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PROTOCOL FOR INSTITUTIONAL REVIEW BOARD (IRB)

1. Protocol Submission and Review
1 1 Researchers shall submit research protocols to the IRB through the IRB Application form.

1 2 The IRB shall review protocols within a month of submission, considering the level of risk
involved
1 3 The IRB shall conduct initial reviews for all protocols to ensure compliance with ethical

standards, regulatory requirements, and the IRB policy
1 4 Expedited review procedures may be used for minimal risk studies as determined by the IRB

Chairperson

2. Conflict of Interest Management
2 11RB members shall disclose any potential conflicts of interest related to the research under

review

2 2 The IRB Chairperson or designated official shall assess the disclosed conflicts of interest and
determine the appropriate course of action

2 3 Members with conflicts of interest may be excluded from reviewing or voting on the

research protocol in question

3. Informed Consent Process
31 Researchers shall develop an informed consent process consistent with ethical standards

and regulatory requirements provided in IRB application form.
3 2 The IRB shall review and approve the informed consent documents before participant

recruitment

3 3 The IRB shall ensure the informed consent process includes adequate information about

risks, benefits, alternatives, and participant rights

3 4 In cases where waivers or alterations of informed consent are requested, the IRB shall

review and make determinations based on regulatory criteria
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4. Communication and Conflict Resolution

4.1 The IRB shall promptly and fairly address and resolve conflicts or disagreements arising
during the review process promptly and fairly.

4.2 Communication channels, such as email or designated meetings, shall be used to facilitate
timely and efficient communication.

5. Quality Assurance

5.1 The RLKUMC IRB policy is consistent with all applicable national laws, regulations, and
RLKUMC policies governing the protection of human research subjects.

6 Respect for Autonomy and Informed Consent
6.1 Researchers must respect the autonomy and dignity of research participants, ensuring their

voluntary participation.

6 2 Informed consent shall be obtained from all participants, providing clear and
understandable information about the research purpose, procedures, risks, benefits, and their
right to withdraw without penalty.

6.3 Informed consent forms and processes shall be reviewed and approved by the IRB.

7. Beneficence and Non-Maleficence

7.1 Researchers should prioritize research participants' well-being, safety, and welfare.
7.2 Research protocols shall be designed to minimize risks and potential harm to participants

while maximizing potential benefits.

7.1 Justice and Equity
7.1.1 Researchers shall ensure fairness in selecting and recruiting research participants,

avoiding discrimination or bias

7.1.2 Research benefits and burdens should be distributed equally among participants and

society.

7.2 Privacy and Confidentiality

7.2.1 Researchers shall protect the privacy and confidentiality of research participants' personal

information.

7.2.2 Measures should be provided by researchers in IRB applications regarding how they will

safeguard participant data during data collection, storage, analysis, and dissemination.
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7.2.3 Data sharing or publication should be done in a manner that does not compromise

participant confidentiality.

7.3. Scientific Integrity

7.3.1 Researchers shall uphold the principles of scientific integrity, including honesty, accuracy,
transparency, and objectivity.

7.3.2 Fabrication, falsification, or plagiarism in research activities is strictly prohibited.

7.3.3 Researchers shall comply with relevant guidelines and best practices for data

management, analysis, and reporting.

7.4 Animal Welfare (Where applicable)
7.4.1 Researchers working with animals must adhere to relevant ethical guidelines and

regulations for animal care, use, and treatment.

7.4.2 Animal research protocols should prioritize animal welfare and minimize potential

suffering or harm.

7.4.3 The use of animals in research should be justified, and alternatives to animal models

should be considered whenever possible.

8. Policy Review and Revision

8.1 The IRB policy shall be reviewed and revised at-least every three years to reflect changes in

laws, regulations, and ethical standards.

8.2 Proposed revisions to the IRB policy shall undergo review and approval by the appropriate

institutional authorities.

