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EXECUTIVE SUMMARY 

The MTRH/MU-ISERC Version 11.1 Standard Operating Procedures (SOPs) constitute a 

comprehensive regulatory and procedural framework governing the operations of the Moi Teaching 

and Referral Hospital / Moi University Institutional Scientific and Ethical Review Committee. 

Version 11.1 incorporates all resolutions from the Group A, Group B, and Group C review process, as 

well as full committee endorsements. 

Key highlights of Version 11.1 include: 

• Abolition of provisional approval — all approved research receives formal/full approval directly. 

• NACOSTI permit required post-approval (not pre-approval) — formal approval letters include a 

condition that the PI must obtain all required national authorisations, including a NACOSTI 

permit, before commencing research. 

• Establishment of an Expert Reviewer Pool (SOPs 1 and 5A) — a dedicated group of 15–20 

specialists supplementing committee review capacity. 

• Comprehensive Communication SOP (SOP 6) — standardising all forms of ISERC 

communication including decision letters, meeting notices, and public communication. 

• Expanded SAE reporting (SOP 7) — scope broadened to cover all studies (not only clinical trials), 

with standardised timelines. 

• Enhanced data protection framework (SOP 12) — compliance with Kenya Data Protection Act 

2019, DPO designation, and data breach notification procedures. 

• Research misconduct framework (SOP 14) — whistleblower protection, investigation timelines, 

and formal sanction framework. 

• Community engagement requirements (SOP 19) — formal procedures for community advisory 

mechanisms, community entry, and dissemination of findings. 

• Retention of records updated to 7 years minimum (SOP 16). 

• New Standard SOPs 20 and 21: Following full committee endorsement, two additional SOPs have 

been incorporated as standard procedures: SOP 20 (Research Study Monitoring and Evaluation) 

establishes a formal post-approval M&E framework; SOP 21 (Appealing ISERC Decisions) 

provides a structured, accessible appeals process for Principal Investigators. Both SOPs were 

introduced by Group B and endorsed unanimously. 

This document is the authoritative reference for all MTRH/MU-ISERC operational procedures and 

supersedes all prior versions. 
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TRACEABILITY MATRIX 

The following table records all changes from prior SOP versions to Version 11.1. 

 

SOP Section Changed Nature of Change Version 11 Reference 
SOP 1 1.3.1 Composition Deputy Chairperson formally 

added to committee composition 

list 

Section 1.3.1 

SOP 1 1.11 Expert 

Reviewer Pool 
New subsection: establishment, 

eligibility, roles and recognition 
Section 1.11.1–1.11.5 

SOP 1 1.8 HPA Functions Expanded: annual reports, 

quarterly HOSC reports, 

budget/procurement plans 

Section 1.8 

SOP 2 2.x Agenda Items Restructured with detailed 

standard agenda items and 

virtual attendee voting rights 

Section 2.4 

SOP 3 3.4/3.5 COI Types Professional COI definition 

extended; Sections renumbered 
Section 3.4–3.5 

SOP 4 4.4.2 CT Pathway Protocol Structure table added: 

CT vs Non-CT dual columns 
Section 4.4.2 

SOP 5 5.7 Review 

Categories 
Provisional approval removed; 

all outcomes are Formal/Full 

Approval 

Section 5.7 

SOP 6 New comprehensive 

SOP 
Entire SOP rewritten with 15+ 

subsections covering all 

communication channels 

Sections 6.1–6.15 

SOP 7 7.1/7.2 Scope Scope expanded to ALL studies 

(not just clinical trials) 
Section 7.1–7.2 

SOP 7 7.6 Reporting Table Formal SAE reporting timeline 

table added 
Section 7.6 

SOP 8 8.4.2 Waiver 

Criteria 
Criteria list added: must meet all 

three criteria for waiver 
Section 8.4.2 

SOP 9 9.3 Definitions Formal definitions added: 

Suspension, Termination, 

Discontinuation, Closeout 

Section 9.3 

SOP 9 9.4.4 PI Appeal PI appeal timeline of 14 days 

explicitly stated 
Section 9.4.4 

SOP 10 10.3 PI 

Responsibility 
PI Safeguarding Plan form 

requirement added 
Section 10.3 

SOP 10 10.4.3 Risks Table Risks and opportunities table 

added 
Section 10.4.3 

SOP 10 10.4.1 Hierarchical Healthcare workers added to 

hierarchical relations list 
Section 10.4.1 

SOP 11 11.4.5 Secretary 

Escalation 
New clause: complaints 

involving Secretary escalated to 

Chair/Deputy Chair 

Section 11.4.5 

SOP 12 12.3 DPO Role Data Protection Officer (DPO) 

role formally defined; 72-hour 

breach notification 

Section 12.3–12.4 

SOP 13 13.5 PPB Approval PPB approval added as pre-

approval for HBM transfer; 

expanded packaging 

Section 13.5.C 

SOP 14 14.2 Scope Extended to all personnel and all 

research phases; whistleblower 

protection 

Section 14.2, 14.5.2 
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SOP 15 15.1/15.3 Scope Closure scope expanded; 30-day 

final report timeline; 

decommissioning added 

Section 15.3–15.4 

SOP 16 16.4 Retention Retention changed to 7 years 

minimum (from 5 years); 

electronic backup requirements 

Section 16.4 

SOP 17 17.4 Two IAA 

Templates 
Two full IAA template versions 

provided (Appendices XX.A and 

XX.B) 

Section 17.4 

SOP 18 18.4 RCT 

Monitoring 
Formal Risk-Based Monitoring 

(RBM) framework introduced; 

DSMB requirements 

Section 18.4 

SOP 19 Full SOP Expanded from basic to 

comprehensive Community 

Engagement SOP (19.1–19.15) 

Sections 19.1–19.15 

All SOPs Platform references All references changed to 'the 

ISERC-designated digital review 

management platform' 

Throughout 

All SOPs Provisional 

Approval 
Provisional approval 

ABOLISHED throughout 

document 

Throughout 

All SOPs NACOSTI permits Post-approval requirement for 

NACOSTI; condition clause in 

approval letters 

SOP 4, 5, 6 

SOP 20B (Group 

B) 
Insert (New → 

Renumbered) 
SOP 20: Research Study 

Monitoring and Evaluation 
Post-approval M&E 

framework; risk-based study 

selection; CAPA 

procedures; reporting to Full 

Board. Full committee 

endorsement. 
SOP 20 (Group B) Insert (New → 

Renumbered to 21) 
SOP 21: Appealing ISERC 

Decisions 
Standalone appeals SOP; 

defined timelines and Ad 

Hoc Sub-Committee; 

escalation pathway to 

NACOSTI. Full committee 

endorsement. 
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FOREWORD 

The Standard Operating Procedures (SOPs) of the Moi Teaching and Referral Hospital / Moi 

University Institutional Scientific and Ethical Review Committee (MTRH/MU-ISERC) define the 

processes by which the Committee fulfills its mandate to protect the rights, safety, and wellbeing of 

human research participants. 

Version 11 of these SOPs represents a comprehensive revision incorporating feedback from 

committee members, investigators, national regulatory developments, and international best practice 

guidelines. The revision process was conducted through a structured consultation exercise involving 

three technical review groups, whose contributions have been systematically integrated into this Final 

Draft. 

This document is binding on all MTRH/MU-ISERC members, staff, expert reviewers, and all 

researchers submitting protocols for review. It should be read together with applicable national 

legislation, including the Science, Technology and Innovation Act 2013, the Kenya Data Protection 

Act 2019, and NACOSTI Guidelines. 

We acknowledge with gratitude the dedication of all committee members, working group participants, 

and staff who contributed to this revision. 

 

Chairperson, MTRH/MU-ISERC 

June 2026 
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CONTACT INFORMATION 

For all correspondence, submissions, and enquiries related to the MTRH/MU-ISERC, contact: 

 

Contact Details 
ISERC Secretariat Email irec@mtrh.go.ke 
Submission Platform The ISERC-designated digital review management 

platform (see Secretariat for current link) 
Physical Address MTRH/MU-ISERC Secretariat, Moi Teaching and 

Referral Hospital, P.O. Box 3, 30100, Eldoret, Kenya 
Telephone [Insert current ISERC office telephone number] 
Website [Insert current ISERC website URL] 
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LIST OF ABBREVIATIONS 

 

Abbreviation Full Form 

  
AE Adverse Event 
AMPATH Academic Model Providing Access to Healthcare 
ASEA Annual Service Excellence Awards 
CAB Community Advisory Board 
CAPA Corrective and Preventive Action 
CITI Collaborative Institutional Training Initiative 
COI Conflict of Interest 
CT Clinical Trial 
DMP Data Management Plan 
DPO Data Protection Officer 
DSMB Data and Safety Monitoring Board 
DSMP Data and Safety Monitoring Plan 
FWA Federalwide Assurance 
GCP Good Clinical Practice 
HBM Human Biological Materials 
HPA Human Participant Administrator 
HOSC Hospital Operations Sub-Committee 
IAA Institutional Authorization Agreement 
ICF Informed Consent Form 
ICH International Council for Harmonisation 
IRB Institutional Review Board 
ISERC Institutional Scientific and Ethical Review 

Committee 
KRI Key Risk Indicator 
M&E Monitoring and Evaluation 
MOH Ministry of Health 
MOU Memorandum of Understanding 
MTA Material Transfer Agreement 
MTRH Moi Teaching and Referral Hospital 
MU Moi University 
MURIO Moi University Research Integrity Office 
NACOSTI National Commission for Science, Technology and 

Innovation 
NCST National Council for Science and Technology 
ODPC Office of the Data Protection Commissioner 
PAM Post-Approval Monitoring 
PACTR Pan African Clinical Trials Registry 
PI Principal Investigator 
PPB Pharmacy and Poisons Board 
QRP Questionable Research Practice 
RBM Risk-Based Monitoring 
RCT Randomised Controlled Trial 
SAE Serious Adverse Event 
SAP Statistical Analysis Plan 
SDR Source Data Review 
SDV Source Data Verification 
SOP Standard Operating Procedure 
TOC Table of Contents 
ToR Terms of Reference 
WHO World Health Organization 
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MEMBERSHIP OVERVIEW 

MTRH/MU-ISERC was established as the joint ethics review committee of Moi Teaching and 

Referral Hospital and Moi University. It is constituted in accordance with the requirements of the 

National Commission for Science, Technology and Innovation (NACOSTI) and international 

standards for research ethics review. 

Regulatory Authority 

MTRH/MU-ISERC derives its authority from: 

• The Science, Technology and Innovation Act, 2013 (Revised 2014), Republic of Kenya 

• NACOSTI Guidelines for Accreditation of Institutional Ethics Review Committees in Kenya 

• The Kenya Data Protection Act, 2019 

• International guidelines including ICH-GCP E6(R2), CIOMS International Ethical Guidelines, and 

the WMA Declaration of Helsinki 

Core Responsibilities 

The Committee's core responsibilities include: 

• Review and approval of research proposals involving human participants 

• Post-approval monitoring of approved research 

• Review of protocol amendments, continuing reviews, and study closures 

• Review and management of serious adverse events (SAEs) 

• Ensuring compliance with national and international ethical standards 

• Maintaining accreditation with NACOSTI and other relevant bodies 

Governance 

The Committee operates under a formal governance framework comprising the full committee, the 

Monitoring and Evaluation (M&E) Sub-Committee, the Secretariat, and the Human Participant 

Administrator (HPA). The Deputy Chairperson assumes the responsibilities of the Chairperson in 

their absence. 

Mission Statement 

To protect the rights, safety, and wellbeing of human research participants while facilitating the 

conduct of high-quality, ethically sound research that generates knowledge for the improvement of 

health and human welfare in Kenya and beyond. 

 

Role Responsibilities 

Chairperson Appointed by the Institutional Authority; provides 

overall leadership and decision-making authority. 
Deputy Chairperson Assumes Chairperson duties in their absence; 

supports governance and continuity.  
Secretary / Member Secretary Coordinates committee operations, communications, 

and records. 
Human Participant Administrator (HPA) Manages protocol submissions, tracking, and post-

approval monitoring. 
Medical Specialists Minimum two: one clinician and one allied health 

professional. 
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Non-Medical Scientist Provides scientific expertise in relevant research 

disciplines. 
Legal Expert / Ethicist Provides guidance on legal and ethical dimensions of 

research. 
Statistician / Epidemiologist Provides expertise in research design and data 

analysis. 
Lay Member / Community Representative Non-scientific, non-institutional community voice; 

required for quorum. 
Pharmacologist / Clinical Pharmacist Expertise in drug and product safety (required for 

clinical trials). 
Religious / Cultural Representative Provides perspective on cultural and religious 

dimensions of research. 
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TERMS OF REFERENCE: MTRH/MU-ISERC 

The MTRH/MU-ISERC operates in accordance with the following Terms of Reference, which are 

reviewed and updated as required. 

Mandate 

The MTRH/MU-ISERC is mandated to review all research proposals involving human participants 

originating from MTRH, Moi University, or affiliated institutions, ensuring they meet ethical, 

scientific, and regulatory standards. 

Composition 

The Committee shall comprise members with diverse backgrounds including medicine, nursing, 

pharmacy, social sciences, law, community representation, and research ethics. Full composition 

requirements are outlined in SOP 1. 

Quorum 

Quorum for full board meetings requires 50% + 1 of the committee members. A non-scientist or lay 

member must be present for quorum. Decisions are made by consensus; voting by simple majority 

when consensus is not achievable. 

Meetings 

The Committee meets at least once monthly. Emergency meetings may be convened at the discretion 

of the Chairperson for urgent matters including life-threatening SAEs or serious non-compliance. 

Accountability 

The Committee is accountable to NACOSTI for its accreditation and to the institutional authorities of 

MTRH and Moi University for its operations. 

 

Term Definition 
Clinical Trial / Regulated Interventional Study Any systematic study on pharmaceutical products, 

medical devices, or other regulated interventions in 

human subjects, whether in patients or other 

volunteers, to discover or verify the effects of 

intervention, identify any adverse reactions, or to 

study absorption, distribution, metabolism and 

excretion with the object of ascertaining efficacy and 

safety. Clinical trials are generally classified into 

Phase I–IV. 
Non-Clinical Research Any proposal that does not fall into the Clinical Trial 

category above, including observational studies, 

surveys, retrospective data reviews, social-

behavioural research, and other non-interventional 

designs. 
Provisional Approval ABOLISHED in Version 11. All approved research 

receives Formal/Full Approval directly. 
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TERMS OF REFERENCE: MONITORING AND EVALUATION SUB-

COMMITTEE 

The M&E Sub-Committee is a standing sub-committee of the MTRH/MU-ISERC responsible for 

post-approval monitoring of all approved research studies. 

Composition 

The M&E Sub-Committee shall comprise 7–9 members, with the Secretary and Human Participant 

Administrator serving as standing members. Membership shall reflect expertise relevant to post-

approval monitoring including clinical trials, data management, and regulatory compliance. 

Responsibilities 

• Develop and implement the annual post-approval monitoring plan using a risk-based approach. 

• Conduct routine and for-cause site visits and desk audits. 

• Review SAE reports, progress reports, protocol deviations, and violations. 

• Recommend corrective and preventive actions to the full board. 

• Review and approve data disposition plans for study closures. 

• Report monthly to the full committee. 

Authority 

The M&E Sub-Committee is answerable to the full MTRH/MU-ISERC. It has authority to 

recommend suspension or termination of studies where participant safety is at risk, subject to 

ratification by the full board. 
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SOP 1: MTRH/MU-ISERC Membership, Roles and Responsibilities 

1.1 Purpose 

To define the composition, roles, responsibilities, and governance structures of the MTRH/MU-

ISERC, ensuring effective, ethical, and accountable conduct of research ethics review. 

1.2 Scope 

This SOP applies to all MTRH/MU-ISERC members, the Secretariat, the Human Participant 

Administrator (HPA), Expert Reviewers, and all other individuals engaged in the work of the 

Committee. 

1.3 MTRH/MU-ISERC Composition 

1.3.1 Committee Composition 

The MTRH/MU-ISERC shall comprise, at minimum, the following: 

The Committee shall have a minimum of seven (7) and a maximum of fifteen (15) members including 

co-opted members. At least one member shall be a woman and one a man. A lay member shall always 

be present for quorum. 

1.3.2 Appointment and Tenure 

Members are appointed by the institutional authority (CEO, MTRH or Principal, MU-CHS) for a 

renewable term of three (3) years. A member shall not serve more than two consecutive terms without 

a break of at least one year. 

1.4 Meetings 

1.4.1 Regular Meetings 

The Committee shall meet at least once per calendar month, except where business does not require it. 

A minimum of ten (10) meetings per year shall be held. 

1.4.2 Emergency Meetings 

Emergency meetings may be convened by the Chairperson at any time to address urgent matters 

including life-threatening SAEs, serious non-compliance, or urgent safety concerns. Emergency 

meetings may be conducted in person or virtually. 

1.4.3 Quorum 

Quorum requires 50% + 1 of the Committee members. A non-scientist or lay member must be present 

for quorum. If quorum is not achieved within 30 minutes, the meeting shall be rescheduled. 

1.4.4 Virtual Meetings 

Members attending virtually have equal voting rights as those attending in person. Virtual attendance 

is counted toward quorum. The Secretariat shall ensure secure, documented connection. 

1.5 Confidentiality 

All committee members, staff, expert reviewers, and any person with access to ISERC information 

shall maintain strict confidentiality regarding: 

• All submitted research protocols and accompanying documents 

• Committee deliberations, discussions, and voting outcomes 

• Reviewer identities and reviewer comments 
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• Personal data of research participants and investigators 

All members and staff shall sign a confidentiality agreement upon appointment. Breach of 

confidentiality may result in removal from the Committee and such other action as may be warranted. 

1.6 Conflict of Interest 

All committee members, staff, and reviewers shall declare any actual, potential, or perceived conflict 

of interest prior to review of any protocol. Procedures for managing conflicts of interest are described 

in SOP 3. 

1.7 Responsibilities of the Secretariat 

The Secretariat is responsible for the day-to-day administration of the Committee, including: 

• Receiving and logging all protocol submissions, correspondence, and reports 

• Conducting administrative screening of submitted documents 

• Preparing meeting agendas, notices, and minutes 

• Managing the ISERC-designated digital review management platform 

• Tracking review timelines and communicating with investigators 

• Maintaining comprehensive records of all protocols, decisions, and correspondence 

• Coordinating expert reviewer assignments 

• Issuing formal decision letters as authorized 

• Maintaining the ISERC communication log 

1.8 Human Participant Administrator (HPA) 

The HPA provides administrative and programmatic support to the Committee and performs the 

following functions: 

• Managing ongoing protocol tracking and reporting schedules 

• Coordinating post-approval monitoring activities with the M&E Sub-Committee 

• Preparing annual ISERC activity reports for institutional authorities 

• Preparing quarterly reports for the Hospital Operations Sub-Committee (HOSC) 

• Developing and overseeing budget and procurement plans for ISERC operations 

• Supporting capacity building and training activities 

• Serving as liaison between ISERC and investigators during ongoing studies 

• Signing correspondence on action items as delegated by the Chairperson 

1.9 Honoraria and Incentives for Reviewers 

Committee members and expert reviewers are entitled to honoraria for their review work in 

recognition of their time and expertise. The Secretariat maintains a schedule of honoraria rates, which 

are reviewed annually. 

