient of 
federal funds, the total cost of the activity for which the funds are used, 
the share of that cost provided from other sources, and such other records 
as will facilitate an effective financial or programmatic audit 

3 years after the 
completion of the activity 
for which the funds are 
used 

20 U.S.C.S. § 1232f 

CLIA Laboratory 
Records  

• Test requisitions and authorizations, including the patient's chart or 
medical record if used as the test requisition or authorization;  

2  years 42 C.F.R. § 
493.1105 
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Category Types of Records Retention Period Reference 
• Quality control and patient test records (including instrument printouts, 

if applicable) and records documenting all analytic systems activities 
specified in 42 C.F.R. §§ 493.1252 through 493.1289 

• Proficiency testing records 

• Quality systems assessment records 
 

• Test procedures, including the dates of initial use and discontinuance 
 

2 years after a procedure 
has been discontinued 

42 C.F.R. § 
493.1105 

• Records of test system performance specifications that the laboratory 
establishes or verifies under 42 C.F.R. § 493.1253  
 
 
 

For the period of time the 
laboratory uses the test 
system but no less than 2 
years 

42 C.F.R. § 
493.1105 

• Original test reports (including final, preliminary, and corrected 
reports) 

2 years after the date of 
reporting  

42 C.F.R. § 
493.1105 

• Pathology test reports  10 years after the date of 
reporting  

42 C.F.R. § 
493.1105 

• Immunohematology records, blood and blood product records, and 
transfusion records as specified in 21 C.F.R. 606.160(b)(3)(ii), 
(b)(3)(iv), (b)(3)(v), and (d). 

• Records shall be 
retained for such 
interval beyond the 
expiration date for 
the blood or blood 
component as 
necessary to facilitate 
the reporting of any 
unfavorable clinical 
reactions.  

• Retain individual 
product records no 
less than 10 years 
after the records of 
processing are 
completed or 6 
months after the 

42 C.F.R. § 
493.1105;  
21 C.F.R. § 606.160 
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Category Types of Records Retention Period Reference 
latest expiration date 
for the individual 
product, whichever is 
the later date.  

• When there is no 
expiration date, 
records shall be 
retained indefinitely 

• Cytology slide preparations  5 years from the date of 
examination 

42 C.F.R. § 
493.1105 

• Histopathology slides 10 years from the date of 
examination 

42 C.F.R. § 
493.1105 

• Pathology specimen blocks 2 years from the date of 
examination 

42 C.F.R. § 
493.1105 

• Remnants of tissue for pathology examination Preserve until a diagnosis 
is made on the specimen 

42 C.F.R. § 
493.1105 
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