8.3 Updated versions of the IRB policy shall be communicated to all relevant stakeholders.
9, Composition of RLKUMC Institutional Review Board

Dr. Zoofishan Imran (Convenor)

Dr. Umer Saeed (Member)

Dr. Muhammad Irfan (Member)

Mr. Muhammad Rizwan Atta (Secretary)
Dr. Farzana Faiz (Member)

Mr. Pervaiz Arif, Community Worker (Member)
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9. Responsibility Metrics (Institutional Review Board)

* Process

b
Protocol Submission and Review

Timeline

Responsibllity

Within one month of
submission

[ Data Collection

RLKUMC IRB

After ethical approval

Informed Consent

+

Respect for Autonomy

(Plan to be provided in IRB application
for approval)

Before enrolling participants

The IRB shall process the

application within one month
‘ of submission. I

Researcher

Researcher

RLKUMC IRB

lﬁormed Consent Before enrolling participants Researcher
& Beneficence and Non-Maleficence The IRB shall process the RLKUMC IRB
(Plan is provided in IRB application for | application within one month
approval) of submission. |
Policy Review Every Three years RLKUMC IRB
v o 3
& | ]
1AW

gy,

PAEITCAL & DENTAL COLTEGH
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PROTOCOL FOR DATA COLLECTION

1. Introduction and Ethical Approval
1.1 Researchers must obtain approval from the RLKU Medical College Institutional Review

Board (IRB) before initiating data collection activities.

1.2 Researchers should submit their research protocols, including data collection procedures, to
the IRB for review and approval using IRB form annexure.

1.3 Data collection activities should commence only after receiving IRB approval.

2. Informed Consent

2.1 Researchers must obtain informed consent from participants before collecting personally

identifiable information.
2.2 Informed consent forms should clearly explain the purpose of data collection, the nature of
the research, potential risks, and participants' rights.

2.3 Informed consent should be appropriately documented and securely stored.

3. Privacy and Confidentiality
3.1 Researchers must ensure the privacy and confidentiality of research data.

3.2 Measures should be implemented to protect the identity and sensitive information of
participants.

3.3 Data should be anonymized or de-identified whenever possible to minimize the risk of
identification.

3.4 Access to research data should be restricted to authorized personnel only.

4, Data Security
Following data security will be ensured during IRB approval:

4.1 Researchers must implement appropriate security measures to protect research data from
unauthorized access, loss, theft, or misuse.

4.2 Data should be stored on secure servers or encrypted devices.

4.3 Regular backups of research data should be performed.

4.4 Strong passwords and access controls should be implemented to protect research data.
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5. Data Retention
5.1 Research data should be retained for one year period, and the plan must be stated in the

IRB application form or funding agency guidelines in case the project is outsourced.

5.2 Researchers should develop data retention plans and ensure proper archiving to maintain

the integrity and accessibility of research data.

6. Data Sharing and Transfer
The data is solely the property of RLKUMC in case the research done at RLKUMC, however:

6.1 Researchers may share research data with collaborators or external parties for legitimate
purposes, subject to appropriate data-sharing agreements and legal requirements.
6.2 Data sharing should comply with applicable privacy and confidentiality standards.

6.3 Secure methods, such as encrypted file transfers or secure data-sharing platforms, should

be used for data transfer.

7. Data Disposal
7.1 Researchers should securely dispose of research data and associated records once the
retention period has expired or when data is no longer required.

7.2 Data disposal should follow appropriate protocols, such as shredding physical documents or

permanently deleting electronic files.

8. Review and Updates
8.1 After every three years data Collection Policy shall be reviewed, updated, and

communicated to all relevant stakeholders to reflect changes in applicable laws, regulations,

and best practices in data protection and privacy.
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9, Responsibility Metrics (Data Collection)

Process Timeline Reéponslbility

Ethical Approval Within one month of RLKUMC IRB
submission

Informed Consent Before enrolling participants | Researcher

Privacy and Confidentiality (Plan to be | Within one month of RLKUMC IRB

provided in IRB application for submission of the IRB

approval) application

Data Security & Retention Within one month of RLKUMC IRB

(Plan to be provided in IRB application | submission of the IRB

for approval) application

Data Disposal When data is no longer Researcher & RLKUMC B
required
Plan approved by IRB