In addition to honoraria, the Committee acknowledges the importance of non-financial motivation for 

high-quality review. Recognition mechanisms include: 

• Certificates of appreciation for consistent high-quality reviews 

• Annual Service Excellence Awards (ASEA) for outstanding reviewers 

• Public acknowledgment in ISERC Annual Reports 

• Consideration for professional development opportunities 
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1.10 Continuing Education 

All MTRH/MU-ISERC members shall undertake a minimum of eight (8) hours of research ethics 

continuing education per calendar year. The Secretariat shall track compliance and maintain records 

of training undertaken. At least one comprehensive ethics training event shall be organized annually 

for all committee members and staff. 

1.11 Expert Reviewer Pool 

MTRH/MU-ISERC maintains a dedicated Expert Reviewer Pool to enhance review quality for 

complex, high-risk, and emerging-field research protocols. The Expert Reviewer Pool is established 

and managed in accordance with SOP 5A. 

1.11.1 Purpose 

The Expert Reviewer Pool provides ISERC with access to specialist scientific and methodological 

expertise beyond the standing membership of the Committee, ensuring that all complex protocols 

receive appropriately qualified review. 

1.11.2 Composition 

The pool shall consist of 15–20 designated external and internal specialists spanning, at minimum, the 

following disciplines: 

• Clinical Trials and GCP 

• Biostatistics 

• Pharmacology 

• Paediatrics 

• Surgical Research 

• Social Science 

• Artificial Intelligence (AI) / Digital Health 

• Genetics 

1.11.3 Eligibility and Selection 

• Advanced degree (Master's or PhD) 

• Minimum five (5) years of research experience 

• Completion of mandatory research ethics training 

• Selection via: call for expressions of interest → committee endorsement → formal appointment by 

the Appointing Authority 

• Terms: renewable 2-year appointments 

1.11.4 Roles and Responsibilities 

• Act as specialised consultants to ISERC for complex protocol review 

• Provide written feedback within 14 calendar days of receiving a protocol 

• Maintain strict confidentiality at all times 

• Declare any conflicts of interest prior to accepting a review assignment 

• Attend meetings when invited by the Chairperson 
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1.11.5 Performance Review and Recognition 

Performance of expert reviewers is monitored quarterly based on timeliness and feedback quality. 

Members are eligible for token appreciation, certificates of service, and consideration for the Annual 

Service Excellence Awards (ASEA). An expert reviewer may be removed by the ISERC Chair for 

consistent poor performance, breach of confidentiality, or conflict of interest violations. 
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SOP 2: MTRH/MU-ISERC Meetings 

2.1 Purpose 

To establish uniform procedures for the scheduling, conduct, documentation, and follow-up of 

MTRH/MU-ISERC meetings. 

2.2 Scope 

This SOP applies to all full board meetings and sub-committee meetings of the MTRH/MU-ISERC. 

2.3 Meeting Schedule 

Regular full board meetings shall be held at least once per calendar month. The meeting schedule for 

the year shall be prepared by the Secretariat in the first week of January and circulated to all members. 

Meetings are normally held at the MTRH/MU-ISERC offices, or at a venue designated by the 

Chairperson. 

2.4 Standard Agenda 

Each full board meeting shall follow a standard agenda structure covering the following items: 

1. Opening remarks and call to order by the Chairperson 

2. Confirmation of quorum 

3. Adoption of the agenda 

4. Confirmation of minutes of the previous meeting 

5. Matters arising from the minutes 

6. Declaration of conflicts of interest for protocols on the agenda 

7. New protocol presentations and review 

   a) Clinical trial protocols (priority slot) 

   b) Non-clinical research protocols 

8. Continuing review presentations 

9. Amendment requests 

10. SAE reports and safety matters 

11. Protocol deviations and violations 

12. Study closures 

13. Non-compliance reports 

14. M&E Sub-Committee report 

15. Secretariat updates and correspondence 

16. Any other business 

17. Date and time of next meeting 

18. Closure 

2.5 Meeting Notice 

The Secretariat shall circulate meeting notices, agendas, and protocol documents to all members at 

least five (5) working days before the meeting date. Documents are shared through secure, approved 

channels. 
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2.6 Conduct of Meetings 

The Chairperson facilitates all full board meetings. In the absence of the Chairperson, the Deputy 

Chairperson presides. Decisions are reached by consensus where possible. Where consensus cannot 

be achieved after thorough discussion, the Chairperson calls for a formal vote. 

2.6.1 Voting Procedures 

In-person meetings: Show of hands. Virtual meetings: Audible roll call. Requirements: Quorum 

maintained; only members without COI participate; Secretariat records votes. Outcome: Simple 

majority (>50% of members present and voting); Chair breaks ties. 

2.6.2 Virtual Attendees 

Members attending by secure video/teleconference have equal voting rights to those attending in 

person. Virtual attendance shall be noted in the minutes. Members attending virtually are counted 

toward quorum.  

2.7 Minutes 

The Secretariat shall prepare accurate minutes of all meetings within five (5) working days. Draft 

minutes shall be circulated to all members for review. Minutes shall be formally adopted at the next 

meeting. Minutes shall record: attendance, declarations of conflict of interest, all protocol decisions 

including vote counts where applicable, actions assigned, and follow-up items. 

2.8 Sub-Committee Meetings 

The M&E Sub-Committee meets monthly. Sub-committee minutes and reports are submitted to the 

full board. Other ad hoc sub-committees (e.g., Appeals Sub-Committee) shall operate as described in 

the relevant SOPs. 
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SOP 3: Management of Conflicts of Interest 

3.1 Purpose 

To establish a clear and enforceable policy for identifying, declaring, and managing conflicts of 

interest (COI) in MTRH/MU-ISERC review activities, to protect the integrity of the review process. 

3.2 Scope 

This SOP applies to all members, staff, expert reviewers, and other individuals participating in ISERC 

review activities. 

3.3 Definitions 

A conflict of interest exists when a person's private interests or obligations could inappropriately 

influence, or appear to influence, their exercise of official duties in the review process. 

3.4 Types of Conflict of Interest 

3.4.1 Financial Conflict of Interest 

Any direct or indirect financial interest in the outcome of the research being reviewed, including 

employment, consultancy, equity interest, honoraria, grants, or intellectual property from the sponsor 

or investigator. 

3.4.2 Personal/Relationship Conflict of Interest 

Close personal relationships (e.g., family members, close friends) with the Principal Investigator, 

sponsor, or research team. 

3.4.3 Academic / Intellectual Conflict of Interest 

Strong professional disagreement with the methodology or findings of the study; prior published 

positions that would make objective review difficult; prior collaboration with or supervision of the PI. 

3.4.4 Institutional Conflict of Interest 

The institution (not the individual) has a significant financial, reputational, or legal interest in the 

outcome of the research. 

3.4.5 Professional Conflict of Interest 

A direct professional competition with the PI or direct involvement in an area where the research 

outcome may affect the reviewer's professional standing, competitiveness, or institutional position. 

Substantial prior collaboration (within the past three years) that would compromise independent 

assessment.  

3.5 Declaration of Conflict of Interest 

All members and reviewers shall declare any COI: 

• At the beginning of each meeting, before review of each protocol 

• Upon receipt of a protocol for review 

• Whenever a new COI arises during an ongoing review 

Declarations shall be made orally at meetings and confirmed in writing using the ISERC COI 

Declaration Form (Appendix I). Declarations are recorded in the meeting minutes. 
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3.6 Management of Declared Conflicts 

When a member declares a COI: 

• The member shall recuse themselves from discussion and voting on the relevant protocol 

• The member shall leave the meeting room (or virtual meeting space) during discussion of the 

protocol 

• The Chairperson shall ensure the recusal is recorded in the minutes 

• The member may be replaced by a non-conflicted reviewer or committee member 

No member may review, deliberate on, or vote on a protocol for which they have declared a COI. 

3.7 Annual Declaration 

All members and staff shall submit an annual declaration of interests to the Chairperson. The 

Secretariat maintains a register of declarations. Annual declarations do not substitute for meeting-

specific declarations. 
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SOP 4: Protocol Receipt and Assignment for Review 

4.1 Purpose 

To establish uniform procedures for receipt, administrative screening, categorisation, and assignment 

of research protocols for ethical review, covering both clinical trial and non-clinical research 

pathways. 

4.2 Scope 

This SOP applies to all research protocols submitted to MTRH/MU-ISERC for initial review, 

continuing review, amendment review, and all other review types. 

4.3 Definitions 

Stream Key Features 

Non-Clinical Trial Research General post-approval oversight; one-year 

continuing review cycle; NACOSTI compliance 

monitored post-approval 

Clinical Trials Research  Priority scheduling; dedicated monthly agenda 

slot; specialised reviewer assignment; linked to 

SOP 18 for post-approval oversight 

 

4.4 Review Pathways 

4.4.1 Dual Pathway Overview 

MTRH/MU-ISERC operates two operationally distinct review pathways: the Clinical Trial (CT) 

pathway and the Non-Clinical Research pathway.  

 

Element Clinical Trial (CT) Pathway Non-Clinical Research Pathway 

Submission Route ISERC-designated digital review 

management platform 
ISERC-designated digital review 

management platform 
Administrative Screening Within 2 working days; includes 

CT-specific regulatory documents 

check 

Within 24 hours; standard 

checklist 

If Incomplete PI notified; 5 working days to 

submit missing documents 
PI notified; 5 calendar days to 

submit missing documents 
If Not Corrected Application archived after 21 days Application archived after 21 days 
Reference Number Assignment Unique reference number assigned 

on acceptance 
Unique reference number assigned 

on acceptance 
Categorisation Automatically routed to CT 

pathway; Full Board review 

required 

Categorised as Exempt, 

Expedited, or Full Board 

Reviewer Assignment 3 reviewers: 2 from Expert 

Reviewer Pool (clinical trial 

competence) + 1 committee 

member 

1 expert reviewer + 1 committee 

member; additional as needed 

Review Period 10 working days 10 working days 
Performance Target <45 days submission to decision <60 days submission to decision 
Post-Approval Oversight SOP 18; 6-monthly progress 

reports; DSMB reports; SAE 

reporting 

Annual continuing review; 

deviation reporting 
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PPB Registration Required (parallel submission to 

PPB) 
Not applicable (unless product 

involved) 
Trial Registration PACTR and international registry 

before enrolment 
Not required 

NACOSTI Permit Post-approval; required at 

continuing review and audits 
Post-approval; required at 

continuing review and audits 

 

 

 

Each pathway has distinct submission requirements, review procedures, timelines, and oversight 

requirements. 

 

4.4.2 Protocol Structure — Comparison Table 

Section Clinical Trial Research Protocol 

Content  

Non-Clinical Trial Research Protocol Content 

A. Introduction Literature review, disease/intervention 

background, investigational product or 

intervention rationale, and prior 

evidence. 

Literature review, study background, problem 

statement, local relevance, and rationale. 

B. Objectives Primary and secondary objectives, 

including safety, efficacy, 

pharmacological, or intervention-

related objectives. 

General and specific objectives aligned to the 

research question and study design. 

C. Justification Need for the drug, device, vaccine, 

procedure, or intervention; expected 

benefits and future clinical/public 

health implications. 

Importance of the study, knowledge gap, 

relevance to health systems, communities, policy, 

or practice, and expected implications. 

D. 

Methodology 
Trial design, phase, 

randomization/blinding where 

applicable, intervention, comparator, 

setting, duration, eligibility, sample 

size, recruitment, follow-up, outcomes, 

safety monitoring, and analysis plan. 

Study design, setting, duration, population, 

eligibility, sampling method, sample size where 

applicable, recruitment, data collection methods, 

study tools, variables/themes, and analysis plan. 

E. Ethical 

Considerations 

Risk-benefit assessment, informed 

consent, vulnerable populations, 

privacy, compensation/reimbursement, 

trial-related injury, safety reporting, 

adverse events, withdrawal, and 

stopping rules 

Risk-benefit assessment, consent or consent 

waiver where applicable, vulnerable populations, 

privacy, confidentiality, data protection, 

voluntary participation, minimization of harm, 

and withdrawal where applicable. 

F. Informed 

Consent 

Documents 

Translated consent forms, 

assent/parental consent where 

applicable, genetic study consent 

where applicable, version number, 

date, and page numbering 

Consent forms where applicable, translated forms 

where applicable, assent/parental consent where 

applicable, consent waiver justification for 

minimal-risk or records-based studies, version 

number, date, and page numbering. 
G. Data 

Collection 

Tools 

Case report forms, laboratory forms, 

safety reporting tools, trial visit 

schedules, and trial-specific 

instruments. 

Questionnaires, interview guides, focus group 

guides, data abstraction forms, observation 

checklists, and records review tools. 

H. Data 

Management 

and Analysis 

Data capture, source verification, 

DSMB plan, statistical analysis plan, 

confidentiality, storage, access control, 

and data sharing. 

Data handling, anonymization/pseudonymization, 

storage, access control, confidentiality, 

qualitative or quantitative analysis, data sharing, 

and archiving. 
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I. Regulatory / 

Administrative 

Requirements 

PPB approval where applicable, 

NACOSTI licence, trial registration, 

insurance/indemnity, GCP certificates, 

CVs, and sponsor documents. 

NACOSTI licence where applicable, 

institutional/site approvals, CVs, data sharing 

agreements, community/site permissions, and 

relevant administrative documents. 

 

4.4.3 Clinical Trial Review Pathway 

 

 

 

1. → Administrative screening for completeness within two (2) working days, including verification 

of: investigational product information, safety reporting plans, insurance/indemnity, monitoring plans, 

GCP certificates, and other trial-specific materials 

2. → If submitted documents are incomplete: PI notified and given five (5) calendar working days to 

submit missing items 

3. → If complete: Protocol accepted for review; unique reference number assigned; confirmation sent 

to applicant 

4. → Protocol classified according to trial phase (I–IV) 

5. → Protocol allocated to three (3) reviewers (2 from Expert Reviewer Pool with competence in 

clinical trial methodology + 1 committee member); reviewers complete review within ten (10) 

working days 

6. → PI to submit in parallel to relevant national regulatory authorities (e.g., PPB) where applicable 

7. → Secretariat consolidates reviewer comments and communicates to PI within 48 hours 

8. → PI addresses all comments and submits written response within five (5) working days 

9. → Comments forwarded to reviewer for verification and recommendation to committee 

10. → Secretariat assigns proposal for discussion at full committee meeting 

11. → Committee deliberates and makes decision by consensus or vote 

 

 

 

 

å 

 

 

 

 

PATHWAY A - CLINICAL TRIAL RESEARCH REVIEW Target: < 60 Days  MTRH/MU-ISERC SOP Version 11 

STEP 1 
SUBMISSION 

Protocol & supporting 
documents submitted 

 

STEP 2 
ADMIN SORTING 

AND 
CATEGORIZATION 
Within 2 working 

days PI Notified 5 working days to 
resubmit. Archived if 20 working 

days uncorrected 

STEP 3 
PROTOCOL 
ACCEPTED  

Unique reference 
Number assigned 

 

STEP 4 
PROTOCAL 

CLASSIFICATION  
Trial I-IV 

STEP 8 
COMMENTS SENT TO 

PI 
(2 working days) 

STEP 7 
CONSOLIDATION OF 

COMMENTS BY 
SECRETARIAT 

STEP 6 
SCIENTIFIC & 

ETHICAL REVIEW 
(10 working days)  

 

STEP 5 
PROTOCOL 

ALLOCATED  TO 3 
REVIEWERS 

 

STEP 10 
REVIEWER 

VERIFICATION OF 
COMMENTS  AND 

RECOMMENDATION 
(5 working days) 

 

STEP 11 
PROPOSAL 

ASSIGNMENT FOR 
COMMITTEE 
DISCUSSION 

 

STEP 13 
 APPROVAL 

COMMUNICATION 
(2 working days) 

STEP 14 
POST APPROVAL 

OVERSIGHT 
Per SOP 11 

STEP 9 
PI RESPONSE 

(5 working days) 

STEP 12 
COMMITTEE 

DELIBERATION AND  
DECISION 

 

Process Step Decision Approval Alert/Rejection Post-Approval 

PROTOCOL 
COMPLETE 

Submissions via the ISERC-designated digital review management system 

NACOSTI permit required 
for commencement 

Yes 

No 

Responded and 
complete? 
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12. → Committee decision communicated to PI through Secretariat within two (2) working days 

13. → Formal/Full Approval issued by MTRH/MU-ISERC 

14. → Study commences only after PI obtains all remaining required regulatory and institutional 

approvals (including NACOSTI research authorization) 

15. → Post-approval monitoring: continuing review, safety reporting, protocol deviation/violation 

review, amendment review, audit follow-up, and close-out per applicable SOPs including SOP 18 

4.4.4 Non-Clinical Research Review Pathway 

 

 

1. → Administrative screening for completeness within 24 hours 

2. → If submitted documents are incomplete: PI notified; five (5) calendar days to submit missing 

items 

3. → If not corrected within 21 days: application archived 

4. → Acceptance confirmed; unique tracking/reference number assigned 

5. → Categorisation as Exempt, Expedited, or Full Board review 

6. → Assignment of reviewer(s) proportionate to risk and study type 

7. → Scientific and ethical review (single comprehensive round; 14 calendar days) 

8. → Consolidation of reviewer comments by Secretariat within 48 hours 

9. → Communication of comments to PI 

10. → PI written response, amendments, and resubmission 

11. → Verification of adequacy of PI response 

12. → Delegated decision OR placement before Full Board, as applicable 

13. → Committee deliberation and decision (Quorum: 50% + 1; decision by consensus or simple 

majority) 

 

 

 

 

 

 

 

 

PATHWAY B - NON-CLINICAL TRIAL RESEARCH REVIEW  Target: < 60 Days MTRH/MU-ISERC SOP Version 11 

STEP 1 
SUBMISSION 

Protocol & supporting 
documents submitted 

 

STEP 2 
ADMIN SORTING 

AND 
CATEGORIZATION 
Within 2 working 

days 
Completeness check 

 

PI Notified 5 working days to 
resubmit. Archived if 20 working 

days uncorrected 

STEP 3 
PROTOCOL 
ACCEPTED  

Unique reference 
Number assigned 

 

STEP 4 
CATEGORISATION 
Exempt/ Expedited 
/Full Board review 

 

STEP 8 
COMMENTS SENT TO 

PI 
(2 working days) 

STEP 7 
CONSOLIDATION OF 

COMMENTS BY 
SECRETARIAT 

STEP 6 
SCIENTIFIC & 

ETHICAL REVIEW 
(10 working days)  

 

STEP 5 
PROTOCOL 

ALLOCATED  TO 
REVIEWERS 

 

STEP 10 
REVIEWER 

VERIFICATION OF 
COMMENTS  

(5 working days) 
 

STEP 11 
PROPOSAL 

ASSIGNMENT FOR 
COMMITTEE 
DISCUSSION 

 

STEP 13 
 APPROVAL 

COMMUNICATION 
(2 working days) 

STEP 14 
POST APPROVAL 

OVERSIGHT 
Per SOP 

STEP 9 
PI RESPONSE 

(5 working days) 

STEP 12 
COMMITTEE 

DELIBERATION AND  
DECISION 

 

Process Step Decision Approval Alert/Rejection Post-Approval 

PROTOCOL 
COMPLETE 

Submissions via the ISERC-designated digital review management system 

NACOSTI permit required 
for commencement 

Yes 

No 

Responded and 
complete? 
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14. → Decision communicated to PI within two (2) calendar days 

15. → Formal/Full Approval issued directly (valid for 12 months; commencement conditioned on 

NACOSTI permit) 

16. → Post-approval oversight: amendments, continuing review, deviations, monitoring, complaint 

handling, and closure as applicable 

4.5 Protocol Management Platform 

MTRH/MU-ISERC utilises the ISERC-designated digital review management platform for electronic 

submission, tracking, and communication. Online submission generates an automated 

acknowledgement to the PI upon receipt. The specific platform in use is designated by the ISERC and 

may be updated from time to time. All platform-specific guidance, links, and instructions are issued 

separately by the ISERC Secretariat and are not embedded in this SOP, so that future platform 

changes will require no SOP amendment. 

