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Documentation and Archiving Procedure
How minutes, decisions and correspondence are recorded and retained. Issued under section 4.1 of the IRB Standard Operating Procedures (CMRD/IRB/001).
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1. Purpose
Complete and secure records show that every decision of the IRB was made by a properly constituted Board, following its procedures, and allow the Board, regulators and auditors to reconstruct the review of any study. This procedure sets out how the IRB numbers, files, protects, retains, retrieves and disposes of its records.
2. Scope
All records created or received by the IRB in paper or electronic form, including submissions through the researcher panel and email to irb@cmrd.info. Investigators remain responsible for keeping their own study records as required by their protocol, sponsor and the DGDA.
3. Responsibilities
	Role
	Responsibility

	Member Secretary
	Custodian of all IRB records. Authorises access, archiving and disposal. Only the Member Secretary has routine access to archived information (SOP section 4.1).

	Secretariat staff
	Register submissions, maintain files and registers, prepare draft minutes and letters, keep the archive and the logs in this procedure.

	Chairperson
	Approves and signs minutes and decision letters; authorises disposal together with the Member Secretary.

	IRB members
	Keep no document other than the agenda; return all protocol documents and delete electronic copies at the end of each meeting or review (SOP section 4.1).


4. Reference numbering
Every record carries a reference number. Numbers run sequentially within each calendar year and are never reused.
	Record
	Format
	Example

	New protocol
	CMRD/IRB/YYYY/NNN
	CMRD/IRB/2026/014

	Amendment request (APP-2)
	Protocol number/AM-NN
	CMRD/IRB/2026/014/AM-01

	Annual progress report or extension (APP-3)
	Protocol number/AR-NN
	CMRD/IRB/2026/014/AR-01

	Serious adverse event report
	Protocol number/SAE-NN
	CMRD/IRB/2026/014/SAE-02

	Protocol deviation or unanticipated problem
	Protocol number/DV-NN
	CMRD/IRB/2026/014/DV-01

	Final report and closure (APP-4)
	Protocol number/FR
	CMRD/IRB/2026/014/FR

	Meeting
	IRB/M/YYYY/NN
	IRB/M/2026/09

	Notice
	IRB/N/YYYY/NN
	IRB/N/2026/14

	Circular
	IRB/C/YYYY/NN
	IRB/C/2026/05

	Controlled document
	Code in SOP Annexure C
	APP-2, version 1.0


5. Registers
The Secretariat keeps the following registers electronically, with a printed copy of the protocol and meeting registers made at the end of each quarter:
	Register
	Minimum content

	Protocol register
	Protocol number; date received; PI and institution; title; review category; reviewers assigned; meeting and decision dates; decision; approval start and end dates; amendments, reports and extensions; closure date; archive location.

	Meeting register
	Meeting number; date; members present; quorum confirmed; protocols considered; date minutes approved.

	Correspondence register
	Reference number; date; sender or recipient; subject; protocol number; action taken.

	Membership register
	For each member: designation, qualification, gender, category, affiliation with CMRD, email, appointment and term dates, curriculum vitae, signed Annex A declarations (SOP-3), training record, date membership ended.

	Controlled document register
	Code; title; current version; effective date; next review; superseded versions and dates.

	Fee register
	Protocol number; applicant category; amount; receipt number; date (SOP section 2.8).

	Complaints register
	Date; nature of complaint; protocol number; action taken; outcome; date closed (SOP section 3.13).

	Archive, access and disposal logs
	As set out in sections 11 to 13 and Annexes B and C.