Data Sharing RLKUMC project: Permission RLKUMC and or external
from RLKUMC collaborators
External project: As per data-
sharing agreements

Policy Review & Update Every Three years RLKUMC IRB
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PROTOCOL FOR RESEARCH PUBLICATION

1. Manuscript Preparation and Submission
1.1 Researchers should prepare manuscripts for publication in accordance with the guidelines

of the selected publication outlet

1.2 Manuscripts should be written clearly, concisely, and scientifically rigorously, adhering to

ethical guidelines and research reporting standards.

1.3 Researchers should ensure that all co-authors have reviewed and approved the final

manuscript before submission.

2. Selection of Publication Outlets

2 1 Researchers should choose reputable, peer-reviewed journals, conferences, or other

appropriate publications channels based on the research’s relevance, scope, and quality.

2.2 Consideration should be given to the target audience, impact factor, indexing, and visibility

of the publication outlet.

2.3 Open access and accessibility of research publications should be considered to maximize

dissemination and knowledge sharing

3. Review Process
3.1 Researchers should comply with the review process of the selected publication outlets,

including the submission of research manuscripts for peer review.

3.2 Researchers should respond to reviewers' comments and suggestionsin a timely and

respectful manner, addressing them appropriately to improve the quality of the manuscript

3.3 The Research Advisory Committee may provide guidance and support during the

manuscript review process, including assistance with responding to reviewers' comments.

4. Intellectual Property Rights
4.1 Researchers should respect intellectual property rights and copyright laws.
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4.2 Proper attribution, permissions, and licensing should be ensured when using copyrighted

material in research publications, such as figures, tables, or text excerpts.

4.3 Researchers should seek permission from copyright holders when reproducing substantial

portions of previously published works.

5. Data Sharing and Reproducibility
5 1 Researchers are encouraged to share research data, methods, and materials to facilitate the

reproducibility and transparency of research findings.

5.2 Data sharing should comply with relevant privacy and confidentiality requirements and

follow appropriate data sharing agreements or repositories.

5.3 Researchers should provide sufficient documentation and information to enable other

researchers to reproduce their research findings

6. Authorship Disputes and Misconduct
6.1 The IRB shall provide guidance and support in resolving authorship disputes or allegations of

research misconduct related to publication activities

6.2 Researchers should adhere to established authorship criteria, ensuring that individuals who

have made substantial contributions are appropriately acknowledged as co-authors

6 3 Allegations of research misconduct, such as plagiarism, data fabrication, or falsification,
should be reported to the IRB for investigation and appropriate actions.

7. Reporting and Dissemination Support

7 1 The Research Advisory Committee may provide support and resources to researchers for

reporting and disseminating research findings

7.2 Researchers should inform the Research Advisory Committee about their accepted

publications
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8. Review and Updates

8 1 After every three years Research Publication Policy shall be reviewed and updated to reflect

changes in laws, regulations, and best practices in research publication.

8 2 The RLKUMC academic council shall review and approve proposed policy revisions

8 3 Updated versions of the Research Publication Policy shall be communicated to all the

departments

9. Responsibility Metrics (Research Publication)

Process

= 2
1 Timeline

Respo'n'sibiili'ty

Manuscript Preparation and

‘ ' submission

i Selection of Publication Qutlet

|
Intellectual Property Rights
| (permissions and licensing)

Review Process

Data Shanng and R'epvc;ducubnlrniy

7A1Tthorsh|p Disputes ;nd I\hxroﬁdu(l

Policy Review & Update

7o be decided by the

researcher

' Tobe douaod by the
researcher

A During the submission of the

manuscript

To be set by Publication Outlet

Researcher

Reéear(her.
selection of PMDC/HEC-

| approved Journals

Researcher

Publlcalloﬁ Outlet

To be set by Publication Outlet
During the submission of the
manuscript

fvery Three years

Researcher

RLKUMC IRB

|

| RLKUMC IRB
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STANDARD OPERATING PROCEDURES (SOPS)

1. PROTOCOL FOR STUDENT RESEARCH
1 Introduction

1.1 This document outlines the Standard Operating Procedures (SOPs) to be followed by

undergraduate medical students of RLKU Medical College participating in research projects.