4.6 Categorization and Routing 

Category Routing 
Non-Clinical Research Studies General review pathway → further classified as 

Exempt, Expedited, or Full Board review per 

applicable criteria 
Clinical Trials / Regulated Interventional Studies Automatically routed to the Clinical Trial pathway; 

not eligible for the ordinary non-clinical stream; 

requires Full Board review with appropriately 

qualified reviewers 

Upon confirmation of completeness, the Secretariat shall categorise the protocol and route it 

to the appropriate review stream. Non-Clinical Research Studies are routed to the general 

review pathway and further classified as Exempt, Expedited, or Full Board review per 

applicable criteria. Clinical Trials and Regulated Interventional Studies are automatically 

routed to the Clinical Trial pathway; they are not eligible for the ordinary non-clinical stream 

and require Full Board review with appropriately qualified reviewers. 

4.7 Reviewer Assignment 

Reviewer assignments shall be proportionate to study complexity, risk level, and study type. 

4.7.1 Non-Clinical Research Proposals 

Assignment is based on scientific discipline, ethics expertise, and risk level. Exempt and Expedited 

studies: minimum one ISERC member; additional external expert may be consulted. Full Board 

studies: minimum two reviewers (ISERC members and/or external reviewers from the Expert 

Reviewer Pool). 

4.7.2 Clinical Trials 

Reviewers must have demonstrated competence in clinical trial methodology, participant safety, 

research ethics, and applicable regulatory requirements. The Committee shall draw upon the Expert 

Reviewer Pool and ISERC committee members as necessary. Clinical trials are assigned priority 

scheduling, with a dedicated monthly meeting slot reserved for clinical trial review. 

4.8 Single-Round Comprehensive Review 

Assigned reviewers shall conduct one thorough review using standardised checklists within ten (10) 

calendar days of receiving the protocol package. The single-round model is designed to reduce review 

cycles and improve overall turnaround time. 
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4.9 Timeline 

 

Study Type Target Turnaround (Submission to Decision) 

  

  
Clinical Trials <45 days 
All Full Reviews <60 days (a 30–50% improvement on prior 

timelines) 

 

4.10 Committee Meeting and Decision 

4.10.1 Meeting Procedure 

Protocol presentation: the lead committee discussant presents the protocol and consolidated review 

findings. PI presentation (optional): the PI may be invited to present or clarify specific aspects of the 

study. Deliberation: the full board discusses the protocol; decisions are reached by consensus or 

simple majority vote. 

4.10.2 Decision Categories 

Decision Definition 
Approved Proposal meets all ethical/scientific criteria; no 

revisions required. 
Approved with Comments Minor revisions (e.g., formatting, clarifications) 

needed; approval granted. 
Not Approved for Administrative Approval Revisions required; if adequately addressed, approval 

is granted by Chairperson and ratified at the next 

meeting. 
Not Approved Proposal does not meet required ethical/scientific 

standards and is not approved. 
Ratified Post-revision approval confirmed by the committee. 
Not Ratified Revisions insufficient; proposal requires 

resubmission. 

 

4.11 Post-Approval Oversight 

Post-approval oversight applies to all studies. Intensity and nature differ by study type and risk level. 

4.11.1 Non-Clinical Research Studies 

• Continuing review (generally on a one-year cycle, unless otherwise specified) 

• Amendment review (minor and major) 

• Protocol deviation review 

• Complaint handling 

• For-cause and not-for-cause monitoring and audits 

• Study closure 

4.11.2 Clinical Trial Research 

Oversight includes all elements above plus: 

• Safety reporting (SAEs and related adverse events) 
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• Comprehensive progress reports submitted every six months, regardless of study stage (no fees 

required for progress report submissions) 

• Management in accordance with SOP 18: Oversight and Monitoring of RCTs and all other 

applicable safety-monitoring requirements 

4.11.3 NACOSTI Compliance Monitoring 

Because NACOSTI permits are no longer required prior to issuance of ISERC formal approval, 

NACOSTI compliance is strictly monitored post-approval. ISERC shall verify NACOSTI permits and 

regulatory compliance during: 

• Continuing Review submissions — PIs must attach a valid NACOSTI permit 

• For-cause audits — triggered by complaints, SAEs, or reported deviations 

• Not-for-cause audits — routine, random quality assurance inspections 

Failure to produce a valid NACOSTI permit during any audit will result in immediate suspension of 

ISERC approval and notification to institutional authorities. 

4.12 Separate Workflow Implementation 

Performance targets, tracking tools, reviewer allocation, and quality assurance measures shall reflect 

the distinction between the two pathways. 

4.13 Documents Required for Submission 

The following constitute a complete protocol package for submission via the ISERC-designated 

digital review management platform: 

For clinical trials, the Secretariat shall additionally verify the presence of all trial-specific regulatory 

documents listed in Section 4.4.3. 

PATHWAY A: NON-CLINICAL RESEARCH REVIEW — 14-STEP FLOW 

PATHWAY A: NON-CLINICAL RESEARCH REVIEW 

STEP 1  │ Submission via ISERC-designated digital platform 

↓ 

STEP 2  │ Administrative screening for completeness (within 24 hours) 

         │ ├─ INCOMPLETE → PI notified; 5 calendar days to resubmit 

         │ │   └─ Not corrected within 21 days → Application archived 

         │ └─ COMPLETE ↓ 

STEP 3  │ Acceptance confirmed; unique reference number assigned 

↓ 

STEP 4  │ Categorisation: Exempt / Expedited / Full Board 

↓ 

STEP 5  │ Reviewer assignment (proportionate to risk and study type) 

         │ Exempt/Expedited: minimum 1 ISERC member (+ expert if needed) 

         │ Full Board: minimum 2 reviewers (ISERC + Expert Reviewer Pool) 

↓ 

STEP 6  │ Scientific & ethical review — single comprehensive round (14 days) 

↓ 
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STEP 7  │ Secretariat consolidates reviewer comments (within 48 hours) 

↓ 

STEP 8  │ Comments communicated to PI 

↓ 

STEP 9  │ PI written response, amendments, and resubmission (within 5 working days) 

↓ 

STEP 10 │ Reviewer verifies adequacy of PI response (within 5 working days) 

↓ 

STEP 11 │ Delegated decision OR placement before Full Board (as applicable) 

↓ 

STEP 12 │ Committee deliberation and decision 

         │ (Quorum: 50% + 1; consensus or simple majority) 

         │ Decisions: Approved / Approved with Minor Concerns / 

         │            Not Approved for Administrative Review / Deferred / Not Approved 

↓ 

STEP 13 │ Decision communicated to PI (within 2 calendar days) 

↓ 

STEP 14 │ Formal/Full Approval issued directly 

         │ (Valid 12 months; commencement conditioned on NACOSTI permit) 

↓ 

STEP 15 │ Post-approval oversight: amendments, continuing review, 

         │ deviations, monitoring, complaint handling, and closure 

Performance target: Full Reviews < 60 days from submission to decision 

 

 

 

PATHWAY B: CLINICAL TRIAL & REGULATED INTERVENTIONAL STUDIES — 15-

STEP FLOW 

PATHWAY B: CLINICAL TRIAL & REGULATED INTERVENTIONAL STUDIES 

REVIEW 

STEP 1  │ Submission via ISERC-designated digital platform 

         │ (includes: protocol, investigational product info, safety reporting 

         │  plans, insurance/indemnity, monitoring plans, GCP certificates) 

↓ 

STEP 2  │ Administrative screening for completeness (within 2 working days) 

         │ ├─ INCOMPLETE → PI notified; 5 calendar days to submit missing items 

         │ └─ COMPLETE ↓ 

STEP 3  │ Acceptance confirmed; unique reference number assigned 
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↓ 

STEP 4  │ Protocol classified by trial phase (Phase I / II / III / IV) 

↓ 

STEP 5  │ Allocation to 3 reviewers: 

         │ • 2 from Expert Reviewer Pool (clinical trial methodology competence) 

         │ • 1 from ISERC Committee 

         │ Review within 10 working days 

↓ 

STEP 6  │ Review domains assessed: 

         │ Scientific Design · Social Value · Benefit-Risk Assessment · 

         │ Participant Selection · Ethical Procedure · Data Management · 

         │ Payment & Compensation · Privacy & Confidentiality · 

         │ Community Engagement · Investigator Qualifications · 

         │ COI Disclosure · Informed Consent · Other (genomics, specimens, etc.) 

↓ 

STEP 7  │ Secretariat consolidates reviewer comments (within 48 hours) 

↓ 

STEP 8  │ PI addresses comments; submits written response (within 5 working days) 

         │ [CONCURRENT: PI submits to national regulatory bodies — PPB, NACOSTI] 

↓ 

STEP 9  │ Comments forwarded to reviewer for verification and recommendation 

↓ 

STEP 10 │ Secretariat assigns protocol to full committee meeting agenda 

↓ 

STEP 11 │ Committee deliberates; votes by consensus; decision made 

↓ 

STEP 12 │ Decision communicated to PI via Secretariat (within 2 working days) 

↓ 

STEP 13 │ Formal ethical approval issued by MTRH/MU-ISERC 

↓ 

STEP 14 │ Study commences ONLY after PI obtains all required regulatory approvals 

         │ (PPB, NACOSTI research licence, MOH where applicable) 

↓ 

STEP 15 │ Post-approval monitoring: continuing review, SAE reporting, 

         │ protocol deviation/violation review, amendment review, 

         │ audit follow-up, and close-out  

Performance target: Clinical Trials < 45 days from submission to decision 
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SOP 5: Research Study Preparation and Submission 

5.1 Purpose 

To outline the requirements and procedures for preparing, submitting, and obtaining approval for 

research study protocols and accompanying documents, ensuring compliance with ethical standards 

and institutional policies. 

5.2 Scope 

This SOP applies to all researchers involved in biomedical, social, and human research studies at the 

institution. It covers protocols reviewed under Reliance Agreements where MTRH/MU-ISERC acts 

as the ISERC of Record, as well as specialised review pathways utilising the Expert Reviewer Pool. 

5.3 Definitions 

# Document Notes 

   
1 Cover Letter Addressed to MTRH/MU-ISERC Chairperson 
2 Completed Application Form As provided by MTRH/MU-ISERC 
3 Research Protocol Per MTRH/MU-ISERC guidelines 
4 Informed Consent Form(s) For all participant groups; all relevant languages 
5 Assent Form(s) For minors capable of providing assent 
6 Participant Information Leaflet(s) Explaining the study to potential participants 
7 Recruitment Materials Advertisements, flyers, or other tools 
8 Data Collection Tools Questionnaires, case report forms, interview 

guides, etc. 
9 CVs of PI and all Co-Investigators Including relevant experience and qualifications 
10 GCP Certificates Required for all investigators in clinical trials 
11 Investigators' Brochure If applicable (investigational medicinal 

products) 
12 Evidence of Scientific Review From institutional scientific review committee, 

if available 
13 Letter of Support / Permission From relevant departments or institutions (e.g., 

MTRH CEO, MU Dean) 
14 Budget Detailed breakdown of research costs 
15 Other Supporting Documents MTAs, DTAs, regulatory approvals from other 

bodies, as applicable 

 

5.4 Responsibility 

• Principal Investigators (PIs): Prepare and submit protocols and all accompanying documents. 

• Secretariat Staff: Receive submitted documents and manage administrative processes. 

• MTRH/MU-ISERC Members: Review protocols, provide ethical oversight, and ensure compliance. 

• Monitoring & Evaluation Sub-Committee: Monitor ongoing research for compliance. 

5.5 Protocol Requirements 

5.5.1 Research Study Protocol — Required Sections 

5.5.2 Accompanying Documents 

• Budget form 

• Patient information sheet 

• Informed consent form(s) 
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• Questionnaires / data collection proforma 

• Recruitment materials 

• CVs of PI and co-investigators 

• GCP certificates (clinical trials) 

• Investigators' brochure (if applicable) 

• Letters of support / permission from relevant departments 

5.5.3 Case Reports 

Case reports must be submitted for approval before presentation or publication. Patient/participant 

consent is required for use in any public forum. Documents required: cover letter, signed informed 

consent, photographs (with identities concealed), and a waiver of consent if consent was not obtained. 

Failure to comply will result in non-consideration of the application. 

5.6 Review Considerations 

• Scientific Design — Validity of methods 

• Social Value — Anticipated value and relevance to health priorities 

• Benefit-Risk Assessment — Justification of benefits relative to risks 

• Participant Selection — Voluntary, fair selection with freedom to opt out without affecting routine 

care 

• Payment and Compensation — No inducement; reimbursement for costs only 

• Privacy and Confidentiality — Protection of participant data 

• Community Considerations — Respect for norms, prevention of stigma, dissemination plans 

• Investigator Qualifications — Adequacy of investigators and study sites 

• Conflict of Interest Disclosure — Clear disclosure of any conflicts 

• Informed Consent Review — Thorough evaluation of the consent process 

5.7 Review Categories 

5.7.1 Exempt Review 

Eligible protocols: Studies presenting less than minimal risk (e.g., use of public domain data, 

anonymous surveys, benign behavioural interventions). Studies involving vulnerable groups do not 

qualify. Reviewers: One ISERC member or external reviewer, with oversight from the 

Chair/Secretary/Deputy Secretary, subject to full committee confirmation. Outcome: Upon 

satisfactory review, Formal/Full Approval is issued directly. 

5.7.2 Expedited Review 

Eligible protocols: Those posing no more than minimal risk (e.g., minor deviations, amendments with 

no additional risk, studies using non-identifiable specimens, data analysis projects, emergency pilot 

studies with prior written permission). Reviewers: Minimum one ISERC member; additional external 

expert or committee member may be consulted. Ratified at the next committee meeting. Outcome: 

Upon satisfactory review, Formal/Full Approval is issued directly. 

5.7.3 Full Board Review 

Eligible protocols: Protocols involving more than minimal risk; invasive procedures; vulnerable 

populations; clinical trials; any study where risks are not clearly minimal. Reviewers: Minimum two 
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reviewers (ISERC members and/or external reviewers from the Expert Reviewer Pool). Outcome: 

Upon satisfactory review, Formal/Full Approval is issued directly. 

5.7.4 Continuing Review 

Applicable to all studies requiring ongoing oversight beyond initial approval. Required submissions: 

Continuing review form, progress report, updated study documents, and a final study report upon 

completion. Reviewers: Minimum two reviewers: the initial reviewer (external or ISERC member) 

and one member of the Monitoring & Evaluation Sub-Committee, with additional input as needed. 

Note: A valid NACOSTI permit must accompany all continuing review submissions. 

5.7.5 Amendment Review 

Amendment Type Description Reviewer Requirement 
Minor Administrative or editorial 

changes that do not affect the risk-

benefit profile 

Minimum two reviewers (initial 

reviewer + M&E Sub-Committee 

member) 
Major Changes affecting risk-benefit 

profile, study aims, or informed 

consent forms 

Minimum two reviewers (initial 

reviewer + M&E Sub-Committee 

member); additional input as 

needed 

 

5.8 Monitoring and Reporting 

5.8.1 NACOSTI Compliance 

NACOSTI compliance is monitored post-approval as described in SOP 4, Section 4.10.3. 

5.8.2 Progress Reports 

Study Type Reporting Schedule 
Clinical Trials Comprehensive progress report every 6 months, 

regardless of study stage (no submission fees 

required) 
Other Studies At the time of continuing review / renewal (generally 

annually, unless otherwise specified by ISERC or 

required by initial approval conditions) 

 

5.8.3 Serious Adverse Events (SAEs) 

SAE Category Reporting Deadline 
Unanticipated, life-threatening, or fatal SAEs Immediately or within 24 hours of the investigator 

becoming aware 
Other unanticipated SAEs Within 7–10 days to MTRH/MU-ISERC 
Non-serious but related adverse events Summary or periodic report at continuing review, 

alongside deviation/violation reports 

 

5.8.4 Protocol Deviations and Violations 

Type Definition Action Required 
Protocol Deviation Minor or unintentional departure 

from the approved protocol that 

does not significantly affect 

participant safety, rights, or data 

integrity (e.g., missed study visit, 

late lab test) 

Report in periodic/continuing 

review submission 
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Protocol Violation Significant breach that could 

compromise participant safety, 

rights, or scientific validity (e.g., 

enrolling ineligible participants, 

failure to obtain informed consent, 

wrong study drug dose) 

Immediate reporting to 

MTRH/MU-ISERC; corrective 

action may be required 
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SOP 5A: Expert Reviewer Pool — Establishment and Management 

5A.1 Purpose 

To establish a dedicated pool of subject matter experts to enhance review quality for complex studies, 

clinical trials, and emerging research fields, while optimising review turnaround times. 

5A.2 Composition 

The pool shall consist of 15–20 designated experts spanning, at minimum: 

• Clinical Trials and GCP 

• Biostatistics 

• Pharmacology 

• Paediatrics 

• Surgical Research 

• Social Science 

• Artificial Intelligence (AI) / Digital Health 

• Genetics 

5A.3 Eligibility and Selection 

• Advanced degree (Master's or PhD) 

• Minimum 5 years of research experience 

• Completion of mandatory research ethics training 

• Selection via: call for expressions of interest → committee endorsement → formal appointment by 

the Appointing Authority 

• Terms: renewable 2-year appointments 

5A.4 Roles and Responsibilities 

• Act as specialised consultants to ISERC for complex protocol review 

• Provide written feedback within 14 calendar days of receiving a protocol 

• Maintain strict confidentiality at all times 

• Declare any conflicts of interest prior to accepting a review assignment 

• Attend ISERC meetings when invited by the Chairperson 

5A.5 Performance Review and Recognition 

Performance monitored quarterly based on timeliness and feedback quality. Members are eligible for 

token appreciation, certificates of service, and consideration for the Annual Service Excellence 

Awards (ASEA). 