6. Protocol files
1. A separate file is opened for each protocol on receipt and labelled with the protocol number and short title. Paper and electronic files use the same number.
1. Documents are filed in date order using the index in Annex A. Each document is dated and shows its version number where it is a study document.
1. Every submission is acknowledged with the protocol number. Every decision is sent as a signed letter and a copy is filed.
1. Superseded study documents are kept on the file, marked “superseded”, so that the approved version at any date can be identified.
7. Agendas and minutes
1. The agenda is circulated with the protocols at least seven days before the meeting (SOP section 3.1).
1. Minutes record: meeting number, date, time and place (or online platform); members present and absent; independent experts and observers; confirmation of quorum; declarations of conflict of interest and withdrawals (SOP-3, Annex B); for each protocol, a summary of the discussion, the decision, the conditions and the reasons for any adverse decision; expedited decisions reported; and any other business.
1. Draft minutes are prepared within 7 working days of the meeting, checked by the Member Secretary and circulated to the Chairperson. They are confirmed at the next meeting and signed by the Chairperson and the Member Secretary.
1. Minutes are confidential and are not published (SOP section 1.11). Investigators receive only the decision letter for their protocol.
8. Control of IRB documents
1. Each controlled document (SOP Annexure C) shows its code, version, issue date and next review date in the header and the first page.
1. Versions are numbered 1.0, 1.1, 2.0. A minor revision (wording, correction) increases the second number; a change of procedure increases the first.
1. Only the current version is published on the IRB webpage. Superseded versions are marked “SUPERSEDED” and kept permanently.
1. Printed copies are uncontrolled; users must check the webpage for the current version.
9. Electronic records
1. Electronic records are held in the IRB’s researcher-panel database and in a dedicated IRB storage area with access controlled by role. IRB business is conducted only through the official address irb@cmrd.info, not personal email.
1. Access requires an individual user account with a strong password and, where available, two-step verification. Accounts are closed when a member or staff member leaves.
1. Backups are made at least weekly, are encrypted, and are stored in a separate location. A test restore is carried out at least once a year.
1. The system keeps a record of who uploaded, viewed or changed a record and when. Closed files are set to read-only.
1. Personal data in IRB records are processed in line with the personal data protection law of Bangladesh in force (the Personal Data Protection Ordinance, 2025, as amended, or any law that replaces it).
10. Paper records
1. Paper records are kept in locked, fire-resistant cabinets in the IRB office. Keys are held by the Member Secretary and designated Secretariat staff.
1. Paper records do not leave the office without the written permission of the Member Secretary.
1. Documents that arrive on paper are scanned and filed electronically; the paper original is kept where it carries a wet-ink signature.
11. Access to records
	Who
	What may be accessed
	How

	Member Secretary and designated Secretariat staff
	All records
	Routine access

	IRB members
	Protocols assigned for review or on the current agenda
	During the review only; returned afterwards

	Principal Investigator
	Own submissions, correspondence and decision letters; not reviewers’ identities or minutes
	On request

	Regulators (DGDA, BMRC) and authorised auditors
	Records relevant to their inspection
	Written request approved by the Member Secretary

	Sponsors and monitors
	Decision letters and approved documents for their study
	Written request approved by the Member Secretary

	Any other person
	Only with the approval of the Chairperson and Member Secretary
	Written request (Annex B)



Every access other than routine Secretariat access is recorded in the access log (Annex B). Records are consulted in the IRB office or supplied as copies; originals are not lent.
12. Retention periods
	Record
	Minimum retention

	SOPs, policies, forms and guidelines, including all superseded versions
	Permanently

	Agendas, minutes, attendance records and meeting conflict of interest records
	Permanently

	Protocol, correspondence, decision letters, reviewer forms, reports and closure documents for approved studies
	5 years after the study is closed, and never less than 5 years after approval (SOP section 4.1)

	Files of regulated clinical trials
	5 years after closure, or longer where the DGDA or the sponsor agreement requires

	Protocols not approved or withdrawn
	5 years after the final decision or withdrawal

	Membership records, including declarations and training
	5 years after the membership ends

	Registers (protocol, meeting, correspondence, controlled documents, complaints)
	Permanently

	Fee and financial records
	As required by tax and accounting law, and not less than 5 years

	Access and disposal logs
	Permanently



	Hold on disposal
No record may be destroyed while an audit, inspection, complaint, investigation or legal claim concerning it is pending, even if its retention period has ended.


