
Documentation of Records 

BH shall prepare and maintain adequate documentation of the HRPP and IRB activities. Records 
must be accessible for inspection and copying by authorized representatives of the FDA, OHRP, 
sponsors, and other authorized entities at reasonable times and in a reasonable manner. 

4.1 HRPP Records 

HRPP records include, but are not limited to: 

1. Written operating procedures. 

2. Training records for HRPP and IRB staff. 

3. Records of educational events for the research community sponsored or 
coordinated by the HRPP. 

4. Quality Assurance reviews and reports. 

5. Records of audits and investigations conducted by regulatory authorities. 

6. Reports and other documentation related to accreditation. 

4.2 IRB Records 

IRB records include, but are not limited to: 

1. Written operating procedures.  

2. IRB membership rosters. 

3. Training records for IRB members and alternates.  

4. Documentation of training in the ethical conduct of human subjects research for 
investigators and study staff.   

5. IRB correspondence (other than protocol related). 

6. IRB Study Files.  

7. Documentation of Emergency Exemption from Prospective IRB Approval (21 CFR 
56.104(c).  

8. Documentation of Exceptions from Informed Consent Requirements for Emergency 
Use of a Test Article (21 CFR 50.23).   

9. Documentation of exemptions. 



10. Documentation of convened IRB meetings minutes. 

11. Documentation of review by another institution’s IRB when appropriate. 

12. Documentation of cooperative review agreements, e.g. Memoranda of 
Understanding (MOUs). 

13. Federal Wide Assurances. 

The revised Common Rule includes additional requirements for IRB records. When Baystate 
Health is engaged in human subjects research subject to the revised Common Rule the 
following records will be maintained. 

1. Institutional Records – 
a. For nonexempt research involving human subjects covered by the Common 

Rule (or exempt research for which limited IRB review takes place as described 
in Section 3) that takes place at an institution in which IRB oversight is 
conducted by an IRB that is not operated by the institution, the institution and 
the organization operating the IRB shall document the institution’s reliance on 
the IRB for oversight of the research and the responsibilities that each entity 
will undertake to ensure compliance with the requirements of this policy (e.g., 
in a written agreement between the institution and the IRB, by implementation 
of an institution-wide policy directive providing the allocation of responsibilities 
between the institution and an IRB that is not affiliated with the institution, or 
as set forth in a research protocol). 

2. IRB Records – 
a. The rationale for conducting continuing review of research that otherwise 

would not require continuing review (as described in Section 3.10). 
b. The rationale for a determination that research appearing on the expedited 

review list published in the Federal Register is more than minimal risk. 
([§46.115]) 

4.3 IRB Study Files 

The IRB maintains on-line study files via IRBNet for each research application (protocol) that it 
receives for review.  Protocols will be assigned a unique identification number by the electronic 
system for tracking purposes.  Accurate records are maintained of all communications to and 
from the IRB in the study file.  The study file for each research protocol includes, but is not 
limited to the following: 

1. Protocol and all other documents submitted as part of a new protocol application. 

2. Protocol and all other documents submitted as part of a request for continuing 
review or closure of research application.  This also includes progress reports, 



statements of significant new findings provided to participants, reports of problems 
with the research.   

3. Documents submitted and reviewed after the study has been approved, including 
reports of modifications to research/amendments and unanticipated problem 
reports.  

4. Copy of IRB-approved Consent Form.  

5. DHHS-approved sample consent form document and protocol, when they exist. 

6. IRB reviewer forms and documentation verifying scientific review (where 
applicable).  

7. Documentation of type of IRB review. 

8. For expedited review, documentation of any determinations required by the 
regulations and protocol-specific findings supporting those determinations, 
including: waiver or alteration of the consent process, research involving pregnant 
women, fetuses, and neonates, research involving prisoners, and research involving 
children. 

9. Documentation of all IRB review actions. 

10. Notification of expiration of IRB approval to the PI and instructions for submitting 
relevant continuing review materials. 

11. Notification of suspension of research. 

12. Correspondence pertaining to appeals. 

13. Copies of approval letters and forms that describe what Principal Investigator must 
have before beginning the study.  

14. IRB correspondence to and from research investigators.  

15. All other IRB correspondence related to the research. 

16. For devices, documentation of determination by IRB of significant risk/non-
significant risk/exempt and a report of prior investigations. 

