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Chapter 4: Documentation and Management of Files

4.A Preparing for A Meeting 

4.A.1 Policy Statement
Meetings are one of the major activities of the research ethics committee. They are venues for deliberations and decision-making regarding ethical evaluation of study proposals, and are opportunities for RERC to be informed and to be updated regarding its operations and relevant administrative matters. The meetings will be held within the premises of the institution or virtually via videoconferencing (i.e. zoom meeting). 

The CSMC RERC will hold regular full board meeting every month, generally the 4th Wednesday of the month, especially if there are initial protocols requiring full board review. Special meetings may be scheduled as needed to resolve issues that require immediate attention (i.e. safety of participants, protocol violation that can impact research integrity, public health issues or researches requiring expedited review).
4.A.2 Purpose
To describe the procedures for preparation and distribution of RERC meeting agenda.
4.A.3 Scope 
This SOP provides instructions related to the preparation of the RERC meeting agenda and its distribution to inform RERC members and other interested individuals about the items for discussion during a full-board meeting. 
4.A.4 Workflow
	STEP
	ACTIVITY
	RESPONSIBILITY

	1
	Prepare agenda and meeting schedule.
	Secretariat and Member-Secretary

	2
	Coordinate with Medical Education Office use of conference room or use of zoom account for videoconference.
	Secretariat

	3
	Assemble materials and documents needed for meeting.
	Secretariat

	4
	Prepare presentation and recording equipment.
	Secretariat

	5
	Notify RERC members and confirm attendance; 
Agenda and Minutes of previous meeting sent for review.
	Secretariat



4.A.5 Details of Procedures
Step1-Preparation of the Agenda: Collect all documents submitted to RERC within a given time period and put them in the meeting agenda.  

Step 2 - Coordination with the Medical Education Office: The Secretariat arranges the venue and other logistics for the meeting at least 3 days before the scheduled meeting from the Medical Education Office for use of the conference room and prior to the preparation of the notice of meeting.  This includes the provisions for videoconferencing, such as reserving for the use of the institution’s Zoom account. 

Step 3-Assembly of materials and documents needed for the meeting: The Secretariat gathers the documents and materials for the meeting based on the provisional agenda at least 3 days before the scheduled meeting.  Documents include the meeting Agenda, Minutes of the previous meeting, protocols and related documents submitted, post-approval reports, expedited review reports, and administrative documents. Several copies of the documents submitted by the investigators will be available during face-to-face meetings and all relevant documents will be available electronically for screen sharing during virtual meetings.

Step 4 - Preparation of presentation and recording equipment for the meeting: Secretariat will ensure that the following are prepared and available during the meeting: 1) laptop with relevant documents in digital format; 2) projector and screen for in-house conference room meeting; 3) recording equipment to tape the proceedings.   Food and beverages may be provided. The Secretariat should be present to record the proceedings of the meeting.   
Step 5 - Notification of RERC members and confirmation of attendance: The Member-Secretary supervises the Secretariat in the preparation of the Notice of Meeting (Form 4A) that includes the provisional agenda.  The staff sends the notice to the members of RERC through the group Viber, emails, and/or text messages at least five days before the schedule.  In case quorum cannot be met, the secretariat informs the Chair and Member-Secretary so that alternate members may be called upon.

4.B Preparing the Meeting Agenda

4.B.1 Purpose

The preparation of the meeting Agenda aims to ensure a smooth, orderly, inclusive, and efficient conduct of meetings.



4.B.2 Scope

This SOP describes how the RERC determines what items are to be included in the agenda of regular and special meetings. It begins with the preparation of the draft meeting agenda and ends with the filing of the final meeting agenda.