5A.6 Training and Termination 

Mandatory induction training within 30 days of appointment. Quarterly refresher modules thereafter. 

An expert reviewer may be removed by the ISERC Chair for consistent poor performance, breach of 

confidentiality, or conflict of interest violations. 
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SOP 6: Standard Operating Procedure for ISERC Communication and 

Communication of Review Decisions 

6.1 Purpose 

This Standard Operating Procedure (SOP) establishes the procedures for official communication by 

ISERC with investigators, ISERC members, institutional leadership, regulatory authorities, sponsors, 

research participants, and other relevant stakeholders. It is intended to ensure that all communication 

is timely, accurate, clear, confidential, respectful, documented, and consistent with ISERC decisions 

and applicable institutional and regulatory requirements. 

6.2 Scope 

This SOP applies to all ISERC members, Expert reviewers, Secretariat staff, and PIs. It covers: 

• Ethical review of research proposals, amendments, continuing reviews, and post-approval 

monitoring 

• Communication of ISERC decisions including approvals, revisions, extensions, and appeals 

• Communication with investigators, members, institutional leadership, regulatory authorities, and the 

public 

6.3 Responsibilities 

Role Responsibility 

Chairperson Approves official decisions, communicates 

sensitive decisions when needed, represents 

ISERC in institutional or regulatory matters, 

Sign all ISERC approval letters  

Deputy Chair Acts on behalf of the Chairperson when 

delegated. 

Secretariat Receives submissions, sends notices, prepares 

agendas, issues letters, maintains 

communication logs and records. Sign letters on 

action items 

ISERC Members  Communicate review comments through official 

ISERC channels and maintain confidentiality 

Share updates on training relevant to ISERC  

Sub-committee Submit reports on actions taken by the sub-

committee  

Reviewers  Communicate review comments through official 

ISERC channels and maintain confidentiality. 

Comply with deadlines   

PIs Address feedback; submit revisions; comply 

with deadlines. 
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Institutional Officials  Receives ISERC reports, suspensions, serious 

non-compliance, and institutional risk matters  

Regulatory/Accrediting bodies  Receive reports as required by national or 

institutional requirement  

 

6.3 Guiding Principles  

All ISERC communication shall be guided by the following principles: 

• Timeliness: Communication shall be made within established timelines. 

• Accuracy: Information communicated shall be correct, complete, and consistent with official 

ISERC decisions. 

• Confidentiality: Confidential information shall be protected from unauthorized access, 

disclosure, loss, or misuse. 

• Professionalism: Communication shall be respectful, clear, and constructive. 

• Documentation: Substantive communication shall be documented and filed appropriately. 

• Accountability: Communication issued on behalf of ISERC shall be identifiable and 

authorized. 

• Transparency: Communication shall clearly state the issue, decision, required action, 

responsible person, and any applicable deadlines or consequences of non-response or non-

compliance. 

6.4 Responsibilities 

6.4.1 Chairperson 

The Chairperson, or delegated authority, shall authorize major official communications including 

approvals, disapprovals, suspensions, terminations, participant safety matters, appeals, complaints, 

and communication with institutional leadership or regulatory authorities. 

6.4.2 Deputy Chairperson 

The Deputy Chairperson shall act on behalf of the Chairperson when delegated. 

6.4.3 Secretariat 

The Secretariat shall receive, log, route, prepare, dispatch, and file communication. The Secretariat 

may also issue routine administrative communication under delegated authority. 

6.4.4 ISERC Members and Reviewers 

ISERC members and reviewers shall submit comments through official channels, maintain 

confidentiality, and comply with review timelines. 

6.4.5 Subcommittees 

Subcommittees shall report actions taken and communicate through approved ISERC channels. 
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6.4.6 Principal Investigators 

Principal Investigators shall respond to feedback, submit revisions, and comply with reporting and 

submission timelines. 

6.4.7 Institutional and Regulatory Bodies 

Institutional officials and regulatory or accrediting bodies shall receive reports and notifications as 

required under institutional or national requirements. 

6.5 Approved Communication Channels 

Official ISERC communication may be conducted through: 

• Institutional email 

• Electronic submission systems, where available 

• Official letters on institutional letterhead 

• Secure document-sharing platforms 

• Telephone calls for urgent matters, followed by written documentation 

• Official in-person or virtual meetings 

• Registered mail or courier, where necessary 

Formal ISERC decisions shall not be communicated solely through personal email, personal 

messaging applications, social media, or undocumented verbal communication. 

6.6 General Communication Procedure 

All incoming communication shall be received by the Secretariat through approved channels, 

reviewed for its nature and urgency, and logged in the communication log or electronic system. 

The communication log shall include, where applicable: 

• Date received or sent 

• Protocol number and title 

• Sender or recipient 

• Type of communication 

• Summary of communication 

• Responsible person 

• Required follow-up action 

• Deadline 

• Date closed or filed 

The Secretariat shall route communication to the appropriate person or committee. Routine 

administrative matters may be handled by the Secretariat, while ethical, regulatory, safety, or non-
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compliance matters shall be escalated to the Chairperson, Deputy Chairperson, relevant 

subcommittee, or full board, as appropriate. 

Responses shall use approved templates and accurately reflect the official decision of the delegated 

reviewer, subcommittee, or full board. All substantive communication shall be dispatched through 

approved channels and filed in the relevant protocol or administrative record. 

6.7 Communication of Review Decisions to Investigators 

6.7.1 Acknowledgement of Submission 

The Secretariat shall acknowledge receipt of submissions within two (2) working days. Such 

acknowledgement confirms receipt only and does not constitute ethical approval. 

6.7.2 Administrative Screening 

All submissions shall undergo administrative screening for completeness before review. If a 

submission is incomplete, the PI shall be notified and requested to submit missing or corrected 

documents. 

6.7.3 Communication of Review Outcome 

Following review, ISERC shall communicate its decision in writing through a formal determination 

letter. The letter shall include: 

• Protocol title 

• Protocol reference number 

• Name of Principal Investigator 

• Type of submission reviewed 

• Type of review conducted 

• List of reviewed documents with version numbers and dates 

• ISERC decision 

• Conditions of approval, where applicable 

• Required modifications, where applicable 

• Approval period, where applicable 

• Continuing review or renewal requirements 

• Reporting obligations for adverse events, deviations, and amendments 

• ISERC contact information 

• Signature or authorization of the Chairperson or delegated official 

6.7.4 Categories of Decisions 

Decision letters shall clearly state the review outcome, which may include: 

Decision Description 
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Approved Formal/Full Approval granted immediately and is 

valid for 12 months 
Approved with Minor Concerns/Modifications Formal Approval is granted; an accompanying note 

is given to PI with minor concerns, subject to 

specified minor revisions 
Not Approved for Administrative Approval Modifications required before approval; a committee 

member is assigned to review; once comments are 

addressed, administrative approval is granted by the 

Chair on behalf of the committee and ratified at the 

subsequent meeting 
Not Approved  Protocol does not meet required standards; PI is 

required to address substantive concerns and table 

the protocol at the committee for consideration 

Any other determination made by ISERC 

 

 

 

Where approval is granted, the letter shall indicate the validity period and any applicable conditions of 

approval. If institutionally applicable, the approval letter may state that ISERC approval does not 

replace any required national or other regulatory authorization, which must be obtained before 

commencement of the study. 

6.7.5 Requests for Clarification or Modification 

Requests for clarification or modification shall be communicated in writing and, where possible, listed 

point by point. 

PI responses shall include: 

• A cover letter responding to each comment 

• Revised documents with tracked changes or highlights 

• Clean copies of revised documents 

• Updated version numbers and dates 

Where substantive disagreements remain unresolved after repeated review, the matter may be 

escalated to the full board or addressed through a formal meeting between the PI and relevant 

committee members. 

6.8 Approval, Expiry, Amendments, and Closure 

6.8.1 Approval 

ISERC shall notify investigators in writing when a proposal is approved and shall file the signed 

approval letter in the protocol record. 

6.8.2 Approval Expiry 

Investigators shall be notified of approaching approval expiry at least thirty (30) days before expiry, 

where feasible. If continuing review is not submitted before expiry, approval shall lapse and research 

activities involving participants shall stop unless ISERC determines that continuation is necessary to 

protect participant safety. 

6.8.3 Amendments 
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All amendments shall be submitted for ISERC review and approval before implementation, except 

where an immediate change is necessary to eliminate an apparent immediate hazard to participants. 

Amendment decisions shall be communicated in writing, including the approved amended documents 

and their version numbers and dates. 

6.8.4 Study Closure 

Study closure shall be submitted by the investigator when the study is completed, terminated, or no 

longer involves participant interaction or access to identifiable personal information. ISERC shall 

acknowledge closure in writing and file the closure report in the study record. 

6.9 Communication with ISERC Members 

The Secretariat shall provide meeting notices to members at least five (5) working days before 

scheduled meetings, unless urgent circumstances require otherwise. 

Review materials shall be shared securely with authorized members only. Reviewers and discussants 

shall submit comments through official channels and shall not communicate directly with 

investigators regarding assigned protocols unless specifically authorized. 

Meeting minutes shall accurately document deliberations and decisions, including, where relevant, 

whether a decision was reached by consensus or by vote. 

6.10 Communication on Safety Reports, Deviations, Violations, and Non-Compliance 

Investigators shall report serious adverse events, unanticipated problems, protocol deviations, 

violations, and non-compliance in accordance with ISERC reporting requirements. 

The Secretariat shall acknowledge receipt and promptly escalate the matter for review. Depending on 

the seriousness of the issue, ISERC may require: 

• Additional information 

• Corrective or preventive action 

• Protocol amendment 

• Revision of consent documents 

• Temporary suspension 

• Full board review 

Serious or continuing non-compliance shall be communicated to institutional leadership and relevant 

authorities in accordance with institutional and regulatory requirements. 

6.11 Participant Complaints and Concerns 

ISERC shall make available contact information through which research participants, prospective 

participants, legally authorized representatives, or community members may raise concerns. 

Complaints may be received by telephone, email, letter, in person, or through other approved 

channels. 

Upon receipt of a complaint, the Secretariat shall: 
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• Record the complaint 

• Acknowledge receipt where possible 

• Notify the Chairperson or delegated authority 

• Determine whether urgent action is required 

• Seek information from the investigator where appropriate 

• Maintain confidentiality to the extent possible 

• Document actions taken 

• Communicate the outcome or next steps where appropriate 

Complaints involving participant harm, coercion, breaches of confidentiality, lack of informed 

consent, or serious non-compliance shall be handled urgently. 

6.12 Communication with Institutional Leadership and External Bodies 

ISERC shall communicate with institutional leadership on matters including: 

• Serious or continuing non-compliance 

• Suspension or termination of approval 

• Significant participant safety concerns 

• Inspections or audits 

• Major confidentiality breaches 

• Legal or reputational risk 

• Repeated investigator non-compliance 

• System issues affecting ISERC operations 

ISERC shall also communicate with regulatory authorities, accreditation bodies, sponsors, 

collaborating institutions, and other ethics committees as required by law, policy, oversight 

agreements, or safety obligations. 

Such communication shall be authorized by the Chairperson or delegated authority and documented in 

the appropriate records. 

6.13 Standards for Written, Verbal, and Public Communication 

All written communication shall: 

• Use approved institutional formats 

• Include the date 

• Include the protocol number and title, where applicable 

• Identify the recipient 

• Clearly state the purpose, decision, required action, and timeline 
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• Use professional and respectful language 

• Be signed or otherwise authorized by the appropriate ISERC official 

Email may be used for routine and formal communication, provided confidentiality is maintained and 

official institutional accounts are used. 

Telephone or verbal communication may be used for urgent matters or clarification but shall not serve 

as the sole method for communicating formal ISERC decisions. Any substantive verbal 

communication shall be documented in writing. 

ISERC shall not disclose confidential protocol, participant, investigator, or deliberative information to 

the public or media. Public or media inquiries shall be referred to the Chairperson and the institutional 

communications office. No person shall speak on behalf of ISERC unless authorized. 

6.14 Confidentiality and Record Protection 

All ISERC communication shall protect confidential information from unauthorized access, 

disclosure, loss, or misuse. Members, staff, reviewers, and any other persons with access to ISERC 

information shall maintain confidentiality at all times. 

Electronic records shall be stored in secure, access-controlled systems. Hard-copy records shall be 

kept in locked cabinets or secure offices with restricted access. 

 

 

 

  



FINAL — VERSION 11.1 

MTRH/MU-ISERC  |  Page 45 of 89  |  Version 11.1  |  June 2026 

SOP 7: Review, Monitoring and Reporting of Serious Adverse Events 

(SAE) 

7.1 Purpose 

To define the procedures for the review of Serious Adverse Events (SAEs) occurring in all studies 

approved by MTRH/MU-ISERC. This SOP ensures that SAEs are reported, reviewed, and acted upon 

promptly to safeguard the health and safety of research participants. 

7.2 Scope 

This SOP applies to all studies under the purview of MTRH/MU-ISERC including clinical trials. It 

covers the responsibilities of investigators, committee members, and other relevant stakeholders in the 

reporting, reviewing, monitoring, and management of SAEs. 

7.3 Definitions 

Adverse Event (AE): Any untoward medical occurrence in a participant during a study, regardless of 

its causal relationship to the study intervention. 

Serious Adverse Event (SAE): Any untoward medical occurrence that at any dose: 

• Results in death 

• Is life-threatening 

• Requires inpatient hospitalization or prolongation of existing hospitalization 

• Results in persistent or significant disability/incapacity 

• Is a congenital anomaly/birth defect 

7.4 Responsibilities 

7.4.1 Investigators 

• Promptly report any SAE to the ISERC within 24 hours of becoming aware of the event 

• Submit a detailed written report within 7 days of the initial SAE notification 

• Provide follow-up information and final outcomes of the SAE to the MTRH/MU-ISERC as 

available and until resolution 

• Initiate urgent medical interventions (e.g., hospitalization, specialist consultation) upon SAE 

identification 

• Verify insurance coverage for SAE-related care and ensure compensation mechanisms are activated 

• Document all clinical actions taken to mitigate the SAE 

7.4.2 Secretariat 

• Acknowledge receipt of the initial SAE report within 24–72 hours 

• Assess the SAE report for completeness and accuracy 

• Submit the complete report to the Monitoring & Evaluation Sub-Committee for action within 24 

hours of receipt 

7.4.3 Monitoring & Evaluation Sub-Committee 

• Review the SAE report within 7 days of receipt 

• Communicate any required actions or decisions to the investigator promptly 

• Determine the causal relationship between the SAE and the investigational product/intervention 
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• Recommend necessary actions, including protocol amendments, additional monitoring, or study 

suspension/termination 

7.5 Procedure 

7.5.1 Initial Reporting of SAE 

Investigators must report SAEs to the MTRH/MU-ISERC within 24 hours using the SAE Reporting 

Form and include evidence of immediate clinical and corrective actions taken. The Secretariat 

acknowledges receipt within 24 hours and forwards the SAE report to the relevant sub-committee 

members for preliminary review. 

Participant Safeguarding: Investigators must prioritize participant welfare over bureaucratic reporting. 

Immediate clinical care SHALL NOT be delayed by reporting procedures. 

7.5.2 Full Review and Actions 

The Monitoring & Evaluation Sub-Committee convenes an emergency meeting for life-threatening or 

fatal SAEs within 48 hours. For other SAEs, a full review is conducted within 7–14 days. The sub-

committee assesses: the causality and severity of the SAE; the adequacy of the investigator's response; 

and the need for further action (e.g., protocol modifications, suspension). 

The decision of the sub-committee will be communicated to the PI within 2 calendar days. The PI 

must respond with any further clarifications needed within 7–14 calendar days using a structured 

feedback form. 

Sub-committee feedback to investigators must include: clinical directives (e.g., 'Discontinue drug X; 

initiate renal monitoring'); causality assessment (using WHO-UMC criteria); corrective actions; 

participant follow-up requirements. 

7.5.3 Participant Protection  

During SAE Investigation: Investigators must provide free medical care for SAE-related 

complications, psychological support for participants/families, and transportation/logistical support 

for follow-ups. 

For SAEs Leading to Study Suspension/Termination: Humane exit strategy — continued care for 

affected participants (per SOP 9). Compensation: Activation of insurance/indemnity provisions within 

48 hours. 

7.6 Reporting Timeline 

7.7 Documentation 

SAE reports must include: 

• Evidence of participant safeguarding (e.g., 'Admitted to ICU; hematologist consulted') 

• Insurance/indemnity verification documentation 

• Signed participant acknowledgment of care received 
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SOP 8: Waiver of Written/Verbal Informed Consent 

8.1 Purpose 

To describe the type of research for which the MTRH/MU-ISERC may grant waiver for the 

requirement of obtaining written or verbal informed consent. 

8.2 Scope 

This SOP applies to all protocols submitted for review by the MTRH/MU-ISERC that ask for consent 

waiver. 

8.3 Responsibility 

It is the responsibility of the MTRH/MU-ISERC to review and approve requests for verbal/written 

consent waiver. The decision to grant the waiver shall be recorded in the minutes and communicated 

to the PI. 

8.4 Procedure 

8.4.1 Submission of Waiver Request 

The principal investigator shall submit a formal request for waiver of consent as part of the protocol 

submission. When a request for waiver of consent is received from the PI: 

• The MTRH/MU-ISERC members and reviewers will review the request taking into consideration 

the types of studies for which waiver of consent may be granted. 

• The reviewer/member will ensure that there are adequate mechanisms described in the protocol for 

protection of the identity of the research participants and maintaining confidentiality of the study data. 

8.4.2 Criteria for Granting Waiver of Consent 

MTRH/MU-ISERC may grant a waiver of consent only when ALL THREE of the following criteria 

are met: 

• 1. The research would not be feasible or practicable to carry out without the waiver or modification 

• 2. The research has important social value 

• 3. The research poses no more than minimal risks to participants 

Eligible study types include: retrospective studies where the participants are de-identified or cannot be 

contacted; research on anonymized biological samples/data where the participant cannot be contacted 

and the research has social value. 

 

8.4.3 Verbal Consent 

In case of telephonic interviews, waiver of written informed consent may be requested but a recorded 

verbal consent is mandatory. 

