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Standard Operating Procedure (SOP) for Registration of Randomized Controlled Trialy

(RC'TY)

Institution: Rashid Latif Khan University Medical College
Effective Date: July 2025

Prepared by: Convener RAC, Dr Maaz Ahmed

Approved by: Principal RLKUMC

1. Purpose

.~ This SOP provides a standardized framework for the registration, review, and approval of all

Randomized Controlled Trials (RCTs) conducted at RLKUMC. It ensures compliance with

ethical principles, national and international regulations, and institutional research standards,

2. Scope

This SOP applies to all faculty, postgraduate, and undergraduate students intending 1o conduct

RCTs involving human participants at RLKUMC

3. Definitions

« RCT (Randomized Controlled Trial): A study in which participants are randomly

assigned to groups to receive or not receive an experimental intervention.

PI (Principal Investigator): The individual responsible for the design and conduct of the

RCT.

. IRB/ERC: Institutional Review Board / Ethical Review Committee

Trial Registry: A publicly accessible database (¢.g., ClinicalTrials.gov, WHO ICTRP,
PAKTR)
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4, Responsibilities

Role Responsibility
Pl Develop protocol, seek approvals, register trial
Departmental Research Committee Initial review and recommendations

Institutional Ethical Review Committee|Ethical approval

Institutional Research Office Oversight, record keeping, registry coordination

5. Procedure

~

Step 1: Protocol Preparation

« Prepare a comprehensive RCT protocol including:
o Study title, hypothesis, objectives
o Study design, methodology, randomization & blinding method
o Sample size calculation
o Inclusion/exclusion criteria
o Informed consent process
o Data management and analysis plan
o Risk-benefit assessment

o Timeline and budget

o Investigator credentials and affiliations

Step 2: Departmental Review

Submit protocol to Departmental Research Committee.

Review for scientific merit, feasibility, and departmental support,
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* Incorporate suggestions before forwarding to IRB/ERC.

Step 3: Ethical Approval

«  Submit the reviewed protocol, informed consent forms, and PI's CV to the Institutional

Ethical Review Committee.
¢ Await approval letter, which is mandatory before registration or recruitment.
Step 4: Trial Registration

o Register the trial with a recognized clinical trial registry before enrolling the first

participant:
o PAKTR (Pakistan Registry of Clinical Trials) — preferred for local compliance
o ClinicalTrials.gov or WHO-ICTRP — if international registration is required
» Required documents for registration:
o Approved protocol
o Ethical approval letter
o Pl and co-investigators' profiles
o Funding source (if applicable)
Step 5: Institutional Registration

¢ Submit the following to the Institutional Research Office for official college

registration:
o Copy of trial registration confirmation
o Ethical approval letter
o Final protocol
o Pl details and declaration

» Receive an Institutional RCT Registration Code for internal tracking,
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Step 6: Monitoring and Reporting
«  Submit progress reports quarterly to the Institutional Research Office.
« Report any protocol amendments, adverse events, or early termination.
«  Submit final report and publication details afier completion.
6. Documentation and Record-Keeping
 Maintain records for at least 5 years after trial completion.
« All documents must be filed in both PI's research file and Institutional Repository.
7. Non-Compliance
Failure to register an RCT or obtain ethical approval prior to commencement may result in:
« Suspension of the project
¢ Disciplinary action
« Rejection of data for publication or thesis
8. References
e ICH-GCP Guidelines
« Pakistan Medical & Dental Council (PMDC) Ethical Guidelines
« Declaration of Helsinki
« HEC Rescarch Ethics Policy
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