4.B.3 Workflow 
	STEP
	ACTIVITY
	RESPONSIBILITY

	1
	Prepare provisional meeting agenda.
	Secretariat and Member Secretary

	2
	Approve provisional meeting agenda.
	RERC Chair

	3
	 Distribute meeting agenda.

	Secretariat

	4
	 File final meeting agenda.
	Secretariat



4.B.4 Details of Procedures
Step1-Preparation of the provisional meeting agenda: The Secretariat, under the supervision of the Member-Secretary, prepares the draft of the agenda 2 weeks before the scheduled meeting using the Agenda of Meeting template (CSMC RERC Form 4A).
1. Call to Order
2. Declaration of Quorum
3. Disclosure of Conflict of Interest
4. Approval of the Provisional Agenda
5. Reading and Approval of the Minutes of the Last Meeting
6. Business Arising from the Minutes of the Last Meeting
7. Study Protocol Review
7.1 Initial Review of Protocols
7.2 Resubmissions
7.3 Protocols for Clarificatory Interview
7.4 Withdrawal of Study Protocol Applications
7.5 Study Protocol Amendment Applications
7.6 Continuing Review/Progress Report
7.7 Final Report
7.8 Protocol Deviation Reports
7.9 Early Protocol Termination Application
7.10 Site Visit
7.11 SAE Onsite and SUSAR Reports
7.12 Participant Queries/Complaints
7.13 Notification

8. SJREB Protocols
8.1 Initial Submission
8.2 Resubmission
8.3 Amendments
8.4 Protocol Deviations
8.5 Continuing Review/Progress Report
8.6 Final Report

9. Report of Protocol Submissions Classified as Exempted from Ethical Review
9.1 Protocols Exempted from Ethical Review

10. Report of Protocol Submissions for Expedited Review and Full Review Protocols with Modification Expedited at the Level of the Chair
10.1 Approved Protocols
10.2 Resubmissions or Protocols for Modifications
10.3 Protocol Amendments
10.4 Continuing Review/ Progress Report
10.5 Final Report
10.6 Protocol Deviation Reports
10.7 Early Protocol Termination/Withdrawal
10.8 Notifications

11. Other Matters
11.1 Communications
11.2 Schedule for the next regular meeting

12. Adjournment

 Step 2 – Approval of the provisional meeting agenda: The Chair reviews and approves the provisional agenda to be included in the Notice of Meeting Agenda (CSMC RERC Form 4A) within 2 days.      
Step 3 - Distribution of the meeting agenda: The agenda is included in the Notice of Meeting and sent to the RERC members through email or group Viber. Any issue that any RERC member wants to discuss during the meeting is communicated to the Member-Secretary and approved by the Chair for inclusion to the agenda.   
Step 4 - Filing of the final meeting agenda: The Secretariat files the approved meeting agenda in a special folder that contains all meeting agenda in chronological order.

4.C Conduct of Meetings

4.C.1 Purpose 
	Meetings are conducted to provide an opportunity for the RERC to arrive at collegial decisions regarding study protocols and RERC operations and to be informed of pertinent administrative matters.

4.C.2 Scope

	This SOP describes the manner by which the RERC conducts all its meetings. It covers RERC actions and activities from the time the meeting is called to order and quorum is declared to the time the meeting is adjourned. It begins with the distribution of meeting materials in face-to-face meetings in the conference room and ends with the collection, storage, and disposal of meeting materials. For videoconference, the RERC staff should have all submitted documents in digital format to be screen shared.