8.4.4 Documents for Verbal Consent Review 

The following documents must be submitted for review when verbal consent is requested: 

• A verbal consent script containing: description of the research and investigators; explanation of 

procedures; duration of the subject's participation; subject protections (extent to which confidentiality 

will be maintained); permission to begin the research 

• Contact information for the PI and ISERC 

• An information sheet describing the study 
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• The interview schedule (questions to be asked) confirming that no questions compromise the 

participant's confidentiality or position 

8.4.5 Decision and Communication 

The decision regarding approval/disapproval of waiver is communicated to the Principal Investigator 

in writing. If the waiver is not granted, reasons will be provided. 
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SOP 9: Management of Premature Termination, Suspension, or 

Discontinuation of Research Study 

9.1 Purpose 

To outline the procedures for managing the premature termination, suspension, or discontinuation of a 

research study by the MTRH/MU-ISERC. This process applies when participant enrolment and 

follow-up are halted before the study's scheduled end. Termination, suspension, or discontinuation 

can be recommended by the MTRH/MU-ISERC, Data Safety Monitoring Board (DSMB), Principal 

Investigator (PI), Sponsor, Regulator, or other authorized bodies. 

9.2 Scope 

This SOP applies to any study previously approved by the MTRH/MU-ISERC that has been 

recommended for termination, suspension, or discontinuation before its scheduled completion. 

9.3 Definitions 

Suspension: An official action by the ISERC to temporarily halt (in whole or in part) the conduct of a 

study. This does not include protocol-planned suspensions. Suspension may be initiated 'for cause' by 

the ISERC due to non-compliance or ethical concerns. 

Termination: The permanent closure of a study and its ISERC oversight. Termination may be initiated 

'for cause' by the ISERC due to non-compliance or ethical concerns, or voluntarily by the Principal 

Investigator. 

Discontinuation: The cessation of study activities before planned completion for reasons other than 

safety concerns (e.g., funding loss, investigator departure). 

Closeout: The formal process of confirming that all study activities, documentation, and participant 

follow-up have been completed, and the study record has been finalized. 

Required Revisions (Appealable): Revisions mandated by the ISERC that the PI believes are 

scientifically unsound, ethically unjustified, or procedurally incorrect. 

9.4 Responsibility 

It is the responsibility of the MTRH/MU-ISERC to manage the termination of any study 

(recommended for termination by the DSMB, PI, Sponsor or other authorized bodies or by the 

committee itself) that the committee had previously approved. 

9.5 Procedure 

9.5.1 Recommendation for Termination/Suspension/Discontinuation 

By PI/Sponsor: A PI or sponsor may suspend, terminate, or discontinue a previously approved 

research study to protect participants' rights or welfare, or if new safety information emerges. 

By MTRH/MU-ISERC: The MTRH/MU-ISERC members or Chairperson can suspend, terminate, or 

discontinue a study under the following conditions: 

• Protocol non-compliance or violation, as decided in a full board meeting 

• Serious Adverse Events (SAEs) at the trial site that endanger participant safety 

• Research not conducted per MTRH/MU-ISERC policies, non-compliance with national and 

international regulatory guidelines, or unexpected serious harm to participants 

• Zero or low participant accrual for 1–2 years or long-term without valid reason 
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Suspended protocols remain open and require continuing review. Terminated/discontinued protocols 

are closed and do not require further review. 

9.5.2 Receipt of Termination/Suspension/Discontinuation Report 

The Secretariat receives and verifies the termination/suspension/discontinuation report submitted by 

the PI, sponsors, regulator, DSMB, or other regulatory bodies for completeness and necessary 

documentation. 

9.5.3 Review by MTRH/MU-ISERC 

• The Secretariat informs the Chairperson and Secretary within 3 working days of receiving the report 

• The Secretary or Chairperson reviews the report and decides whether to call an emergency meeting 

or discuss it at the regular full board meeting 

• The Secretariat arranges for an emergency meeting or schedules the discussion for the next full 

board meeting 

• The Secretary informs the board members about the premature 

termination/suspension/discontinuation and its reasons 

• If the report is unclear or additional information is needed, the Chairperson instructs the Secretariat 

to seek clarifications from the PI 

• The Chairperson signs and dates the report in acknowledgment 

• If the study is suspended or approval is revoked, regulatory authorities and the institution's Heads 

must be informed within 14 working days of the full board meeting 

9.5.4 Notifying the PI 

• The Secretariat prepares and sends a notification letter to the PI within 14 working days after the 

meeting 

• If clarification or additional information is needed, the PI must respond within 14 days 

• The PI may appeal or respond in writing to the convened MTRH/MU-ISERC within 14 calendar 

days from the date of the communication for termination/suspension/discontinuation 

9.5.5 Storing Protocol Documents 

The Secretariat stores the original Premature Termination/Suspension/Discontinuation Report in the 

protocol file and archives it. Protocol documents are stored for a minimum of 7 years from the 

termination date. 
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SOP 10: Review of Research Proposals Involving Vulnerable Populations 

10.1 Purpose 

To describe the requirements and process for reviewing research that involves vulnerable populations, 

ensuring adequate protections are in place to prevent exploitation, coercion, or undue influence. 

10.2 Scope 

This SOP covers the policies and procedures applied to all research involving vulnerable participants 

submitted to the MTRH/MU-ISERC. 

10.3 Responsibility 

10.3.1 Principal Investigators 

• The PI is responsible for identifying all vulnerable populations in the study, justifying their 

inclusion, and ensuring adequate protections are in place. 

• The PI must develop, fill out, and submit a PI Safeguarding Plan as part of the research proposal. 

This plan shall outline specific measures to protect the rights, safety, and well-being of vulnerable 

participants and prevent exploitation, coercion, or undue influence.  

10.3.2 Secretariat 

• Maintain up-to-date standardized tools for reviewing research on vulnerable populations 

• Select reviewers with appropriate expertise to conduct reviews of such research and secure 

consulting expertise as needed 

10.3.3 Members/Reviewers 

• Conduct reviews of research planned for vulnerable populations, including assessing potential 

coercion, harm, and violation of rights 

• Ensure adequately completed vulnerable population review forms are used 

10.4 Procedures 

10.4.1 Definition of Vulnerable Population 

Vulnerable persons are those individuals who are relatively or absolutely incapable of protecting their 

own interests and providing valid informed consent. Their willingness to participate in research may 

be unduly influenced by expectations of benefits or fears of retaliation. 

Definitions: Undue Influence — an offer of an excessive, unwarranted, inappropriate or improper 

reward or other overture in order to obtain compliance. Coercion — an overt threat of harm 

intentionally presented by one person to another in order to obtain compliance. 

Vulnerable populations include: 

• Economically and socially disadvantaged individuals (e.g., unemployed persons, those below the 

poverty line, ethnic minorities, LGBT individuals) 

• Individuals unduly influenced by expectations of benefits or fears of retaliation 

• Children (below the age of 18 years) 

• Women in special situations (e.g., pregnant or lactating women, women with poor decision-making 

powers or poor access to healthcare) 

• Marginalized communities 
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• Refugees, migrants, homeless individuals, persons or populations in conflict zones, riot areas, or 

disaster situations 

• Individuals afflicted with mental illness or cognitive impairments, or differently abled individuals 

(mentally and physically disabled) 

• Terminally ill individuals or those seeking new interventions after exhausting all therapies 

• Individuals suffering from stigmatizing or rare diseases 

• Individuals with diminished autonomy due to dependency or hierarchical systems (e.g., students, 

employees, subordinates, defense services personnel, institutionalized individuals, and prisoners) 

• Healthcare workers where there may be a direct power imbalance or coercive context 

10.4.2 Reviewing Protocols with Vulnerable Participants 

• Can the research be performed with non-vulnerable participants? 

• Is there justification for using a vulnerable population? 

• Do the benefits justify the risks? 

• Are the participants selected equitably? 

• Have measures to protect the autonomy of the vulnerable population been described? 

• Appropriate review forms, including the Vulnerable Population Form, must be used. 

• Is there a clear justification for exclusion of vulnerable populations from potentially beneficial 

studies? 

10.4.3 Risks and Opportunities 

Process Risk Risk Source Mitigation Measures 

   
Vulnerable Population in 

Research 
Exploitation of vulnerable groups; 

recruitment under undue influence 

or coercion 

PI Safeguarding Plan required; use 

of approved review forms; full 

board decision; reviewers with 

appropriate expertise 
Process Opportunity Opportunity Description Action Plan 

   
Vulnerable Population in 

Research 
Research to generate more 

measures to protect vulnerable 

groups 

Conduct regular training and 

research on vulnerability issues in 

research 

 

10.4.4 Decision 

• The decision to allow research on vulnerable populations will be made in a full board meeting of the 

MTRH/MU-ISERC. 

• The decision will be communicated to the PI. 

• If the vulnerability status of participants changes (e.g., an unconscious patient regains consciousness 

or a schizophrenic patient gains insight), re-consent is required. 
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SOP 11: Managing Participants' Requests and/or Complaints to 

MTRH/MU-ISERC 

11.1 Purpose 

To describe procedures for managing requests for information by research participants regarding their 

rights as a participant, or to resolve complaints related to their participation in research approved by 

MTRH/MU-ISERC. 

11.2 Scope 

This SOP applies to requests for information/complaints made by research participants concerning the 

rights and well-being of their participation in research studies approved by MTRH/MU-ISERC. 

11.3 Responsibility 

It is the responsibility of the ISERC HPA, Secretariat, and Chairperson/Member Secretary to initiate 

the process of giving information asked by research participants or to address any injustice that has 

occurred if any complaints are received. 

11.4 Procedures 

11.4.1 A request, complaint or query (verbal or written) from a research participant will be accepted 

by the Secretariat and forwarded to the ISERC Member Secretary after entry into the request record 

form. 

11.4.2 The Member Secretary or any member of the ISERC committee may receive a request, 

complaint or query directly from the participant. He/she will record it in the request record form and 

notify the Secretariat. 

11.4.3 The Member Secretary will additionally ascertain details of the request/complaint by 

examining any relevant documents and by interviewing the participant if necessary. If required, the 

Member Secretary will call for additional relevant information and documents from the Principal 

Investigator. 

11.4.4 The Secretariat will inform the Chairperson of any request, query, or complaint received from a 

research participant. 

11.4.5 If the complaint involves the Chairperson in their capacity as a researcher or 

raises concerns about their impartiality, the Secretariat shall confidentially escalate the 

matter to the Deputy Chairperson to ensure an unbiased review. [EDITOR NOTE: 

Escalation clause for complaints involving Chairperson added per Group B] 

11.4.6 If the complaint involves the Secretary in their capacity as a researcher or raises 

concerns about their impartiality, the HPA shall confidentially escalate the matter to 

the Chairperson or Deputy Chairperson to ensure an unbiased review. 

11.4.7 In case of a request for additional information or clarification, the Member 

Secretary in consultation with the Chairperson will provide the additional information 

or will designate one or more ISERC member(s) to review the issue at hand. 

11.4.8 In case of a registered complaint received from a research participant, the Secretary, in 

consultation with the Chairperson, will initiate a process to address any injustice that may have 

occurred. Depending on the seriousness of the matter, the Chairperson will: 
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• Appoint a sub-committee of two or more ISERC members for enquiry in order to resolve the matter 

• Call an emergency meeting of two or more ISERC members for discussion, OR consider the matter 

for discussion at the next full board meeting 

The Chairperson/Member Secretary/designated ISERC members will assess the situation and mediate 

a dialogue between the research participant and PI in an attempt to resolve the matter. The ISERC will 

insist on factual details to determine any gap between truth and individual perception. Opportunity 

will be given to both the complainant and the accused to make submissions. 

Possible outcomes include: noting on the file about the occurrence of the matter; requirement for 

amendments to the project, including increased monitoring by the ISERC; suspension of the project; 

or termination of the project. 

If the matter is unresolved it will be brought to the attention of NACOSTI and the Head of the 

concerned institution. 

11.4.9 The final decision will be taken by the Chairperson based on the recommendation and 

communicated to the research participant and the PI by the Secretariat. 

11.4.10 The information including any action taken or follow-up and final decision will be recorded in 

the form and signed and dated. 

11.4.11 ISERC members will be informed about the action taken and the outcomes in the forthcoming 

ISERC meeting (in case of requests/complaints not discussed in full board meeting) and minuted. 

11.4.12 In case the PI is not satisfied with the outcome, they are free to escalate to NACOSTI. 

11.4.13 The Secretariat will file all documents in the relevant study file. 
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SOP 12: Standard Operating Procedure for Data Protection and 

Management in Research 

12.1 Purpose 

To establish robust procedures for protecting personal data in MTRH/MU-ISERC research activities, 

ensuring: 

• Compliance with Kenya's Data Protection Act (2019) 

• Ethical data management as a core discipline 

• Protection of participant rights throughout the data lifecycle 

• Clarity in jurisdictional oversight across partner institutions 

12.2 Scope 

Applies to all ISERC members, researchers, reviewers, administrative staff, and third parties handling 

research data for Moi Teaching and Referral Hospital (MTRH), Moi University (MU), affiliated 

satellite facilities, and other partners. Covers all stages of data processing including collection, 

storage, sharing, secondary use, and destruction. 

This SOP applies to two broad categories of data: 

• Human Participants Data: All personal data collected from or relating to research participants, 

including demographic information, health records, biological samples, survey responses, audio/video 

recordings, and any other identifiable or potentially identifiable data. 

• Principal Investigator (PI) and Research Team Data: All administrative and regulatory data managed 

by or submitted to MTRH/MU-ISERC, including PI and study team personal information, CVs, 

training records, GCP certificates, conflict of interest declarations, financial disclosures, and other 

documentation. 

12.3 Responsibilities 

Role Key Responsibilities 
CEO of MTRH (Data Protection Officer — DPO) Exercises cross-institutional oversight for ISERC-

related data activities; approves 

anonymization/pseudonymization processes; resolves 

jurisdictional overlaps with MU/AMPATH DPOs; 

monitors consortium-wide compliance 
Researchers (Principal Investigators) Implement approved Data Management Plans 

(DMPs); ensure daily data protection compliance; 

obtain valid consent including future use provisions; 

report incidents to DPO within 24 hours 
ISERC Secretariat Maintain registry of approved DMPs; draft approval 

letters with compliance conditions; facilitate secure 

document exchange 
Reviewers/Committee Members Rigorously assess DMPs in protocols; maintain strict 

confidentiality of proposal data; comply with 

DPA/CIOMS standards 
Study/Protocol Administrative Staff Implement technical security controls; maintain 

access logs and audit trails 

12.4 Procedures 

12.4.1 Data Protection Leadership and Jurisdiction 

The MTRH CEO as DPO has oversight authority for all ISERC-related data activities across MU, 

MTRH, and AMPATH. Quarterly coordination meetings with institutional DPOs shall: resolve 
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jurisdictional overlaps; harmonize compliance standards; address cross-institutional breaches. Final 

arbitration on data disputes rests with MTRH DPO. 

12.4.2 Data Management Plans (DMPs) 

All protocols must include a DMP at submission covering: data anonymization/pseudonymization 

strategy; storage locations/encryption standards; access control mechanisms; retention/disposal 

timelines; and secondary use conditions. ISERC assesses DMP adequacy but does not manage 

operational implementation. PIs bear ultimate responsibility for executing approved DMPs. 

12.4.3 Data Anonymization and Pseudonymization 

Standardization: Level 1: Direct identifiers removed (names, IDs). Level 2: Indirect identifiers 

removed (dates, rare diagnoses). Level 3: Full anonymization (irreversible de-identification). 

Governance: Level 1–2 require DPO notification. Level 3 requires documented DPO approval. Keys 

for pseudonymized data stored separately with PI. 

12.4.4 Secondary Data Use 

Any non-original use requires: formal protocol amendment submission; re-consent where feasible; 

OR ISERC waiver approval demonstrating: public interest > consent impracticability; no impact on 

individual care/results; and minimal risk. 

Consent Disclosure: All consent forms must include the following statement: 'Your data/samples may 

be used for future ethically-approved research. Such use will undergo independent review and won't 

affect your care. You may withdraw future use consent anytime.' 

12.4.5 Data Breach Notification 

In the event of a data breach involving personal data of research participants or study documents: 

• The PI or relevant staff must notify the ISERC Secretariat and the DPO within 24 hours of 

discovering the breach 

• A formal written breach notification report shall be submitted to the ISERC within 72 hours of 

discovery, including: nature of the breach; categories and approximate number of records affected; 

likely consequences; measures taken or proposed 

• The ISERC and DPO shall assess whether notification to the Office of the Data Protection 

Commissioner (ODPC) is required under the Kenya Data Protection Act (2019) 

• Affected participants shall be notified as required by applicable law and ISERC guidance 

12.5 Conclusion 

This SOP ensures that MTRH/MU-ISERC maintains high standards of data protection, safeguarding 

the personal data of research participants and complying with legal obligations under the Kenya Data 

Protection Act (2019) and applicable international standards. 
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SOP 13: Handling, Storage and Transport of Human Biological Materials 

(HBM) 

13.1 Purpose 

To establish ethical and secure procedures for managing Human Biological Materials (HBM) 

throughout their lifecycle (collection, storage, transfer, disposal). 

13.2 Scope 

Applies to all researchers, staff, and committees handling HBM under MTRH/MU-ISERC oversight. 

13.3 Definitions 

Term Definition 
HBM Any material derived from the human body, 

including but not limited to whole blood, blood 

fractions (serum, plasma), tissue biopsies, cells, 

urine, saliva, and any other material that can be used 

to derive genetic material. 
MTA (Material Transfer Agreement) A contract governing HBM transfer between 

institutions (national/international). 
Anonymized Samples HBM irreversibly stripped of all identifiers. 
De-identified Removal or modification of direct identifiers so that 

a person is not immediately identifiable. 
Secondary Use Research on stored HBM beyond the originally 

approved purpose. 

 

13.4 Responsibilities 

Role Key Duties 
PI Obtain approvals; ensure consent; manage 

MTA/disposal. 
MTRH/MU-ISERC Approve MTAs; audit compliance; grant consent 

waivers. 
Study Staff Adhere to study SOPs during 

collection/storage/transport. 
Participants Understand and sign informed consent. 

 

13.5 Procedures 

13.5.1 Collection and Consent 

Informed Consent Must Include: purpose, sample type and quantity, risks, storage duration/disposal, 

explicit mention of international transfers (if applicable). 

Secondary Use: The participant must be informed (in the original protocol) of the potential secondary 

use of their data/sample. Participants need to provide consent for secondary use. Re-consent 

participants as and when required and when feasible. 

13.5.2 Storage 

Security: Restrict access; anonymize where required. Documentation: Log all samples with collection 

dates, consent status, and disposal plans. A formal transfer between the PI and the biobank/repository 

must be documented. 
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13.5.3 Transfer of HBM 

Pre-Approvals Required: MTRH/MU-ISERC approval → NACOSTI no-objection letter → PPB 

Approval → MOH shipment permit. 

Material Transfer Agreement (MTA): Must cover: sample description/purpose; intellectual property 

rights; confidentiality clauses; disposal requirements. 

Packaging and Shipping: All biological materials shall be packaged, labeled, and transported using 

couriers certified in accordance with the International Air Transport Association (IATA) Dangerous 

Goods Regulations and all applicable national and international biosafety and transport requirements. 