1.2 The SOPs aim to provide a structured approach to conducting research, ensuring the quality
and ethical integrity of the studies undertaken by students.

2. Research Project Selection

2.1 Students are encouraged to explore diverse medical science research topics, encompassing

*basic science and clinical research areas.

2.1 The students will have choice to either select the research topic or the assigned research

supervisor from the faculty will provide the research toplc.

2.2 Each student or group of students should prepare a research proposal with the assistance of

the research supervisor, including a clear research question, study design, methodology and an
ethical statement.

.

2.3 The topic selection exercise will be completed within three months of the start of academic
session.
3. Research Supervisor Selection

.3.1 RLKU Research Advisory Committee, in consultation with the faculty, will assign students to

the research Supervisor who will guide and supervise the student’s research project.

3.2 Primary Research Supervisor should be at least Assistant Professor with expertise in the

chosen research area. However, the demonstrator can be taken as a second supervisor.

4, Research Project Duration

*4.1 The duration of each research project may vary based on the complexity and scope of the

study.
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4.2 Students must complete their research projects within the designated academic year.

5. Research Ethics
5.1 Research projects involving human subjects must obtain approval from the RLKU Institutional

Review Board (IRB) before commencing the study.

5.2 Approval from the Institutional Review Committee of the University of Veterinary & Animal

Sciences UVAS, Lahore, is mandatory for research involving animals.

5.3 Students must adhere to RLKU ethical guidelines stated in RLKU Research policy and ensure

the confidentiality and privacy of research participants.

6. Data Collection and Analysis

6.1 Data collection methods should be rigorous, well-documented, and aligned with the research

objectives.

6.2 Students should analyze the collected data using appropriate statistical methods and

software.

7. Research Report

7.1 At the conclusion of the research project, students should submit a comprehensive research

report.

7.2 The research report should include an abstract, introduction, methodology, results and

discussion, conclusion, and references.

7.3 The format and writing style should comply with the guidelines provided by the Research

Committee.

8. Research Presentation

8.1 Students will present their findings during a designated research presentation day.

8.2 Presentations should be well-structured, engaging, and professionally delivered.
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8.3 After the presentation, there will be a question-and-answer session to evaluate the student's

understanding and engagement with the research.

9. Students' Research Activities

9.1 Program Integration and Progression:

9.1.1 The research education program is an integral part of the MBBS curriculum at RLKU Medical

College.

9.1.2 The program spans from the first to the final year of MBBS and is integrated into the

modular structure.

9.1.3 Each year's research content builds upon the previous year's knowledge and skills, ensuring

a seamless learning progression.
9.2 Faculty Expertise and Guidance:

9.2.1 Competent faculty members with research expertise will be designated as research

supervisors.

9.2.2 Supervisors will guide students through research-related activities, provide clarifications,

and offer constructive feedback.

9.2.3 Faculty members will actively engage students in discussions and workshops to enhance

their understanding of research concepts.

9.3 Research Dissemination and Recognition:

9.3.1 Exceptional research projects may be showcased at college events or medical conferences.
9.3.2 Meritorious research endeavors will be acknowledged through certificates and awards.

9.3.3 Encouragement for students to submit their research for publication and contribute to

medical knowledge.
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10. Recognition and Awards

10.1 Outstanding research projects may be recognized and awarded during annual college events

or research symposiums.

10.2 Cenrtificates and awards will be presented to student researchers for their valuable

contributions.

11. Conclusion

The SOPs for Student Research at RLKU Medical College aim to ensure a standardized and ethical
approach to research projects undertaken by undergraduate medical students. By following

these procedures, students will be able to conduct meaningful research, contribute to medical

science, and develop essential skills for their future careers as healthcare professionals.