4.C.3 Workflow
	STEP
	ACTIVITY
	RESPONSIBILITY

	1
	Prepare meeting materials.
	Secretariat

	2
	Call to Order and Declare quorum.
	RERC Chair and Member -Secretary

	3
	Declare any Conflict of Interest (COI).
	RERC Members

	4
	Approve Final Agenda.
	RERC Chair and Members

	5
	Approve Minutes of previous meeting.
	RERC Members

	6
	Discuss business arising from the minutes.
	RERC Members

	7
	Review protocols and protocol-related submissions for full board review.
	RERC Chair and Members

	8
	Report SJREB protocol and related submissions.
	RERC Chair and Members

	9
	Report protocols for exempt and expedited review.
	RERC Chair

	10
	Discuss any operations-related matters.
	RERC Chair and Members

	11
	Adjourn.
	RERC Chair

	12
	Collect, store, and dispose meeting materials and download recordings.
	Secretariat



4.C.4 Details of Procedures
	Step 1 - Preparation of meeting materials: All documents needed for review and discussion during the scheduled meeting as listed in the Meeting Agenda is made available. In face-to-face meeting in the conference room, hard copies of relevant documents are available for the RERC members to peruse during the discussion. Digital copies are also available in the main laptop for projection or in connected electronic devices (i.e. tablets) or for screen sharing in videoconferencing. The Secretariat is responsible for gathering all the documents and materials prior to the meeting. 
Step 2 – Call to Order and Declaration of Quorum: Following the Meeting Agenda (CSMC RERC Form 4A), the Chair calls the meeting to order when at least the majority (50% plus 1) of the members are present. The start time of the meeting is noted and the Member-Secretary declares a quorum by indicating the qualifications of the members present and the presence of at least 1 lay and 1 non-institutional members and both genders are represented.  
Step 3 - Declaration of Conflict of Interest: The RERC Chair calls for declaration of conflict of interest from any member of the board. Any RERC member with connections to the protocol to be discussed, such as being an investigator, an advisor, or who made contributions to the protocol development in whatever capacity or who will provide services to the study, must declare his conflict of interest (COI) at the start of the meeting. This is noted in the Minutes and the concerned member may be asked not to participate in the discussion nor vote during the deliberation of that study.  He may be asked to step out of the meeting when the study is reviewed.  
Step 4 – Approval of the Final Agenda: The RERC Chair calls for any additions in the agenda and request approval of the final agenda.
Step 5 - Approval of Minutes of the previous meeting: The secretariat sends the Minutes draft to RERC members for initial review at least 5 days before the scheduled meeting. The Chair asks the members for any corrections or omissions that will be incorporated as he/she goes through each section briefly. Incompleteness of the discussion and recommendations are corrected or added, after input from the primary reviewers of each protocol.  Once all the issues have been tackled satisfactorily, the Chair calls for the approval of the Minutes by an RERC member to be seconded by another member.
Step 6 - Discussion of Business arising from the minute: During the review of the Minutes of the previous meeting, the Chair raises questions or discussion points on the recommendations of each protocol and whether a response from the principal investigator has been submitted.  Any unresolved issue from the previous meeting is discussed and incorporated.  
Step 7 - Review of protocols and protocol-related submissions for full board review: The protocols for initial review is presented by the assigned primary reviewers who will give a brief summary of the study including brief background and clinical significance, the objectives, the inclusion and exclusion criteria, the methodology to include recruitment procedures, the securing of informed consent, the data management plan, any ethical issues associated with the study, and any issues associated with the informed consent forms.  The principal investigator may be invited to the meeting to clarify any issue raised to facilitate the review of the protocol. An independent consultant, who will not be involved in the decision making, may be invited to review the technical aspect of the protocol and provide his expert opinion on the conduct of the study, especially in regards to the safety issues. 
Each of the protocols for initial review is discussed as follows: technical issues, ethical issues, and informed consent process and form issues.  The primary reviewers are guided by the assessment review form of the protocol (CSMC RERC Form 2D) and informed consent (CSMC RERC Form 2E).  A board discussion on the issues raised follows with recommendations for the protocol, follow by voting (hands raising) on the action needed.  A majority vote for the recommended action is carried out.
The protocols for resubmission are presented by the primary reviewers and discussed during the meeting, particularly whether the principal investigator has satisfactorily complied with the recommendations.  A majority vote for the recommended action is carried out.
Protocol for clarificatory interview entails inviting the principal investigator or co-investigator to be present during the meeting to answer specific questions regarding the protocol and to clarify issues needed by the RERC members to make a decision.
Post-approval protocol submissions in the order listed in the agenda is presented by the primary reviewers, or Chair if the primary reviewers are not available, discussed, and voted upon for the recommended actions.
Step 8 – Report of SJREB protocol and related submissions: The Chair or primary reviewers review SJREB protocols for initial review, resubmissions, and post-approval documents, including any issues specific to the site in the informed consent forms.  
Step 9 - Report of protocols and related submissions for exempt and expedited review: The Chair reports on the results of protocols for exempt and expedited review, including related submissions that underwent expedited review. These are for information of RERC members and for documentation of the review results.
Step 10 - Discussion of operations-related matters: Any communication from investigators, sponsors, or related departments regarding RERC operations, SOPs, including financial concerns are relayed and discussed toward the end of the meeting. Any changes in the financial fees related to the operations of the RERC is deliberated and approved by the members.  Any proposed changes in the SOPs is discussed and ratified at a special meeting to be scheduled.  Upcoming trainings (GCP, SOPs, research ethics) for RERC members and conferences (i.e. FERCAP, PHREN) are relayed. 
The schedule for the next board meeting is decided. 
Step 11 - Adjournment: Once all the items in the agenda have been discussed and there are no more issues, the Chair calls for the adjournment of the meeting, to be seconded by another RERC member.  
Step 12 - Collection, storage, and disposal of meeting materials: All hard copies of documents distributed during the face-to-face meeting are returned to the secretariat who files them to the appropriate protocol folders in the RERC office. Extra copies made for the meeting but are no longer needed are shredded. The recorded meeting is downloaded and transcribed by the RERC secretary in preparation for the Minutes of the Meeting.  If digital copies of documents stored in electronic devices (i.e. tablets) were provided, they are returned to RERC office for safekeeping. For videoconferencing, the recorded meeting is downloaded by the Secretariat and the files needed in preparation for the Minutes are collated.
4.D Preparation of the Minutes of Meeting