Triple-packaging per WHO guidelines: consisting of a leak-proof primary container, a leak-proof 

secondary container with absorbent material, and a rigid outer package. Unless otherwise required by 

regulations, shipments shall be labeled as 'Biological Substance, Category B' (UN 3373) and comply 

with applicable IATA and national transport requirements 

13.5.4 Tracking 

Maintain chain-of-custody records; monitor shipments in real-time. 

13.5.5 Risk Mitigation 

Risk Assessment: Identify hazards (spills, breaches) pre-shipment. Incident Response: Report 

losses/spills immediately to MOH and MTRH/MU-ISERC; document corrective actions. 

13.5.6 Confidentiality 

De-identify samples before transfer unless scientifically justified. Prohibit disclosure of unique donor 

identities in publications/reports. 

13.6 Training 

Mandatory training for all handlers: Biosafety, IATA/WHO rules, and confidentiality. 

13.7 Documentation 

Retain for minimum of 7 years following the close-out of the study: Signed MTAs, consent forms, 

shipping manifests, incident reports. 
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SOP 14: Handling Research Misconduct 

14.1 Purpose 

To identify, prevent, investigate, and sanction research misconduct (RM) allegations, ensuring the 

integrity of all research activities conducted under MTRH/MU-ISERC oversight. 

14.2 Scope 

Applies to: 

• All personnel: Researchers, MTRH/MU-ISERC members, reviewers, ISERC Secretariat staff, and 

administrative/research support staff 

• All research phases: From proposal, review process, development, dissemination/publication, up to 

post-closure activities of a study 

• All locations: MTRH/MU-affiliated sites and collaborative projects/partners 

The study shall be subject to oversight and monitoring by relevant institutional and national 

regulatory authorities including: Moi University Research Integrity Office (MURIO); National 

Commission for Science, Technology and Innovation (NACOSTI); Office of the Data Protection 

Commissioner (ODPC); Ethics and Anti-Corruption Commission (EACC); and Office of the Director 

of Public Prosecutions (ODPP). 

14.3 Definitions of Research Misconduct 

Term Definition Examples 
Research Misconduct Intentional, knowing, or reckless 

commission of fabrication, 

falsification, or plagiarism (FFP) 

in proposing, conducting, 

reviewing, recording, or reporting 

research 

Fabrication, falsification, or 

plagiarism (FFP) 

Fabrication Inventing data/results not 

supported by research 
Falsifying lab records, creating 

fictitious survey responses 
Falsification Manipulating research 

processes/materials to distort 

outcomes 

Altering images, selectively 

omitting outliers 

Plagiarism Appropriating others' work 

without attribution 
Copying text, using ideas without 

citation 
Questionable Research Practices 

(QRPs) 
Actions that fall short of accepted 

standards but may not meet the 

threshold of research misconduct 

Poor record keeping, selective 

reporting, inappropriate 

authorship, undisclosed conflicts 

of interest 
Authorship Abuse Inappropriate credit assignment Gift authorship to non-

contributors, omitting junior 

researchers 
Research Integrity Adherence to ethical principles 

throughout the research lifecycle 
Honest reporting, transparent 

methodology 

 

14.4 Responsibilities 

Role Key Responsibilities 
MTRH/MU-ISERC Investigate allegations of RM; select members 

appointed by the Chair to verify; promptly refer 

confirmed misconduct cases to MURIO 
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Secretariat Report allegations to the committee; maintain RM 

case registry; ensure 72-hour allegation 

acknowledgment 
Researchers Complete Responsible Conduct in Research training; 

preserve evidence during investigations; identify and 

report misconduct; accept 

consequences/responsibility for confirmed 

misconduct 
MURIO (Moi University Research Integrity Office) Conduct formal RM investigations within 60 days; 

recommend institutional sanctions; ensure due 

process; create awareness among researchers 

 

14.5 Procedures 

14.5.1 Prevention and Training 

Promote a culture of integrity via workshops, SOP dissemination, and ethics certification. 

14.5.2 Whistleblower Channels 

• Physical Complaints Box located outside the ISERC Administrative Office 

• Online Reporting Portal accessible through the ISERC website 

• Dedicated Hotline for confidential reporting 

• Quality Management System (ISO) Reporting Mechanism for compliance-related concerns 

• Safeguarding Reporting Channels for concerns involving harassment, exploitation, abuse, 

discrimination, retaliation, or participant welfare 

14.5.3 Investigation Timelines and Process 

Phase Actions Timeline 
1. Preliminary Assessment Secretariat receives claim and 

contacts MURIO 
24 hours 

2. Evidence Preservation Secure all relevant data, devices, 

documents; suspend study 

approvals if implicated; send data 

to MURIO 

24–72 hours 

3. Formal Investigation MURIO-led panel (3 experts + 

external advisor); respondent 

response period (14 days); 

evidence review + witness 

interviews 

As per MURIO investigation 

procedures and timelines 

(maximum 60 days) 

4. Adjudication Sanction recommendations to 

institutional authority; 

whistleblower/respondent notified 

As per MURIO and institutional 

governance timelines 

 

14.5.4 Sanction Framework 

Severity Actions Duration 
Minor Retraction, mandatory retraining 6–12 months funding ban 
Major Publication retraction, salary 

recovery 
2–5 year research ban 

Severe Criminal referral, employment 

termination 
Permanent exclusion 
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14.5.5 Annual Integrity Audit 

MURIO submits de-identified RM statistics to ISERC including: cases by type (FFP breakdown); 

whistleblower protection outcomes; and public summary in ISERC Annual Report (NACOSTI 

compliance). 

14.6 Documentation 

Retain for 15 years: Investigation transcripts; evidence repositories; and retraction requests. 
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SOP 15: Study Closure 

15.1 Purpose 

To establish standardized procedures for closing completed studies and managing terminated 

research, ensuring: 

• Regulatory compliance with national guidelines including NACOSTI guidelines and other relevant 

regulatory authorities 

• Secure handling of sensitive data and equipment 

• Transparent documentation of outcomes 

• Alignment with international standards (ICH-GCP, WMA Declaration of Helsinki) 

15.2 Scope 

Applies to all studies including clinical trials, biomedical research, observational research, and student 

projects. Closure types: Normal completion and premature termination. Key phases: Data finalization 

→ Regulatory reporting → Archiving → Decommissioning. 

15.3 Definitions 

Term Definition 
Study Completion All protocol-specified activities finalized 

(enrollment, intervention, follow-up, analysis) and 

dissemination. 
Premature Termination Early discontinuation due to funding loss, policy 

changes, safety concerns, low accrual (<80% target), 

research misconduct, achieved data milestones 

(futility, efficacy), or logistical challenges. 
Study Closure Completion, termination, suspension, or premature 

discontinuation of all research-related activities. 
Sensitive Data Identifiable biometrics/images, genetic information, 

stigmatizing health conditions. 
Decommissioning Secure erasure of research data from devices, 

physical destruction certification. 

 

15.4 Procedure 

15.4.1 Closeout Requirements 

PI must submit within 30 days of completion/termination: 

15.4.2 Data Security Protocol 

De-identification: Remove or code direct and indirect identifiers within 30 days of study completion 

or as specified in the approved protocol. Direct identifiers include names, identification numbers, and 

contact information. Indirect identifiers include dates, locations, rare diagnoses, and other information 

that could reasonably enable re-identification. 

Encryption and Secure Access Controls: All electronic study records and digital archives shall be 

protected using industry-standard encryption (e.g., AES-256 or equivalent). A documented Key 

Management Log shall be maintained to record encryption key creation, access, storage, rotation, 

backup, and retirement. 

Physical Destruction: Witnessed shredding or certified incineration for physical materials. 
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15.4.3 Partial Study Requirements 

For terminations with <80% enrollment: statistical justification for partial dataset validity and 

completion percentage disclosure in publications. 

15.4.4 Regulatory Reporting 

Submit proof of notification to: 

• NACOSTI within 14 days in accordance with applicable NACOSTI guidelines 

• Funding agencies per grant terms 

• ClinicalTrials.gov (if applicable) 

15.5 Responsibilities 

Role Key Actions Timeline 
Principal Investigator Submit closure package; 

decommission equipment; archive 

raw data 

≤30 days after declaring final 

study completion 

Secretariat Verify document completeness; 

acknowledge receipt; issue 

closeout letter 

14-day review cycle 

Monitoring Sub-Committee / 

ISERC Committee 
Approve data disposition; clear 

publications for terminated 

studies; issue acknowledgment 

letter 

21 days for complex cases 

 

15.6 Compliance Enforcement 

Non-Compliance Triggers: 

• Lack of continuing review approval after 3 months — demand closure process 

• Late submission (>30 days) — PI is barred from new submissions until resolved; failure to comply 

may lead to suspension of other ongoing studies 

• Insecure data handling — mandatory retraining + audit of active studies 

• Unreported terminations — institutional notification + funding recovery 

 

 

 

 

  

Document Normal Closure Termination 
Study Closeout Form Required Required 
Scientific Report Complete findings Partial dataset analysis 
Data Disposition Plan De-identification method Encryption protocol 
Equipment Certificate Optional Mandatory 
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SOP 16: Documentation and Archiving 

16.1 Purpose 

To establish guidelines for the documentation, storage, and archiving of all materials related to the 

operations of the MTRH/MU-ISERC. This ensures compliance with institutional policies, ethical 

guidelines, and regulatory requirements for the retention and management of research-related 

documents. 

16.2 Scope 

This SOP applies to all administrative and protocol-related documents generated, received, or 

maintained by the MTRH/MU-ISERC. It covers the collection, management, retention, and archiving 

of both physical (hard copy) and electronic (soft copy) records. 

16.3 Types of Documents to be Archived 

Administrative Documents: 

• Standard Operating Procedures (SOPs) 

• Signed confidentiality agreement forms 

• Bio-sketches/Curricula vitae of committee members 

• Evidence of research ethics training (e.g., CITI certificates) 

• List of MTRH/MU-ISERC members 

• Records of income and expenditure 

• Meeting agendas 

• Minutes of MTRH/MU-ISERC meetings 

• Internal and external communications 

Protocol-Related Documents: 

• One copy of all materials submitted by applicants (e.g., research proposals, consent forms) 

• Correspondence between MTRH/MU-ISERC members, reviewers, and investigators regarding 

application decisions and follow-ups 

• All correspondence and materials received during the follow-up period 

• All communication documents between ISERC and the PI 

• Notifications of study completion, suspension, or premature termination 

• Final study reports and study abstracts 

• Any other administrative and correspondence documents 

16.4 Archiving Period 

Minimum Retention Period: All protocol-related documents shall be retained for at least SEVEN (7) 

years following study completion, suspension, or termination. 

Extended Retention: Records may be retained longer where required by regulatory, sponsor, 

institutional, or legal requirements. 

Electronic Records: Electronic archives shall be securely maintained for a minimum of seven (7) 

years and preserved beyond this period as necessary to support audits, inspections, reviews, or other 

legitimate purposes. 
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Electronic Backup: All electronic records shall be backed up on at least two separate storage systems, 

including at least one offsite or cloud-based backup, to ensure data redundancy and protection against 

loss. 

16.5 Storage and Security 

Physical Documents: Hard copies must be stored in secure, locked cabinets or storage rooms 

accessible only to authorized personnel. 

Electronic Documents: Digital files shall be stored on secure, backed-up servers with restricted 

access, protected by passwords and other cybersecurity measures. Regular checks shall be conducted 

to ensure the integrity and security of both physical and digital records. 

16.6 Data Integrity 

Regular checks shall be conducted to ensure the integrity and security of both physical and digital 

records. 

16.7 Disposal of Archived Documents 

Disposal Authorization: Documents that have exceeded the retention period and are no longer needed 

may be disposed of with written authorization from the MTRH/MU-ISERC Chairperson or a 

designated authority. Disposal Method: Sensitive documents must be disposed of securely, using 

shredding for paper records and secure deletion methods for digital files to prevent unauthorized 

access to confidential information. 

16.8 Access to Archived Documents 

Request for Access: Access to archived documents must be formally requested in writing and 

approved by the MTRH/MU-ISERC Chairperson or an authorized designee. Access Logs: All access 

to archived records must be logged, including the name of the individual accessing the records, the 

date and time, and the reason for access. 

16.9 Responsibilities 

MTRH/MU-ISERC Secretariat: Responsible for ensuring all documents are properly archived, stored 

securely, and accessible when needed. Responsible for maintaining an inventory of all archived 

documents. 

MTRH/MU-ISERC Members: Responsible for adhering to the documentation and archiving 

procedures, ensuring timely submission of documents to the Secretariat for archiving. 

Principal Investigators (PIs): Responsible for providing all required documentation related to their 

studies for archiving upon study completion, suspension, or termination. 

16.10 Compliance and Monitoring 

Regular audits will be conducted by MTRH/MU-ISERC to ensure compliance with the 

documentation and archiving SOP. Any discrepancies or deviations will be addressed promptly to 

maintain the integrity of the archiving process. 
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SOP 17: IRB Reliance and Institutional Authorization Agreements 

17.1 Purpose 

To establish the policy and procedures for MTRH/MU-ISERC to cede IRB review to an external IRB 

or to serve as the IRB of Record for external institutions engaged in collaborative, multi-site human 

subjects research. This process is formalized through an Institutional Authorization Agreement (IAA), 

also known as a Reliance Agreement. 

17.2 Scope 

This SOP applies to all MTRH/MU-affiliated investigators, staff, and students involved in human 

subjects research that includes collaboration with one or more external institutions. It covers the 

process for determining the appropriate IRB of Record and executing an IAA. 

17.3 Definitions 

Term Definition 
IRB of Record (Reviewing IRB) The single IRB that assumes all IRB review 

responsibilities for a multi-site or collaborative 

study. 
Relying Institution An institution that agrees to cede IRB review to an 

external IRB of Record. 
Ceding Review The act of an institution transferring its IRB review 

responsibilities to another institution's IRB. 
Institutional Authorization Agreement (IAA) A formal, written agreement between two or more 

institutions to document the delegation of IRB 

review. Also called a Reliance Agreement or 

Memorandum of Understanding (MOU). 

 

17.4 Policy and Procedure 

17.4.1 Determination of IRB of Record 

The decision of whether MTRH/MU-ISERC will serve as the IRB of Record or rely on an external 

IRB will be made on a case-by-case basis by the ISERC Chair and Secretariat, in consultation with 

the PI. Factors influencing this decision include: 

• The institution of the lead PI or the primary awardee of funding 

• The location where the majority of research activities, particularly participant interactions, will 

occur 

• The expertise of the respective IRBs in relation to the study's subject matter 

• The accreditation status and reputation of the external IRB 

• Requirements from the funding agency 

Generally, MTRH/MU-ISERC will serve as the IRB of Record when the PI is from MTRH/MU or 

when the majority of research activities are conducted at MTRH/MU-affiliated sites. 

17.4.2 When MTRH/MU-ISERC Relies on an External IRB 

PI's Responsibility: The MTRH/MU PI must contact the ISERC Secretariat early in the process to 

request that MTRH/MU-ISERC cede review. The PI must submit an 'External IRB Review' 

application through the ISERC-designated digital review management platform. The submission must 

include: the protocol as approved by the external IRB of Record; the approval letter from the external 
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IRB of Record; the IRB-approved informed consent form(s) and any recruitment materials; and a 

draft IAA. 

Local Context Review: The ISERC will conduct an administrative review to ensure that local 

requirements are met, including institutional policies, local laws, and that the consent form includes 

MTRH/MU-specific language. 

IAA Execution: The ISERC Secretariat will facilitate the execution of the IAA, which must be signed 

by the designated Institutional Officials from both institutions. Research activities at MTRH/MU sites 

cannot begin until the IAA is fully executed. 

17.4.3 When MTRH/MU-ISERC is the IRB of Record 

PI's Responsibility: The MTRH/MU PI must indicate in their standard protocol submission that the 

study is multi-site and that MTRH/MU-ISERC is being requested to serve as the IRB of Record. The 

PI must provide a list of all participating sites, the names of site investigators, and a description of the 

research activities to be conducted at each site. 

IAA Execution: The ISERC Secretariat will work with the PI to initiate and execute IAAs with all 

relying institutions. The PI is responsible for providing the contact information for the appropriate 

officials at each external site. 

Ongoing Responsibilities: The MTRH/MU PI is the primary point of contact for all communication 

between the ISERC and the external sites, including submitting amendments, continuing reviews, and 

reports of unanticipated problems or non-compliance from all sites to the ISERC. 

17.5 Monitoring and Compliance 

The ISERC of Record coordinates monitoring under the reliance arrangement. Regardless of the 

reliance agreement structure, obtaining the NACOSTI research authorization remains the individual 

or joint responsibility of the Principal Investigators and is not waived by the existence of a reliance 

agreement. 

17.6 IAA Templates 

Two Institutional Authorization Agreement (IAA) templates are maintained as appendices to this 

SOP: 

• Appendix L (IAA Template A): Agreement where MTRH/MU-ISERC serves as the IRB of Record 

— for use when an external institution cedes review to MTRH/MU-ISERC. 

• Appendix M (IAA Template B): Agreement where MTRH/MU-ISERC cedes review to an external 

IRB — for use when MTRH/MU relies on an external institution as the IRB of Record. 
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SOP 18: Oversight and Monitoring of Randomised Controlled Trials 

(RCTs) 

18.1 Purpose 

To define the specific requirements for the submission, ethical review, and post-approval monitoring 

of RCTs, ensuring the highest standards of participant safety, data integrity, and scientific validity. 

This SOP introduces a formal risk-based monitoring framework. 

18.2 Scope 

This SOP applies to all investigators conducting RCTs and other interventional clinical trials under 

the jurisdiction of the MTRH/MU-ISERC. It supplements general monitoring procedures outlined in 

other SOPs. 

18.3 Definitions 

Term Definition 
Randomised Controlled Trial (RCT) A study in which participants are randomly assigned 

to one of two or more treatment or intervention 

groups to compare outcomes. 
Risk-Based Monitoring (RBM) An adaptive approach to monitoring that focuses 

oversight activities on the most critical processes and 

data, proportionate to the risks identified in a study. 
Data and Safety Monitoring Board (DSMB) An independent group of experts that advises the 

study investigators and sponsors. The DSMB 

periodically reviews accumulated study data for 

participant safety, study conduct, and progress, and 

makes recommendations concerning the 

continuation, modification, or termination of the 

trial. 
Monitoring Plan A document that describes the strategy, methods, 

responsibilities, and requirements for monitoring the 

trial. 