13. Archiving, retrieval and disposal
1. Archiving. When the IRB acknowledges closure of a study (APP-4), the Secretariat checks the file against Annex A, marks it “Closed” with the closure date, records the archive location in the protocol register and sets the electronic file to read-only.
1. Retrieval. Archived files are retrieved only by the Secretariat, and every retrieval and return is recorded in the access log.
1. Disposal. Each year the Secretariat lists records whose retention period has ended. The Member Secretary and the Chairperson review the list and authorise disposal in writing. Paper is shredded; electronic files are securely deleted, including backup copies where practicable. Each disposal is recorded on the disposal record (Annex C), which is kept permanently.
14. References
1. CMRD IRB. Standard Operating Procedures of the Institutional Review Board (CMRD/IRB/001), sections 1.11, 3.1 and 4.1.
1. World Health Organization. Standards and Operational Guidance for Ethics Review of Health-Related Research with Human Participants. Geneva: WHO; 2011 (Standard 9: documentation and record-keeping).
1. Directorate General of Drug Administration. Good Clinical Practice guidelines for Bangladesh (ethics committee records).
1. International Council for Harmonisation. Guideline for Good Clinical Practice E6(R3). 2025.
Annex A. Protocol file index
	Protocol number
	CMRD/IRB/
	Archive location
	

	Short title
	
	Date closed
	



	No.
	Document
	Present
	Date(s)

	1
	Application letter and APP-1 with all signatures
	 Yes     N/A
	

	2
	Protocol with structured abstract (all versions)
	 Yes     N/A
	

	3
	Participant information sheet, consent and assent forms, Bangla and English (all versions)
	 Yes     N/A
	

	4
	Translation certificates (ICF-4)
	 Yes     N/A
	

	5
	Data collection tools and questionnaires
	 Yes     N/A
	

	6
	Investigators’ CVs and training certificates
	 Yes     N/A
	

	7
	Institutional permissions and regulatory approvals (DGDA, RRRC, others)
	 Yes     N/A
	

	8
	Budget and fee receipt
	 Yes     N/A
	

	9
	Review category determination
	 Yes     N/A
	

	10
	Reviewer Evaluation Forms (SOP Annexure B)
	 Yes     N/A
	

	11
	Correspondence with the PI, including responses to comments
	 Yes     N/A
	

	12
	Extract of minutes or record of expedited decision
	 Yes     N/A
	

	13
	Ethical Approval Certificate / decision letter
	 Yes     N/A
	

	14
	Amendment requests (APP-2) and decisions
	 Yes     N/A
	

	15
	Annual progress reports and extensions (APP-3) and decisions
	 Yes     N/A
	

	16
	SAE, deviation and unanticipated problem reports and IRB responses
	 Yes     N/A
	

	17
	Suspension or termination correspondence (if any)
	 Yes     N/A
	

	18
	Final report (APP-4) and closure acknowledgement
	 Yes     N/A
	

	19
	Conflict of interest records relating to this protocol
	 Yes     N/A
	



	File checked by
	
	Date
	


Annex B. Record access request and log
Part 1. Request (for access other than routine Secretariat access)
	Name, designation and organisation
	

	Records requested (protocol number, document)
	

	Purpose of access
	

	Form of access
	 Inspection in the IRB office     Copies

	Signature of requester and date
	

	Decision
	 Approved     Approved in part     Not approved

	Member Secretary signature and date
	



Part 2. Access and retrieval log
	Date
	Record / protocol no.
	Accessed by
	Purpose
	Returned on
	Secretariat initials

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Annex C. Record disposal certificate
	No.
	Record / protocol number
	Description
	Retention ended
	Method (shred / delete)

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	

	6
	
	
	
	

	7
	
	
	
	

	8
	
	
	
	

	9
	
	
	
	

	10
	
	
	
	



We confirm that the records listed have reached the end of their retention period under SOP-4, that no audit, inspection, complaint, investigation or legal claim concerning them is pending, and that they have been destroyed by the method stated.
	Role
	Name and designation
	Signature
	Date

	Disposal carried out by (Secretariat)
	
	
	

	Authorised by (Member Secretary)
	
	
	

	Authorised by (Chairperson)
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