4.D.1 Purpose

To describe the procedures for preparation and approval of the Minutes of the RERC full board meeting.

4.D.2 Scope

This SOP provides instructions related to the preparation of the RERC full board meeting Minutes and its approval by the members.

4.D.3 Workflow
	STEP
	ACTIVITY
	RESPONSIBILITY

	1
	Enter preliminary information on the Minutes template.
	Secretariat

	2
	Prepare the Minutes draft.
	Secretariat and Member-Secretary

	3
	Notes on Minutes draft.
	RERC Chair

	4
	Approve Minutes in next RERC meeting.
	RERC Chair and Members

	5
	File approved Minutes.
	Secretariat





4.D.4 Details of Procedures
Step 1- Entry of preliminary information on the Minute’s template: The Secretariat fill up the Minutes template (CSMC RERC Form 4B Minutes of the Meeting) the protocols to be reviewed based on the Agenda, including the results of protocols for expedited review. Pre-filled information includes protocol number, title, principal investigator, sponsor, primary reviewers, and comments of the primary reviewers regarding technical, ethical, and informed consent form issues submitted ahead of time.   
	Step 2- Preparation of the draft minutes: During the meeting, the Secretariat is tasked with 	documenting the proceedings in accordance with the Agenda. While the template is projected onto the screen or screen-shared, the Secretariat types in the discussion points or issues raised, including comments and suggestions made by RERC members, in appropriate sections of the template in real time. To ensure complete documentation of the meeting proceedings, the Member-Secretary also takes down notes that include, among others, comments and recommendations on the scientific and ethical issues, and issues on the informed consent forms. The whole proceeding is recorded for reference to missing information as needed. Pertinent comments and actions reflect discussion points in the Minutes and need not be attributed to a specific member.  
The initial draft of the Minutes is submitted to the Member-Secretary within 7 days after the meeting for review, completeness, and editing. Any missing information or inaccuracies is added or corrected by the Member-Secretary.
Step 3 - Notation of the draft minutes: Once the draft Minutes is reviewed and edited by the Member-Secretary within 7 days from the meeting, it is sent to the Chair for notations after which the recommended actions for each protocol is communicated to the investigators.   
In general, the following items are included in the Minutes of the meeting:
· Date and venue of meeting
· Members’ attendance (members present and absent)
· Presence of independent consultants, primary investigators, guests, and observers (if any)
· Name of presiding officer
· Time when the meeting is called to order
· Declaration of Quorum
· Conflict of Interest (COI) declaration
· Items discussed, issues raised, and resolutions of each protocol
· RERC decisions and recommendations for each protocol
· Name and signature of person who prepared the Minutes
· Name and signature of the Chair and date of notation

Step 4 - Approval of the Minutes in the next RERC meeting: Provisional minutes is sent to the RERC members for review, together with the Notice of Meeting, at least 5 days before the next scheduled full board meeting.  RERC members submit their feedback and additional input 3 days before the meeting. Its approval is through a formal motion at the meeting by any member of the committee and seconded accordingly.  

Step 5 - Storage of the approved Minutes: The Secretariat maintains a central file of all meeting Minutes by year to facilitate retrieval. 
4.E Communicating RERC Decisions

4.E.1 Purpose

The management of communicating RERC decisions ensures that all investigators are appropriately, accurately, and promptly informed of the results of deliberations of the RERC.

4.E.2 Scope

This SOP covers RERC actions related to communicating RERC decisions. It begins with the finalization of recommendations of the committee or the reviewers and ends with the filing of the decision document in the protocol folder.