 

18.4 Procedures 

18.4.1 Submission Requirements for RCTs 

In addition to the standard documents required in SOP 4, all RCT protocols submitted for review must 

include: 

• A Formal Monitoring Plan based on a pre-submission risk assessment 

• DSMB Charter (if applicable): If a DSMB is proposed or required, its composition, charter, and 

schedule of meetings must be provided 

• Statistical Analysis Plan (SAP): A detailed SAP outlining the methods for data analysis, including 

interim analyses if planned 

• PPB approval: All clinical trials must obtain approval from the Pharmacy and Poisons Board (PPB) 

before study initiation 

• Trial Registration: Clinical trials must be registered in both national and international trial registries, 

including the Pan African Clinical Trials Registry (PACTR), before participant enrollment begins 

• A comprehensive risk assessment conducted before study initiation and updated throughout the 

study as necessary 
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18.4.2 Risk Assessment and Monitoring Plan 

Before submitting the protocol, the PI must conduct and document a risk assessment to identify risks 

to critical data and processes necessary for human subject protection and data integrity. The 

assessment should evaluate the likelihood, detectability, and impact of potential risks. 

The Monitoring Plan must include at minimum: 

• Monitoring Strategy: Justification for the chosen methods (e.g., on-site, centralized, or hybrid 

approach) 

• Monitoring Intensity and Frequency: A schedule of monitoring activities for the duration of the trial 

• Key Risk Indicators (KRIs): Metrics that will be tracked to detect potential issues 

• Source Data Verification (SDV) and Source Data Review (SDR) Plan: targeted to critical data 

points; 100% SDV is generally not required — a risk-based sampling strategy is encouraged 

• Roles and Responsibilities: Clear designation of who is responsible for conducting, reporting, and 

acting on monitoring findings 

• Issue Escalation Pathway: A process for reporting and managing significant findings, including 

triggers for notifying the ISERC, sponsor, and/or DSMB 

18.4.3 Role of the Data and Safety Monitoring Board (DSMB) 

An independent DSMB is required for all Phase III RCTs and strongly recommended for: 

• Large, multi-site, or long-duration trials 

• Trials involving vulnerable populations 

• Trials with high-risk interventions or outcomes (e.g., mortality or severe morbidity) 

• Blinded trials where unblinding of interim data is necessary for safety monitoring 

DSMB Independence: The DSMB must be independent of the sponsor, investigators, and any other 

party with a vested interest in the outcome of the trial. The ISERC must review and approve the 

DSMB's composition and charter. 

DSMB Reporting: The PI must submit all DSMB reports and recommendations to the ISERC within 

14 days of receipt. The ISERC will review these reports to ensure participant safety is being 

adequately monitored. 

18.4.4 ISERC's Post-Approval Monitoring of RCTs 

Semi-Annual Progress Reports: PIs of RCTs must submit progress reports every six (6) months. 

These reports must include: 

• A summary of recruitment and retention 

• A summary of monitoring activities conducted and key findings 

• A summary of all protocol deviations and violations 

• A summary of all SAEs and unanticipated problems 

• The most recent DSMB report (if applicable) 

For-Cause and Not-for-Cause Audits: The ISERC's Monitoring and Evaluation Sub-Committee may 

conduct audits of RCTs, triggered by concerning reports (e.g., high SAE rates, whistleblower 

complaints) or as part of a routine quality assurance program. 
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SOP 19: Community Engagement 

19.1 Purpose 

To provide a standardized procedure for the planning, review, implementation, documentation, and 

monitoring of community engagement in research reviewed by the MTRH/MU-ISERC, in order to 

promote respect for communities, enhance ethical acceptability, strengthen participant protection, 

minimize social harm, and improve the social value and accountability of research. 

19.2 Scope 

This SOP applies to all research protocols in which community context is relevant, including but not 

limited to community-based studies, public health research, cluster studies, implementation research, 

field studies, genetic and genomic research, research involving culturally distinct or marginalized 

populations, and any study where community entry, consultation, sensitization, approval, advisory 

input, or dissemination of findings is necessary. 

This SOP shall also apply where the Committee determines that a protocol may pose social, cultural, 

reputational, or group-based risks to a community, even where the study is not primarily designed as 

community-based research. 

19.3 Definition of Community Engagement 

Community: A group of individuals who share common characteristics, interests, geographic location, 

culture, values, health conditions, social identities, or other factors that create a sense of collective 

identity and may be affected by or have an interest in a research study. 

Community Engagement: For the purposes of this SOP, community engagement refers to a 

continuous, planned, and context-appropriate process of interacting with relevant communities, 

stakeholders, representatives, leaders, advisory groups, or other legitimate structures before, during, 

and after the conduct of research, with the aim of promoting mutual understanding, respect, 

transparency, ethical acceptability, and responsiveness to local needs and concerns. 

19.4 Policy Statement 

The MTRH/MU-ISERC shall require investigators to demonstrate appropriate and proportionate 

community engagement for studies in which community interests, values, risks, participation, support, 

or welfare are likely to be affected. 

Community engagement shall not replace individual informed consent, nor shall permission from 

community leaders or gatekeepers override the autonomy, rights, and welfare of individual 

participants. 

The level and form of community engagement required shall depend on the nature of the study, the 

degree of community risk or sensitivity, the vulnerability of the population, the complexity of the 

research procedures, and the likelihood of social consequences arising from the research. 

19.5 Responsibilities 

19.5.1 Responsibilities of the Principal Investigator 

• Identify whether the proposed study requires community engagement 

• Develop a community engagement plan proportionate to the nature and risks of the study 

• Identify relevant community stakeholders, structures, or representatives 

• Ensure that engagement activities are culturally appropriate, respectful, and adequately documented 
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• Address concerns arising from the community in a timely and ethical manner 

• Ensure that community engagement does not result in coercion, exclusion, stigma, or undue 

influence 

• Include plans for feedback and dissemination of appropriate study findings to the relevant 

community 

• Submit evidence and outcomes of community engagement activities to the ISERC Committee where 

required (photos, attendance forms, letter of support, etc.) 

• Create a forum of joint understanding of what may be considered benefit or harm 

19.5.2 Responsibilities of the MTRH/MU-ISERC 

• Review the adequacy and appropriateness of community engagement plans and activities where 

applicable; make recommendations if necessary 

• Determine whether additional engagement measures are necessary before approval 

• Ensure that proposed engagement methods protect the rights and welfare of individuals and 

communities 

• Monitor compliance with approved community engagement requirements during continuing review, 

site monitoring, or review of amendments 

• Require corrective action where approved community engagement commitments are not 

implemented 

19.6 When Community Engagement is Required 

Community engagement shall be considered mandatory where one or more of the following applies: 

• The study is conducted in a defined community setting 

• The study involves vulnerable, marginalized, stigmatized, or culturally distinct populations 

• The study may affect community norms, beliefs, leadership structures, or social relationships 

• The study involves cluster recruitment, community-wide interventions, or use of community 

institutions or gatekeepers 

• The study may generate group harms, stigma, reputational risk, or community-level 

misunderstanding 

• The study involves collection, storage, secondary use, export, or sharing of specimens or data with 

potential community implications 

• The Committee determines that meaningful community entry or consultation is ethically necessary 

19.7 Minimum Content of a Community Engagement Plan 

Where community engagement is required, the Principal Investigator shall include in the submission a 

Community Engagement Plan containing, at minimum: 

• Identification of the relevant community or communities 

• Description of the study setting and justification for the proposed approach to engagement 

• Identification of community leaders, representatives, gatekeepers, advisory groups, or other 

stakeholders to be engaged 

• Proposed methods of community entry, consultation, sensitization, and ongoing communication 

• Measures to ensure inclusiveness, fairness, and avoidance of undue influence 

• Anticipated community-level risks and proposed mitigation measures 
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• Plans for handling concerns, complaints, rumors, misconceptions, or resistance from the community 

• Plans for feedback of aggregate findings or other appropriate dissemination to the community 

• Proposed documentation to be retained as evidence of engagement 

19.8 Review Considerations 

In reviewing a protocol requiring community engagement, the Committee shall consider whether: 

• The proposed engagement is necessary and proportionate to the study 

• The community engagement approach is respectful of local culture and governance structures 

• The process distinguishes clearly between community permission and individual informed consent 

• The protocol addresses the risk of stigma, exclusion, exploitation, or misinformation 

• The proposed communication materials are clear, appropriate, and understandable 

• The dissemination plan is ethically appropriate and feasible 

19.9 Community Entry and Approval 

Where applicable, investigators shall obtain community entry through appropriate and legitimate local 

structures before commencing community-facing research activities. Such entry shall be conducted in 

a manner that respects local leadership and institutional requirements without compromising ethical 

standards or individual rights. 

Any letters of support, introduction, acknowledgment, or local administrative approval obtained for 

community entry shall be submitted to the ISERC Committee where required and retained in the study 

file. 

19.10 Community Advisory Mechanisms 

For studies involving significant community sensitivity, long duration, high visibility, or elevated 

social risk, the ISERC Committee may require the establishment or use of a Community Advisory 

Board (CAB) or another suitable advisory mechanism. 

Where such a mechanism is used, the protocol shall describe: composition and selection of members; 

advisory role and limits of authority; frequency and format of engagement; conflict of interest 

safeguards; and methods for documentation of issues raised and actions taken. 

19.11 Documentation and Record Keeping 

The Principal Investigator shall maintain adequate records of community engagement activities, 

including where applicable: 

• Meeting notices and attendance records 

• Minutes or summaries of engagement meetings 

• Letters of introduction, support, or approval from local structures 

• Community information materials, sensitization tools, or feedback documents 

• Records of concerns, questions, complaints, or misconceptions raised 

• Actions taken in response to community input 

Such records shall be made available to the ISERC Committee upon request during continuing 

review, monitoring visits, audits, or investigation of complaints. 

19.12 Monitoring and Continuing Oversight 

The Committee may assess compliance with approved community engagement requirements through: 



FINAL — VERSION 11.1 

MTRH/MU-ISERC  |  Page 73 of 89  |  Version 11.1  |  June 2026 

• Continuing review submissions 

• Review of protocol amendments 

• Routine or for-cause monitoring visits 

• Review of participant or community complaints 

• Study close-out review 

Where the Committee determines that community engagement has not been implemented as 

approved, or that serious community concerns have emerged, it may require corrective action, 

suspend approval, or take any other appropriate regulatory action. 

19.13 Community Feedback and Dissemination of Findings 

Where appropriate, investigators shall provide feedback to the relevant community in a timely, 

accurate, and culturally appropriate manner, especially where the study findings may affect 

community interests, expectations, or welfare. Dissemination of findings to the community shall be 

done in a form that protects confidentiality, avoids stigmatization, and does not misrepresent the study 

or its outcomes. 

19.14 Non-Compliance 

Failure to implement required or approved community engagement measures may constitute protocol 

non-compliance. Depending on the nature and severity of the non-compliance, the Committee may 

require corrective action, suspend approval, defer continuing review, require re-engagement with the 

community, or take other action in accordance with the applicable SOPs. 

19.15 Cross-References 

This SOP shall be read together with: 

• SOP 1: MTRH/MU-ISERC Membership, Roles and Responsibilities 

• SOP 5: Research Study Preparation and Submission 

• SOP 10: Review of Research Proposals Involving Vulnerable Populations 

• SOP 11: Managing Participants' Requests and/or Complaints 

• SOP 18: Oversight and Monitoring of Randomised Controlled Trials (RCTs) 
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SOP 20: Research Study Monitoring and Evaluation 

20.1 Purpose 

The purpose of this Standard Operating Procedure (SOP) is to establish a systematic framework for 

the post-approval monitoring and evaluation (M&E) of research studies approved by the MTRH/MU-

ISERC. This process ensures that: 

• Research is conducted in strict accordance with the approved protocol and ethical guidelines. 

• Participant safety, rights, and welfare are continuously protected. 

• The integrity of the research data is maintained. 

• Principal Investigators (PIs) remain compliant with institutional and national regulatory 

requirements (e.g., NACOSTI). 

20.2 Scope 

This SOP applies to all research studies approved by the MTRH/MU-ISERC, including clinical trials, 

observational studies, and social-behavioural research. It encompasses routine monitoring, for-cause 

audits, and the evaluation of progress and final reports. 

20.3 Definitions 

Term Definition 
Post-Approval Monitoring 

(PAM) 
The ongoing oversight of research activities after initial ISERC 

approval. 
Routine Monitoring Scheduled site visits or desk reviews to verify compliance with the 

approved protocol. 
For-Cause Audit An unscheduled investigation triggered by specific concerns, such as 

allegations of misconduct, high frequency of Serious Adverse Events 

(SAEs), or participant complaints. 
Monitoring and Evaluation 

(M&E) Sub-Committee 
A specialized body within ISERC responsible for executing the 

monitoring mandate. 
CAPA Corrective and Preventive Action — a formal response plan submitted 

by the PI when deficiencies are identified during monitoring. 
ALCOA Attributable, Legible, Contemporaneous, Original, and Accurate — the 

standard for research data integrity. 

 

20.4 Responsibilities 

20.4.1 M&E Sub-Committee 

• Develop and implement the annual monitoring plan. 

• Conduct site visits and desk audits. 

• Review progress reports, SAE reports, and protocol deviations. 

• Provide recommendations to the full board regarding study suspension, termination, or corrective 

actions. 

20.4.2 Secretariat 

• Maintain a database of approved protocols and their reporting schedules. 

• Notify PIs of upcoming monitoring visits or overdue reports. 

• Support the logistics of site visits. 

20.4.3 Principal Investigator (PI) 

• Facilitate monitoring visits by providing access to study records, personnel, and facilities. 



FINAL — VERSION 11.1 

MTRH/MU-ISERC  |  Page 75 of 89  |  Version 11.1  |  June 2026 

• Submit timely progress reports and final reports as mandated in the approval letter. 

• Implement corrective and preventive action (CAPA) plans as required by ISERC. 

20.5 Procedures 

20.5.1 Risk-Based Study Selection for Monitoring 

The M&E Sub-Committee uses a risk-based approach to select studies for monitoring: 

• High-Risk Studies: All clinical trials (RCTs), studies involving vulnerable populations, and 

invasive procedures are subject to mandatory monitoring. 

• Random Selection: A defined percentage of low-to-moderate risk studies (e.g., social-behavioural) 

are selected annually by the M&E Sub-Committee. 

• For-Cause Selection: Triggered by SAEs, participant complaints, failure to submit progress 

reports, or information from whistleblowers suggesting potential non-compliance. 

20.5.2 Routine Monitoring Framework 

The routine monitoring process follows these steps: 

Step Action/Detail 
Step 1 — Notification The Secretariat notifies the PI at least 10 working days before a scheduled 

routine monitoring visit. 
Step 2 — Pre-Visit Review Monitors examine the approved protocol, consent forms, and previous 

progress reports prior to the visit. 
Step 3 — Site Visit Activities Review of Regulatory Binder (approval letters, CVs, training logs); 

Verification of Informed Consent (checking signatures and dates for a 

sample of participants); Source Data Verification (matching case report 

forms with original records); Inspection of Investigational Product (IP) 

storage and logs (if applicable); Interview with study staff. 
Step 4 — Exit Interview Preliminary findings are shared with the PI at the end of the visit. 
Step 5 — Monitoring Report The M&E team submits a formal report to the ISERC board within 10 

working days of the visit. 

 

20.5.3 For-Cause Monitoring and Audits 

For-cause audits may be conducted with or without prior notice. The scope is targeted toward the 

specific concern that triggered the audit. Triggers include: 

• Serious Adverse Events (SAEs) of unusual frequency or severity. 

• Participant complaints alleging protocol violations or welfare concerns. 

• Whistleblower reports of research misconduct. 

• Failure to submit required progress or SAE reports. 

• Concerns identified during continuing review. 

20.5.4 Corrective and Preventive Actions (CAPA) 

When deficiencies are identified during monitoring: 

• Board Review: The full board reviews the monitoring report and determines the outcome 

(Satisfactory, Minor Deficiencies, or Major Non-Compliance). 

• CAPA Plan: If deficiencies are found, the PI must submit a corrective and preventive action 

(CAPA) plan within 14 working days of notification. 

• CAPA Verification: The M&E Sub-Committee verifies the implementation of the CAPA plan. 

• Escalation: Where a CAPA plan is not submitted or deficiencies are not corrected, the matter is 

escalated to the full committee for consideration of suspension or termination. 
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20.5.5 Reporting to Full Board 

The M&E Sub-Committee reports to the full committee on a monthly basis, or at the earliest 

opportunity, providing a summary of: 

• Studies monitored in the reporting period. 

• Key findings and their severity ratings. 

• CAPA plans submitted and their implementation status. 

• Studies recommended for suspension or termination. 

• Overall compliance trends. 

20.6 Documentation 

All monitoring plans, checklists, reports, CAPA plans, and correspondence must be archived in the 

protocol file in accordance with SOP 16 (Documentation and Archiving). The following documents 

are generated and retained: 

Document Notes 
Annual Monitoring Plan Developed by M&E Sub-Committee each calendar year 
Site Visit Notification Letter Sent to PI at least 10 working days prior 
Monitoring Checklist Completed during each site visit or desk review 
Monitoring Report Formal report submitted to full board within 10 working days 

of visit 
CAPA Plan (if applicable) Submitted by PI within 14 working days of notification 
CAPA Verification Record Confirmation by M&E Sub-Committee of CAPA 

implementation 
M&E Sub-Committee Minutes Monthly meeting minutes including all monitoring decisions 

 

Cross-references: SOP 7 (SAE Reporting), SOP 14 (Research Misconduct), SOP 15 (Study Closure), 

SOP 16 (Documentation and Archiving), SOP 18 (Oversight of RCTs). 
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SOP 21: Appealing ISERC Decisions 

21.1 Purpose 

To provide a fair, transparent, and structured mechanism for Principal Investigators (PIs) to appeal 

Moi Teaching and Referral Hospital / Moi University Institutional Scientific and Ethical Review 

Committee (MTRH/MU-ISERC) decisions on research protocols. This includes appeals against 

disapprovals, suspensions, terminations, or conditions of approval, while ensuring compliance with 

ethical standards, regulatory requirements, and institutional policies. 

21.2 Scope 

This SOP applies to all research activities under the purview of MTRH/MU-ISERC. It covers 

decisions made during initial review, continuing review, review of amendments, or any other point 

where the ISERC determines that approval criteria are not fully met. Specifically, it addresses appeals 

of: 

• Disapprovals (Not Approved decisions). 

• Suspensions or terminations of approved studies. 

• Conditions of approval that the PI believes are scientifically, ethically, or procedurally unjustified. 

• Required revisions that the PI believes would fundamentally alter the study design in an 

unacceptable manner. 

This SOP does not apply to protocol-planned suspensions (e.g., for interim data analysis or funding 

interruptions). 

21.3 Definitions 

Term Definition 
Appeal A formal written request by a PI to challenge an MTRH/MU-ISERC 

decision on grounds of procedural error, new evidence, or disputed 

rationale. 
Suspension An official action by the ISERC to temporarily halt (in whole or in part) the 

conduct of a study. Does not include protocol-planned suspensions. 
Termination The permanent closure of a study and its ISERC oversight, initiated for 

cause by the ISERC or voluntarily by the PI. 
Required Revisions 

(Appealable) 
Revisions mandated by the ISERC that the PI believes are scientifically 

unsound, ethically unjustified, or procedurally incorrect. 
Ad Hoc Appeals Sub-

Committee 
A temporary sub-committee constituted specifically to review a particular 

appeal, composed of members not involved in the original review decision. 
NACOSTI National Commission for Science, Technology and Innovation — the 

national regulatory body for research authorisation; final arbiter for 

unresolved institutional appeals. 