17. Reports of unanticipated problems involving risk to subjects or others. 

18. DSMB reports. 

19. Protocol Deviation reports. 



20. Reports of Unanticipated Adverse Device Events. 

21. Documentation from external inspections and audits. 

4.4 The IRB Minutes 

Proceedings are written and available for review and approval by the next regularly scheduled 
IRB meeting date.  A copy of the IRB-approved minutes for each IRB meeting will be distributed 
to the Institutional Official.  The IRB minutes, once approved, may not be altered by any 
persons of authority except by the IRB Chair or staff with the concurrence and approval of the 
convened IRB. 

Minutes of IRB meetings must contain sufficient detail to show: 

1. Attendance 

a. Names of members present. 

b. Names of members or alternate members who are participating through 
videoconference or teleconference and documentation that those attending 
through videoconferencing or teleconferencing received all pertinent 
material prior to the meeting and were able to actively and equally 
participate in all discussions. 

c. Names of alternates attending in lieu of specified (named) absent members. 
(Alternates may substitute for absent members only as designated on the 
official IRB membership roster). 

d. Names of staff present. 

e. Names of consultants present. 

f. Name of investigators present. 

g. Names of guests present. 

Note: The attendance list shall include those members present at the meeting.  The 
minutes will indicate, by name, those members who enter or leave the meeting. The 
vote on each action will reflect those members present for the vote on that item. 
Members who recuse themselves because of conflict of interest are listed by name. 

2. The presence of a quorum throughout the meeting, including the presence of one 
member whose primary concern is in a non-scientific area. 

3. Business Items discussed. 

4. Continuing Education. 



5. Actions taken, including separate deliberations, actions, and votes for each protocol 
undergoing initial review, continuing review, or review of modifications by the convened 
IRB. 

6. Votes on these actions (Total Number Voting; Number voting for; Number voting 
against; Number abstaining; Number of those recused). 

7. Basis or justification for actions including required changes in research. 

8. Summary of controverted issues and their resolution. 

9. Approval period for initial and continuing approved protocols, including identification of 
research that warrants review more often than annually and the basis for that 
determination. 

10. Risk level of initial and continuing approved protocols. 

11. Review of interim reports, e.g. unanticipated problems; Data and Safety Monitoring 
Board or safety reports; amendments; report of violation/deviations; serious or 
continuing non-compliance; suspensions/terminations, etc. 

12. Review of Plans for Data and Safety Monitoring. 

13. Justification of deletion or substantive modification of information concerning risks or 
alternative procedures contained in the DHHS-approved sample consent document. 

14. Protocol-specific  documentation that the research meets the required criteria [45 CFR 
46.116(d)] when approving a consent procedure that does not include or that alters 
some or all of the required elements of informed consent, or when waiving the 
requirement to obtain an informed consent. 

15. Protocol-specific documentation that the research meets the required criteria [45 CFR 
46.117(c)] when the requirements for documentation of consent are waived. 

16. When approving research that involves populations covered by Subparts B, C, or D of 45 
CFR 46, the Minutes will document the IRB’s justifications and findings regarding the 
determinations stated in the Subparts or the IRB’s agreement with the findings and 
justifications as presented by the investigator on IRB forms. 

17. Special protections warranted in for other groups of subjects who are likely to be 
vulnerable to coercion or undue influence, such as mentally disabled persons, or 
economically or educationally disadvantaged persons, regardless of source of support 
for the research. 

18. Significant risk/non-significant risk device determinations.  



19. Determinations of conflict of interest. 

20. Identification of any research for which there is need for verification from sources other 
than the investigator that no material changes are made in the research. 

21. A list of research approved since the last meeting utilizing expedited review procedures. 

22. An indication that, when an IRB member has a conflicting interest (see Section 2.8) With 
the research under review, the IRB member was not present during the final 
deliberations or voting on the proposal, and that the quorum was maintained. 

23. Key information provided by consultants will be documented in the minutes or in a 
report provided by the consultant. 

4.5 IRB Membership Roster  

A membership list of IRB members must be maintained; it must identify members sufficiently to 
describe each member's chief anticipated contributions to IRB deliberations. The list must 
contain the following information about members: 

1. Name 

2. Earned degrees 

3. Affiliated or non-affiliated status (neither the member nor an immediate family member 
of the member may be affiliated with the institution) 

4. Status as scientist (physician-scientist, other scientist, non-scientist or social behavioral 
scientist).  For purposes of this roster, IRB members with degrees in health sciences (ex. 
physicians, nurses, and pharmacists), doctoral degrees in social-behavioral sciences or in 
another scientific field are designated as scientists. 