4.E.3 Workflow
	STEP
	ACTIVITY
	RESPONSIBILITY

	1
	Finalize recommendations of RERC 
(full review) or primary reviewers (expedited review).
	RERC Chair and members

	2
	Prepare action letter (Form 2G).
	Secretariat


	3
	Approve and sign action letter/s.
	RERC Chair

	4
	Transmit RERC decision to researcher.
	Secretariat

	5
	File decision documents in protocol folder
and update protocol database.
	Secretariat








4.E.4 Details of Procedures

Step1-Finalization of recommendations of RERC (full review) or primary reviewers (expedited review): Finalize RERC recommendations obtained from the Minutes for full board review and from primary reviewers’ assessment forms for expedited review.

Step 2 – Preparation of the Action Letter: The recommendations of RERC or primary reviewers are drafted using RERC Form 2G.
 
Step 3 - Approval of the RERC Action Letter: The Chair gives final approval of the RERC decision by affixing her signature in the Form 2G.

Step 4 - Transmittal of RERC decision to the researcher: The Action Letter is transmitted by the Secretariat through email to the Principal Investigator within 7 days of the finalization of the recommendations. Hard copies are available in the RERC office upon request. 

Step 5 - Filing the decision documents in the protocol folder and updating the protocol database: All protocol-related decision letters are filed in the protocol folder and the database updated (hard drive or cloud storage).

4.F Management of Incoming and Outgoing Communications

4.F.1 Purpose

The management of RERC documents/communications aims to establish accountability and an efficient and effective tracking system.
4.F.2 Scope

This SOP begins with the sorting of communications and ends with their storage or filing.

4.F.3 Workflow

	STEP
	ACTIVITY
	RESPONSIBILITY

	1
	Sort and record incoming/outgoing communications.
	Secretariat

	2
	Respond to incoming communications.
	Chair or Member-Secretary

	3
	File incoming/outgoing communications and update electronic database.
	Secretariat


4.F.4 Details of Procedures

Step 1- Sorting and Recording of incoming/outgoing communications: Secretariat sorts communications from investigators and sponsors, such as hard and electronic copies of protocol reports submitted online, and records in the Incoming Logbook.

RERC communication folder is organized into two (2) sections: incoming and outgoing communications filed per year. All communications are permanent and must be kept confidential.
The log of submissions should have at least the following elements:
· Date received
· Source (person who sent communication)
· Content of submission
· Type of submission
· Study information, i.e. sponsor, protocol number, principal investigator, etc.
· Action taken
· Name and signature of individual who received the communication
Step 2- Responding to communications: The Secretariat, under the supervision of the Member-Secretary, drafts letter indicating the board decision and incorporates the recommendations into Approval Letter (CSMC RERC Forms 2H.1 or 2H.2) for study protocols for initial review and  resubmissions; Approval for Protocol Amendment (CSMC RERC Form 3C); Certificate of Exemption from Ethics Review (CSMC RERC Form 4F); Notification Letter (CSMC RERC Form 3J) for other post-approval submissions, such as progress report or continuing review applications, protocol deviation, site visit, serious adverse event, and Archiving Notification (CSMC RERC Form 4E) for early study termination and final report. 
Step 3- Storing or filing of incoming/outgoing communications: Secretariat files a copy of the communication/ submission in the following:
· Protocol folder (printed and electronic)
· RERC communications folder
· Others, as needed
For SAE files, Secretariat stores the signed serious adverse event/s reports in the study protocol folder.



4.G Management of Active Study Files

4.G.1 Purpose

The management of active files ensures accessibility, easy retrieval of current files, and protection of those that require confidentiality.

4.G.2 Scope

This SOP provides instructions related to the management of active study files originating from protocol submissions and includes all documents that reflect all actions taken by the RERC before completion of the study. It also provides instructions for the maintenance and storage of other RERC documents and records.