12. Responsibility Metrics (Student Research Activities) 7 ™ T
/s
| Process ]Timeline Responsibility l
Research Supervisor Selection Within three months of the | RLKU Faculty ‘J
start of the academic session” | R,
- : \ ¢ A 1 f ! 'A : N { [
| Research Project Selection [ 2 months after th T students & Faculty’ l
| Supervisor's selection
Project Duration ﬁ.—3-6 months Students & Faculty
|
| Data collection 1-4 months Students
R !
; Research Analysis & Presentation | Two months after data [ Students
, | collection
, | SR N
| Students Research Activities | Throughout Academic year Research Advisory
L | Committee
| Research findings dissemination End of the academic year Research Advisory
i ‘ | Committee
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PROTOCOL FOR MULTIDISCIPLINARY RESEARCH

1. Objective and Scope
1.1 Promote collaborative and innovative research to address complex medical challenges.

2. Interdepartmental Research

2.1 Encourage researchers from diverse disciplines to express interest in collaborating on
specific projects.

2.2 Define the roles and responsibilities of team members, project leaders, and project
coordinators

3. Project Proposal and Approval
3.1 RLKUMC Research committee will assess the proposed projects' feasiblility and potential
impact.

3.3 The IRB will ensure that projects involving human subjects or sensitive data receive ethical
approval before implementation.

4. Collaborative Environment:

4.1 Encourage establishing a collaborative research environment by organizing regular
interdisciplinary research seminars, workshops, and networking events.

4.2 Promote open communication and knowledge-sharing among researchers from different
disciplines.

5. Cross-Training and Skill Development:
5.1 Encourage researchers to participate in cross-disciplinary training programs and workshops.

5.2 Facilitate opportunities for skill development in areas relevant to multidisciplinary research.

6. Knowledge Exchange and Dissemination:
6.1 RLKUMC will encourage researchers to present their multidisciplinary findings at

conferences, symposiums, and other relevant platforms.
6.2 Facilitate the publication of research outcomes in reputable journals,

7. Ethical Considerations:
7.1 Address ethical concerns related to multidisciplinary research involving human subjects or

sensitive data (addressed in IRB policy).

7.3 Ethical consideration guidelines are prepared (refer to ethical consideration policy) to
ensure the ethical conduct of research and protect participants' rights.
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7.3 Ethical consideration guidelines are prepared (refer to ethical consideration policy) to
ensure the ethical conduct of research and protect participants' rights.

8. Community Engagement:
8.1 Encourage researchers to engage with the local community to identify pressing health

issues through community outreach programs.

8.2 The RLKUMC community outreach programs will Support the development of context-
specific solutions in collaboration with community stakeholders.

9. Policy Review and Updates:
9.1 The policy will be reviewed every three years to ensure the multidisciplinary research policy

remains relevant and practical.
12.1  Update the policy as needed based on feedback from the faculty, students, emerging
trends, and changing research needs.

10. Implementation and Compliance:

10.1 Clearly communicate the multidisciplinary research policy to all relevant sta eholders
within RLKU medical college. /

10.2  Ensure compliance with the policy guidelines and procedures

10.3 By implementing these SOPs, RLKU medical college can promote multldlsuphnary

h
research, foster collaboration, and advanrce\r'necrlicalLl);n?wrleltsJ e, a[\d p@?ﬁg‘?"g

innovative solutions to complex health’ challenges

11. Responsibility Metrics (Multidisciplinary Research)

Process Timeline Responsibility
Project Proposal and Approval | Within one month of ——i—RLKUMC IRB
submission
Collaborative Environment Every Six months Research Advisory
(Organizing seminars & workshops) Committee
[Te:ults Dissemination Seminar Within a month of project Research Advisory
(Multidisciplinary Projects) completion Committee
Ethical Approval in Multidisciplinary | Within one month of project | RLKUMC IRB |
Projects submission _J
Research findings dissemination End of the academic year Research Advisory
Committee
Policy Review Every Three years Research Advisory B
Committee
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