5. Indications of experience, such as board certifications or licenses sufficient to describe 
each member's chief anticipated contributions to IRB deliberations. 

6. Representative capacities of each IRB member;  which IRB member is a prisoner 
representative (as required by Subpart C), and which IRB members are knowledgeable 
about or experienced in working with children, pregnant women, cognitively impaired 
individuals, and other vulnerable populations locally involved in research. 

7. Role on the IRB (Chair, Vice-Chair, etc.)  

8. For alternate members, the primary member or class of members for whom the 
member could substitute 



9. Relationship (e.g., employment) between the individual IRB member and the 
organization 

The HRPP office must keep IRB membership roster current.  The Director of the HRPP office 
must report changes in IRB membership within 90 days to the Office for Human Research 
Protections, Departments of Health and Human Services.  

4.6 Documentation of Exemptions   

Documentation of verified exemptions consists of the Director’s or IRB reviewer’s citation of a 
specific exemption category and written concurrence that the activity described in the 
investigator’s request for satisfies the conditions of the cited exemption category as detailed in 
Section 3.3.  The exempt determination is recorded on-line. 

4.7 Documentation of Expedited Reviews  

IRB records for initial and continuing review by the expedited procedure must include: the 
specific permissible category; that the activity described by the investigator satisfies all of the 
criteria for approval under expedited review; the approval period and any determinations 
required by the regulations including protocol-specific findings supporting those 
determinations.   

4.8 Access to IRB Records 

The IRB has policies and procedures to protect the confidentiality of research information:  

1. All IRB records are maintained in a secure electronic format or kept secure in locked 
filing cabinets.  

2. Ordinarily, access to all IRB records is limited to the Director, IRB Chair, IRB 
members, HRPP/IRB staff, authorized institutional officials, and officials of Federal 
and state regulatory agencies (OHRP, FDA).  Research investigators are provided 
reasonable access to files related to their research.  Appropriate accreditation 
bodies are provided access and may recommend additional procedures for 
maintaining security of IRB records.  All other access to IRB records is limited to 
those who have legitimate need for them, as determined by the IO and Director.   

3. Records are accessible for inspection and copying by authorized representatives of 
Federal regulatory agencies during regular business hours.  

4. Paper Records may not be removed from the IRB Office; however, the IRB staff will 
provide copies of records to authorized personnel if requested.   

5. All other access to IRB study files is prohibited 

4.9 IRB Record Retention   



IRB records (as described in Section 4.2) must be retained by the facility for at least three (3) 
years after completion of the research.  IRB Minutes are retained indefinitely as required by 
institutional policy.  Records are maintained electronically on a secured web-site, on a secured 
S-drive, in locked files within the IRB office area, or archived in a secure record storage facility.  
A record is maintained describing the location of all archived files. 

IRB Records pertaining to research, which is conducted, must be retained for at least three 
years after completion of the research. IRB records not associated with research or for 
protocols cancelled without participant enrollment will be retained at the facility for at least 3 
years after closure. 

After that time records may be shredded or otherwise destroyed.  

4.10 Investigator Records 

The requirements for investigator records vary from those for IRB records.  In order to comply 
with the requirements of the various federal agencies, the HRPP recommends that researchers 
maintain their regulatory and subject files for a minimum of 7 years after the research is 
completed.  If the research is industry-sponsored, contractual requirements typically stipulate 
both a retention period and a requirement to contact the sponsor prior to destruction.  These 
retention periods frequently exceed 7 years.  The IRBNet electronic file will remain accessible 
for a minimum of 7 years post study closure.  If an investigator is bound by contractual or other 
requirements to retain study records for greater than 7 years, the investigator should create an 
electronic or hard copy file of the study documents from IRBNet including submission packages 
to the IRB, correspondence with the IRB, letters from the IRB, and any IRB-stamped or 
published documents such as consent forms.   

Investigators conducting clinical trials should note that external auditors and inspectors may 
require hard copy files for audit and inspection purposes, for this reason the HRPP recommends 
that investigators of such trials maintain at all times a complete updated study file in hard copy 
format.  Investigators who submit data to a sponsor or coordinating center via an electronic 
portal, such as an eCRF, should be provided with an electronic file for local retention at study 
closure.  It is the responsibility of the local investigator to maintain and have available for 
inspection the complete case history for each subject as well as complete accountability 
records for investigational products.   

Guidance on regulatory documentation requirements is available in department-based SOPs 
and on the IRB and Research Integrity & Education pages on the HUB.   

 