4.G.3 Workflow
	STEP
	ACTIVITY
	RESPONSIBILITY

	1
	Classify and code active files.
	Secretariat

	2
	Prepare protocol folders.
	Secretariat

	3
	Update protocol files regularly.
	Secretariat



4.G.4 Details of Procedures
Step 1. Classification and coding of active files: The Secretariat, under the supervision of the Member-Secretary, classifies active files as follows:
· Initial Submission
· Resubmission
· Progress Report/Continuing Review
· Amendment
· Protocol Deviation / Protocol Violation
· Serious Adverse Event (SAE) and SUSARs
· Early Termination
· Final Report
· Notification 
· Queries/Complaints



The Secretariat assigns a code to the initial submission and indicates the same for the rest of the submissions related to the protocol. The code consists of the year and the serial number that indicate the sequence order of receipt. Labeling follows the standard format implemented by the hospital.

	CSMC RERC LABEL CODE
	EXAMPLE

	Year submitted-chronological number protocol is received
	CSMC RERC 2024-001




Step 2. Preparation of the Protocol Folder: The RERC secretariat files all documents pertaining to a study in a folder labeled as follows: Protocol Code, Study Title, Proponent’s Full Name, Sponsor or Funding Agency. A protocol index is included that indicates the contents of the folder.

The study protocol files are in electronic folders stored in Microsoft SharePoint upon processing of the submissions.

Documents are divided into three (3) folders:
	FOLDER
	CONTENTS

	Folder 1
(Initial Protocol Evaluation)
	A. Initial protocol submission package
B. Requirement checklist 
C. Application for Protocol Review 
D. Protocol Assessment
E. Informed Consent Assessment 
F. Minutes
G. Resubmission 
H. Action letter / Approval Letter
 

	Folder 2
(Post Approval)
	A. Requirement checklist for protocol amendment and
Protocol Amendment Review 
B. Amendments to the protocol and ICF
C. Reports: Continuing review/Progress report, 
Protocol Deviations, SAE, Final, Early Termination,
Site Visit, Queries, and Complaints
D. Action Letter/Decision Letter/Approval Letters
E. Communications 
 

	Folder 3
(Administrative Files)
	A. Clinical Trial Agreement (CTA) and CTA amendments
B. Clinical Trial synopsis and study budget
C. Statement of Account (SOA) and 
Official receipts – Review and Institutional Fees
D. Off site SAE’s and SUSARS



	Step 3. Periodic Updating of the Protocol Folder: The Secretariat ensures that the documents are filed in chronological order, such that the most recent documents are topmost. 
	Active Protocol File Management 
	The Secretariat files all the documents in the cabinet (hard copies) and SharePoint (electronic copies) as they come. Active files, records, and documents are properly maintained and updated. 
Secretariat ensures the completeness of RERC forms before filing. 
All active study files are kept in the locked cabinets and in password-protected computer with access limited only to authorized personnel. Keys to locked cabinets are kept by the Secretariat.
	Protocol folders in the computer are labeled using the code of the study file and backed up in the external hard drive.
Study files are encoded into the RERC PROTOCOL DATABASE containing the following information:
· CSMC RERC Code
· Date of Submission
· Protocol title
· Sponsor’s Protocol Number
· Principal Investigator (PI)
· Type of Submission	
· Department/Section
· Classification of PI
· Type of Study 
· Purpose of Study
· Study Budget
· Funding Agency
· Study Site
· Use of Vulnerable Groups
· Institution
· Technical Review
· Date of Technical Review
· SJREB Joint Review 
· Primary Reviewer
· Type of Review
· Date Sending Protocol to Reviewers
· Date Return of Reviewers’ Assessments
· Date of Board Meeting
· Decision
· Date Action Letter Sent to PI
· Date of Resubmission
· Decision
· Date Approved
· Turn Around Time of Review
· Date of Reminder for Continuing Review
· Validity of Ethical Clearance
· Date of Progress Report Submission
· Date of Early Termination/Final Report Submission
· Status of Study
· Date of Inactivation
A separate database for Serious Adverse Events (SAE) and SUSARS contains the following information:
· Date of submission 
· CSMC RERC Code
· Principal Investigator
· Department / Section
· Protocol Sponsor’s code
· SAE Reported
· Type of report
· Participant Number
· Country
· Date of Birth
· Age
· Sex 
· Suspected drug
· Comorbidities
· Causality
· Concomitant Drugs
· Date SAE observed
· Outcome
· Adverse Event Subcommittee Recommendation
· RERC Action
Protocol database and SAE database are password protected and will use a tracker to record the activities or status of a study protocol and SAE monitoring. Databases are updated weekly under the supervision of the Member-Secretary.
Maintenance of electronic study protocol files 
The Secretariat maintains electronic copies of study files submitted to CSMC RERC (e.g. study protocol package, review assessments) and the communications issued by the RERC related to the study (e.g. action letters, notification letters, approval, etc.).
A Microsoft SharePoint cloud library is used to store all protocol files. Initial submissions, assessment forms, and post-approval reports are uploaded through a unique link shared with the investigator.  
Study protocol folders are labeled with CSMC RERC codes and the last name of the investigator (RERC YYYY-000_Last name of Investigator) and contain folders that are labeled according to submission (i.e. initial protocol submission, post-approval, and administrative files).
The Action Letter, Resubmission, Approval, and Minutes of the meeting have separate folders and are included in the corresponding study files.
Electronic files are organized per year and are backed up in the CSMC RERC external hard drive. Archived files are stored for at least five (5) years after approval of the final report or expiration of the last approval if no final report was submitted. 	