 

21.4 Grounds for Appeal 

Appeals may be submitted on the following grounds: 

• Procedural errors: failure to follow SOPs, missed timelines, or improper conflict of interest 

management during the review process. 

• New evidence: substantive new information that directly addresses the committee's original 

concerns and was not available at the time of the initial review. 

• Disputed rationale: a reasoned dispute over the rationale for the decision, including perceived 

misinterpretation of ethical or scientific criteria. 
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Appeals must be evidence-based and directly address the ISERC's specific concerns. Appeals that do 

not address the stated grounds for the original decision will not be accepted. 

21.5 Procedure 

21.5.1 Submission of Appeal 

Timeline: The PI must submit a written appeal within 14 calendar days of receiving formal written 

notice of the ISERC decision. 

Content: 

• The appeal must be recorded on the ISERC Appeal Submission Form (available from the ISERC 

Secretariat and website). 

• The submission must clearly articulate the PI's rationale for disagreement, supported by evidence, 

relevant literature, or revised protocol sections. 

• The appeal must reference the specific grounds listed in Section 21.4. 

Submission Method: 

• Appeals must be submitted electronically via the designated digital platform or official email to the 

Secretariat (irec@mtrh.go.ke). 

Logging and Acknowledgment: 

• The Secretariat will log the appeal upon receipt, assign a unique appeal identification number, and 

send an acknowledgment to the PI within 1–2 working days. 

21.5.2 Appeals Sub-Committee (Ad Hoc) 

Where a convened review is required, the ISERC Chairperson shall constitute an Ad Hoc Appeals 

Sub-Committee: 

Role Description 
Chairperson A non-ISERC member (external to the main committee), appointed by the 

ISERC Chairperson. 
Secretary Secretariat representative. 
Human Subjects 

Administrator 
Standing member. 

ISERC Member One ISERC member not involved in the original decision or review. 
Secondary Reviewers Two secondary reviewers who did not participate in the initial review cycle 

of the disputed proposal. 
Consultants (if needed) External specialists invited by the Chair for specialized scientific, ethical, or 

regulatory input. Advisory role only; no vote. 

 

Impartiality Safeguard: No member of the Appeals Sub-Committee may have participated in the 

initial review, deliberation, or decision of the disputed proposal. Secondary reviewers with no prior 

involvement in the proposal's review cycle are prioritised for selection. 

21.5.3 Review Process and Timelines 

Stage Detail 
Secretariat initial review Within 1–2 working days of receipt — assess completeness; notify PI if 

incomplete (up to 3 working days to provide missing information). 
Notification to leadership Secretariat informs Member Secretary and ISERC Chairperson. 
Chairperson's pathway 

determination 
Within 3 working days — determine expedited or convened review. 

Expedited review For minor conditions or clarifications: Chairperson + at least 1 ISERC 

member, without a convened meeting. Decision within 10 working days. 
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Convened review Appeal placed on agenda of next suitable convened ISERC meeting. PI 

notified at least 7 calendar days in advance. All documentation 

distributed to reviewers at least 5 working days before meeting. 
PI Presentation (optional) PI may be invited to present for 10–15 minutes. PI must leave before 

final discussion and voting. 
Deliberation and decision Quorum: 50% + 1. Decision by consensus where possible; simple 

majority vote otherwise. 
Sub-Committee report to Full 

Board 
Ad Hoc Sub-Committee submits recommendations to full ISERC board 

within 1 month. 
Communication of outcome Within 2–5 working days of the convened meeting or expedited 

determination. 

 

21.5.4 Outcome and Communication 

Upon review, the ISERC may take one of the following actions: 

• Accept the appeal: The ISERC agrees with the PI's arguments, overturns the original decision, and 

proceeds with approval or removal of conditions. 

• Require different or additional actions: The ISERC partially accepts the appeal but requires further 

modifications or information from the PI to secure approval. 

• Deny the appeal: The ISERC upholds the original decision. The decision is final at the institutional 

level. The PI may escalate to NACOSTI for guidance or final arbitration. 

• Non-response by PI: If the PI does not respond within 14 calendar days of receiving formal 

communication of the outcome, the original ISERC decision is upheld as final. 

Communication: The ISERC will issue a formal written decision letter to the PI, signed by the ISERC 

Chairperson or authorised designee. Communication is delivered via the digital platform and/or 

official email. 

Escalation to NACOSTI: Where an appeal is denied and the PI wishes to pursue the matter further, 

the ISERC will provide guidance on the process for escalating to NACOSTI. NACOSTI may provide 

non-binding guidance or, in specific circumstances, binding arbitration. The PI is responsible for 

initiating any further appeals to NACOSTI, with the ISERC providing necessary documentation upon 

request. 

21.6 Impartiality Safeguards 

• All ISERC committee members and consultants involved in the appeals process must declare any 

potential conflicts of interest related to the specific appeal. 

• Any member with a declared conflict of interest will recuse themselves from the discussion and 

voting on that appeal. 

• No member of the Appeals Sub-Committee may have participated in the initial review, 

deliberation, or decision of the disputed proposal. 

• The composition of the Ad Hoc Sub-Committee is documented and included in the appeal record. 

• Secondary reviewers with no prior involvement in the proposal's review cycle are prioritised for 

selection. 

21.7 Documentation 

The Secretariat maintains complete and confidential records of all appeals. All records are retained in 

accordance with institutional policies, SOP 16 (Documentation and Archiving), and national 

regulatory requirements, ensuring full auditability and transparency. 

Document Notes 
Appeal Submission (with assigned number) Received from PI; logged upon receipt 
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Acknowledgment of receipt Sent to PI within 1–2 working days 
Chairperson's pathway determination Written record of expedited or convened decision 
Documentation package for reviewers All prior ISERC records, reviewer comments, new PI 

materials 
Ad Hoc Sub-Committee composition 

record 
Names, roles, and COI declarations 

Meeting agenda and minutes For convened appeals review; or written record for expedited 

review 
Consultant confidentiality forms Signed by each external consultant 
Formal decision letter Signed by ISERC Chairperson; added to protocol file 
NACOSTI escalation guidance (if 

applicable) 
Documentation provided to PI 

 

Cross-references: SOP 4 (Protocol Receipt and Review), SOP 6 (Communication of Decisions), SOP 

14 (Research Misconduct), SOP 16 (Documentation and Archiving). 
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APPENDIX A: Research Proposal Flow Diagrams 

The research proposal flow maps for Non-Clinical Research Protocols and Clinical Trial Protocols 

illustrate the sequential steps involved in each review pathway. 

NOTE: See ISERC Secretariat for current visual flow maps. Flow diagrams are maintained as living 

documents and updated by the Secretariat as workflows are refined. The narrative descriptions of both 

pathways are contained in SOP 4 (Sections 4.4.3 and 4.4.4) of this document. 
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PATHWAY A - CLINICAL TRIAL RESEARCH REVIEW Target: < 60 Days  MTRH/MU-ISERC SOP Version 11 
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APPENDIX B: Research Clinical Trial Proposal Assessment Form 

The Research Clinical Trial Proposal Assessment Form is used by reviewers to provide a 

comprehensive and constructive evaluation of submitted clinical trial protocols. 

[FORM: Research Clinical Trial Proposal Assessment Form — current version maintained by ISERC 

Secretariat] 

Form fields include: Basic Proposal Information; Study Design and Methodology Evaluation; Ethical 

Considerations; Scientific Merit and Impact; Resource and Feasibility Evaluation; Additional 

Concerns; and Overall Recommendation. 

 

 

APPENDIX C: Research Protocol Review Form 

The Research Protocol Review Form is used by reviewers to provide a comprehensive and 

constructive evaluation of all research protocols (non-clinical and clinical). 

[FORM: Research Protocol Review Form — current version maintained by ISERC Secretariat] 

Form fields include: Basic Protocol Information; Research Design and Methodology; Ethical 

Considerations; Scientific Merit and Impact; Resource Feasibility; and Overall Recommendation. 

 

 

APPENDIX D: Conflict of Interest Declaration Form 

[FORM: Conflict of Interest Declaration Form] 

Name of Reviewer/Committee Member: ________________________ 

Protocol Reference Number: ________________________ 

Protocol Title: ________________________ 

Declaration: 

I confirm that I have reviewed the above protocol and declare the following regarding potential 

conflicts of interest: 

Financial Conflict of Interest: [ ] None [ ] Conflict exists — please specify: 

________________________ 

Personal/Relationship Conflict of Interest: [ ] None [ ] Conflict exists — please specify: 

________________________ 

Academic/Intellectual Conflict of Interest: [ ] None [ ] Conflict exists — please specify: 

________________________ 

Institutional Conflict of Interest: [ ] None [ ] Conflict exists — please specify: 

________________________ 

Professional Conflict of Interest: [ ] None [ ] Conflict exists — please specify: 

________________________ 

Signature: ________________________    Date: ________________________ 
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APPENDIX E: SAE Reporting Form 

[FORM: Serious Adverse Event Reporting Form — current version maintained by ISERC Secretariat] 

Form fields include: Protocol Reference Number; Study Title; PI Name and Contact; Date of SAE; 

Description of SAE; Causality Assessment; Clinical Actions Taken; Insurance/Indemnity 

Verification; Participant Follow-up Plan. 

 

 

APPENDIX F: Protocol Amendment Request Form 

[FORM: Protocol Amendment Request Form — current version maintained by ISERC Secretariat] 

Form fields include: Protocol Reference Number; Amendment Type (Minor/Major); Description of 

Changes; Rationale for Changes; Impact on Risk-Benefit Profile; Impact on Informed Consent. 

 

 

APPENDIX G: Continuing Review Form 

[FORM: Continuing Review / Protocol Renewal Form — current version maintained by ISERC 

Secretariat] 

Form fields include: Protocol Reference Number; Study Status; Participant Accrual Update; SAE 

Summary; Deviation/Violation Summary; NACOSTI Permit (must be attached); Changes since Last 

Approval. 

 

 

APPENDIX H: Study Closure Form 

[FORM: Study Closure / Close-Out Form — current version maintained by ISERC Secretariat] 

Form fields include: Protocol Reference Number; Closure Type (Normal/Premature); Summary of 

Findings; Data Disposition Plan; Equipment Certificate (if applicable); Certification by PI. 

 

 

APPENDIX I: Annual Conflict of Interest Declaration Form 

[FORM: Annual Conflict of Interest Declaration Form for ISERC Members and Staff — current 

version maintained by ISERC Secretariat] 

To be completed annually by all ISERC members, staff, and expert reviewers at the beginning of each 

calendar year. Covers financial interests, positions held, affiliations, and relationships that may create 

actual, potential, or perceived conflicts of interest. 
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APPENDIX J: Protocol Deviation / Violation Reporting Form 

[FORM: Protocol Deviation / Violation Reporting Form — current version maintained by ISERC 

Secretariat] 

Form fields include: Protocol Reference Number; Description of Deviation/Violation; Type 

(Deviation/Violation); Impact on Participant Safety; Impact on Data Integrity; Corrective Actions 

Taken; Preventive Actions Planned. 

 

 

APPENDIX K: Participant Request / Complaint Form 

[FORM: Research Participant Request / Complaint Form — current version maintained by ISERC 

Secretariat] 

Form fields include: Complainant Contact Information (optional); Protocol Reference Number; 

Nature of Request/Complaint; Description; Actions Requested; ISERC Response; Outcome. 

 

 

APPENDIX L: Institutional Authorization Agreement (IAA) — Template 

A 

Agreement to Cede IRB Review to MTRH/MU-ISERC 

This Agreement is entered into by and between: 

Name of Institution Ceding Review (Relying Institution): _________________________ 

FWA Number (if applicable): _________________________ 

AND 

Name of Institution Providing Review (IRB of Record): Moi Teaching and Referral Hospital / Moi 

University (MTRH/MU) 

ISERC Registration Number: _________________________ 

This agreement applies to the following research protocol: 

Study Title: ________________________________________________________________ 

MTRH/MU-ISERC Protocol Number: _________________________ 

Principal Investigator (at IRB of Record): _________________________ 

Site Investigator (at Relying Institution): _________________________ 

Sponsor/Funding Agency: _________________________ 

Terms of Agreement 

1. SCOPE AND PURVIEW: This agreement is limited to the specific protocol referenced above. 

2. RESPONSIBILITIES OF ISERC OF RECORD: (i) MTRH/MU-ISERC will follow its written 

procedures for reporting its findings and actions to the Principal Investigator, who is responsible for 
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communicating these to the Site Investigator at the Relying Institution. (ii) MTRH/MU-ISERC will 

perform the initial and continuing reviews of the protocol. 

3. RESPONSIBILITIES OF RELYING INSTITUTION: The Relying Institution remains responsible 

for ensuring compliance with MTRH/MU-ISERC's determinations and for the conduct of the study at 

its site. The Site Investigator is responsible for promptly reporting to the Principal Investigator any 

proposed changes to the research, unanticipated problems, or instances of serious or continuing non-

compliance. 

4. RESPONSIBILITIES FOR BOTH INSTITUTIONS: Both parties are primarily responsible for 

safeguarding the rights and welfare of research participants, which must take precedence over the 

goals and requirements of the research. 

5. TERM AND DURATION: This agreement becomes effective upon execution by both authorized 

officials and will remain in effect for the duration of this study, unless terminated in writing by either 

party with thirty (30) days' notice. 

6. FINANCIAL ARRANGEMENTS AND INDEMNIFICATION: (i) Costs: Each institution shall 

bear its own costs. (ii) Liability: Each institution shall be responsible for its own negligent acts or 

omissions, to the extent permitted by applicable law. 

7. COMPLIANCE WITH SOPs: The Relying Institution and its researchers shall comply with the 

MTRH/MU-ISERC SOPs. 

8. OBLIGATION TO UPDATE INFORMATION: The Relying Institution will provide written 

notification to the ISERC of Record promptly upon any material changes to the information provided 

as part of its participation in the Research. 

9. GOVERNING LAW: This agreement shall be governed by and construed in accordance with the 

Laws of Kenya. 

10. AMENDMENTS: This agreement may be amended only by a written agreement signed by 

authorized representatives of all parties. 

This document must be kept on file by both institutions and provided to regulatory authorities upon 

request. 

For the IRB of Record (MTRH/MU): 

Signature: _______________________________   Printed Name: _________________________ 

Title: _________________________ (e.g., CEO, MTRH or Principal, MUCHS)   Date: 

________________________ 

For the Relying Institution: 

Signature: _______________________________   Printed Name: _________________________ 

Title: _________________________ (Institutional Official with signatory authority)   Date: 

_________________________ 

 

 

APPENDIX M: Institutional Authorization Agreement (IAA) — Template 

B 

Agreement for MTRH/MU-ISERC to Cede Review to External IRB 

This Agreement is entered into by and between: 
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Name of Institution Ceding Review (Relying Institution): Moi Teaching and Referral Hospital / Moi 

University (MTRH/MU) 

FWA Number (if applicable): _________________________ 

AND 

Name of Institution Providing Review (IRB of Record): _________________________ 

ISERC Registration Number: _________________________ 

This agreement applies to the following research protocol: 

Study Title: ________________________________________________________________ 

MTRH/MU-ISERC Protocol Number: _________________________ 

Principal Investigator (at IRB of Record): _________________________ 

Site Investigator (at Relying Institution): _________________________ 

Sponsor/Funding Agency: _________________________ 

Terms of Agreement 

1. SCOPE AND PURVIEW: This agreement is limited to the specific protocol referenced above. 

2. RESPONSIBILITIES OF ISERC OF RECORD: (i) MTRH/MU-ISERC will follow its written 

procedures for reporting its findings and actions to the Principal Investigator, who is responsible for 

communicating these to the Site Investigator at the Relying Institution. (ii) MTRH/MU-ISERC will 

perform the initial and continuing reviews of the protocol. 

3. RESPONSIBILITIES OF RELYING INSTITUTION: The Relying Institution remains responsible 

for ensuring compliance with MTRH/MU-ISERC's determinations and for the conduct of the study at 

its site. The Site Investigator is responsible for promptly reporting to the Principal Investigator any 

proposed changes to the research, unanticipated problems, or instances of serious or continuing non-

compliance. 

4. RESPONSIBILITIES FOR BOTH INSTITUTIONS: Both parties are primarily responsible for 

safeguarding the rights and welfare of research participants, which must take precedence over the 

goals and requirements of the research. 

5. TERM AND DURATION: This agreement becomes effective upon execution by both authorized 

officials and will remain in effect for the duration of this study, unless terminated in writing by either 

party with thirty (30) days' notice. 

6. FINANCIAL ARRANGEMENTS AND INDEMNIFICATION: (i) Costs: Each institution shall 

bear its own costs. (ii) Liability: Each institution shall be responsible for its own negligent acts or 

omissions, to the extent permitted by applicable law. 

7. COMPLIANCE WITH SOPs: The Relying Institution and its researchers shall comply with the 

MTRH/MU-ISERC SOPs. 

8. OBLIGATION TO UPDATE INFORMATION: The Relying Institution will provide written 

notification to the ISERC of Record promptly upon any material changes to the information provided 

as part of its participation in the Research. 

9. GOVERNING LAW: This agreement shall be governed by and construed in accordance with the 

Laws of Kenya. 

10. AMENDMENTS: This agreement may be amended only by a written agreement signed by 

authorized representatives of all parties. 

This document must be kept on file by both institutions and provided to regulatory authorities upon 

request. 
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For the IRB of Record: 

Signature: _______________________________   Printed Name: _________________________ 

Title: _________________________ (e.g., CEO, MTRH or Principal, MUCHS)   Date: 

________________________ 

For the Relying Institution — MTRH/MU: 

Signature: _______________________________   Printed Name: _________________________ 

Title: _________________________ (Institutional Official with signatory authority)   Date: 

_________________________ 

 

 

APPENDIX N: ISERC Fee Schedule 

[FORM: ISERC Fee Schedule — current version issued annually by MTRH/MU-ISERC and 

approved by Institutional Authority] 

The fee schedule includes charges for: Initial Protocol Review; Expedited Review; Amendment 

Review; Continuing Review; SAE Review; Appeal Review. Progress reports do not attract fees. The 

fee schedule is issued separately from this SOP and updated annually. 

 

 

APPENDIX O: Vulnerable Population Review Form 

[FORM: Vulnerable Population Review Form — current version maintained by ISERC Secretariat] 

Form fields include: Protocol Reference Number; Identification of Vulnerable Populations; 

Justification for Inclusion; Assessment of Protections; PI Safeguarding Plan; Reviewer 

Recommendation. 

 

 

 