4.H Archiving
4.H.1 Purpose
	Archiving inactive, terminated, or completed protocols ensures efficient retrieval of information from the files for reference and compliance with national and international guidelines.

4.H.2 Scope

	This SOP includes procedures related to storage and retrieval of protocols that are classified as 	inactive, terminated, or completed. This SOP begins with the acceptance of the final or early 	termination report and identification of the protocol as inactive, and ends with the inclusion of the 	files in the archives and update of the protocol database.

[bookmark: _GoBack]




4.H.3 Workflow
	STEP
	ACTIVITY
	RESPONSIBILITY

	1
	Accept final or early termination report and identify as inactive.
	RERC Chair and Members

	2
	Update protocol folder.
	Secretariat

	3.
	Transfer protocol folder to archives and update protocol database.
	Secretariat



4.H.4 Details of Procedures
	Step 1- Acceptance of Final or Early Termination Reports and Identification as Inactive File: The RERC members accept the final or early termination report during a meeting. Inactive files are protocols where a researcher/ proponent/ investigator failed to respond to the recommendations of the RERC at least 3 months during the approval process of reviewing the protocol. This is included in the agenda of the next meeting where the protocol is declared inactive.

Inactive studies are classified as follows:
	INACTIVE

	CLASSIFICATION
	DESCRIPTION
	CRITERIA

	LABEL CODING

	Unfinished review/ incomplete review
	Protocols for review with no resubmissions for at least 3 months
	At least 3 months inactive from last communication
	Standard coding with YEAR to indicate when inactive

	Completed
	Studies completed with final report
	Form 3I
	Standard coding with YEAR to indicate when inactive

	Terminated
	Studies terminated by RERC
	Form 3G
	Standard coding with YEAR to indicate when inactive

	Withdrawn or early terminated
	Studies withdrawn/ early terminated by sponsor/principal investigator
	Letter from sponsor or principal investigator stating reason for withdrawal/ early termination
	Standard coding with YEAR to indicate when inactive


	 
Step 2- Updating the Protocol Folder: The Secretariat files the Final or Early Termination report in the protocol folder, including the excerpts of the Minutes declaring the protocol inactive.
	Protocol Label Code Format of inactive study files.
An archive number is assigned to the protocol by adding the year the final report of a particular study is approved by RERC.  The year is suffixed to the original protocol code. For example, if the final report is approved in 2024, the archiving code is CSMC RERC 2021-001/2024.

	Step 3- Transfer of the Protocol Folder to the Archives and Updating the Protocol Database: 	The Secretariat transfers the folder to the archive section and updates the database.
	Archived Protocol Retrieval 
Archived protocols can be retrieved within the five-year archiving period in accordance with the SOP on Maintaining Confidentiality of Study Files and RERC Documents. 
	Documents retrieval is recorded accordingly.

4.I Maintenance of Confidentiality of Study Files and Documents 
4.I.1 Purpose
To describe CSMC RERC procedures related to maintaining the confidentiality of the study files and other RERC documents. 
4.I.2 Scope 
This SOP provides instructions to the Secretariat related to maintaining the confidentiality of all study files and documents. 
4.I.3 Workflow 

	STEP
	ACTIVITY
	RESPONSIBILITY

	1
	Classify which RERC documents are confidential.
	RERC Chair, 
Member-Secretary, Secretariat

	2
	Restrict access to confidential documents.
	Secretariat

	3
	Record copies made of confidential documents.
	Secretariat

	4
	File log of copies.

	Secretariat

	5
	Dispose files according to retention period.
	Secretariat





4.I.4 Details of Procedures

Step 1- Classify which RERC documents are confidential: RERC Chair, Member-Secretary, and Secretariat classify which study files and related documents submitted to the CSMC RERC are considered confidential (study protocols and related documents, case report forms, informed consent documents, diary, scientific documents, expert opinions or reviews, etc.).
CSMC RERC documents (Meeting Minutes) and correspondence (experts, auditors, study participants, etc.) are considered confidential.
Step 2- Restrict access to confidential documents: RERC Secretariat restricts access to CSMC RERC confidential documents and is subject to the following limitations:
· CSMC RERC members and staff with a signed Confidentiality Agreement and Conflict of Interest Disclosure (CSMC RERC Form 1A) can access confidential documents outside of regular protocol review, upon request.
· Non-members can access specific documents by submitting a formal request. The Secretariat will provide a copy of the Confidentiality Agreement Form for Non-members (CSMC RERC Form 4C) requesting for copies of RERC Documents to be accomplished by the person making the request, and signed by the Chair.
· Regulatory authorities (e.g. FDA Director), as represented by the recognized officials, have full access to RERC documents provided it is within their mandate (e.g. FDA) and upon reasonable notice to make the files available.

Step 3- Record copies made of confidential documents: The Secretariat carefully handles original documents and copies of RERC documents during the day-to-day operation of the RERC to protect the confidentiality of study files and related documents. Proper handling also involves proper control in the distribution and storage of confidential documents of the RERC.
Secretariat records the retrieval of RERC documents. Access to documents is generally room use only, and requests to make copies can be accommodated on a case-to-case basis. 
All requests for access are recorded by the Secretariat in the log before copies of any documents are released. 
Secretariat makes only the exact number of copies requested.
Recipient signs for the requested copies upon receipt.
Step 4- File log of copies: The Secretariat makes a record every time a document of the RERC is accessed as described above.
A log filed in the protocol folder for purposes of recording access contains the following information: 
· RERC code 
· Date borrowed 
· Name of borrower 
· Signature of borrower upon retrieval 
· Signature of Secretariat upon return of document 
· Document copied 
· Number of copies made 
· Number of copies received
Step 5- Dispose files according to retention period: Secretariat disposes files according to retention period.
The following are the administrative files and records, frequency of updating, and retention period.
	NAME OF RECORD
	DESCRIPTION
	FREQUENCY OF UPDATING
	RETENTION PERIOD

	Protocols
	Protocol folder, document tracker, index
	Update once a new document is added
	Five (5) years

	Database
	Protocol and related documents
	Update once a new document is added
	Permanent file

	RERC Member profile folder
	Curriculum vitae, Confidentiality Agreement, Appointment Letter, Training Record
	Depends on years of contract
	Depends on years of contract

	RERC Staff profile folder
	Curriculum Vitae, Confidentiality Agreement, Training Record,
Job Description
	Depends on years of employment
	Depends on years of employment

	Independent Consultant profile folder
	Curriculum vitae, Confidentiality Agreement, Appointment Letter, Training Record
	Depends on years of contract
	Depends on years of contract

	Communications (incoming and outgoing letters)
	Approval letters, correspondence, queries
	Updated immediately
	Permanent file

	Financial records
	Review fee, honorarium, miscellaneous, receipts
	Updated immediately
	Permanent file

	Standard operating procedures (SOP)
	Policies and forms
	When needed
	Permanent file




	Disposal of Obsolete Files 
Guidelines on Shredding of Obsolete Documents
A. Shredding is done every month.  The RERC Secretariat is assigned to do the shredding.
B. Shredding of documents is recorded with the following information:
· Document 
· Date 
· Person responsible 
· Approval of an authorized person

C. Obsolete documents are shredded on completion of their retention period and after 	verification that these have been scanned and incorporated into the database. The following 	documents are considered obsolete documents:
· Spare documents 
· Protocols after the 5-year retention period 
· RERC Member’s outdated CV 
· Others with confidential information
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