Process Owner

Version Effective Date Approved by

Ethics Review Committee 2/2 27.08.2024 (Research Cell) 70th Senate, 27th August 2024

101st Council , 21st November
2024

Standard Operation Procedure
Ethics Review Committee
Sri Lanka Technology Campus

Faculty of

* § Postgraduate Studies
5 = :
and Research




Process Owner

Version

Effective Date

Approved by

Ethics Review Committee

2/2

27.08.2024 (Research Cell)

70th Senate, 27th August 2024
101st Council , 21st November
2024

Standard Operating Procedure for Ethics Review Committee —Sri Lanka Technology Campus

(ERC-SLTC)

1. Purpose: To promote ethical conduct and ensure integrity of research studies at Sri
Lanka Technology Campus
2. Organogram

3. Function of the Ethics Review Committee

3.1. ERC shall act as an independent review body in the campus

3.2 ERC shall provide independent, impartial, timely ethics review on projects
involving human subjects that are received by the researchers attached to Sri Lanka
Technology Campus.

3.3. ERC shall review the projects received only by all the faculty members and the
students of Sri Lanka Technology Campus.

3.4. Student projects shall be forwarded through an internal faculty member to ERC
who is designated as the principal investigator.

3.5. ERC shall review the research protocols in accordance with the guidelines
provided by Forum of Ethics Review Committee Sri Lanka (FERCSL).
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3.6. The human research projects include research involving medical devices, medical
radiation & imaging, biological samples, medical records, clinical databases,
epidemiological, social and psychological investigations on human subjects

3.7. The applications for SLTC projects will not be subjected for a processing fee by
ERC.

4. Terms of Reference

4.1. Consideration of written applications on the projects involving human
participants from the internal faculty members and the students of Sri Lanka Technology
Campus.

4.2. Providing an independent review on the research projects involving human
participants.

4.3. Be available to the internal researchers for consultation on ethical Ethics Review
Committee Guidelines.

4.4, Developing standard operating procedures (SOP) for ethics review and
ethical conduct of research, within the limits of national/international guidelines

4.5. Conducting and promoting education and training in research ethics for the
internal undergraduate and postgraduate students.

4.6. Educating and training ethics review committee members to ensure the quality
and consistency of ethics review.

4.7. Liaise with other Ethics Review Committees in the country in matters of common
interests.

5. Composition of the ERC
5.1. Composition of the ERC is based on the guidelines provided by FERCSL in

accordance with multidisciplinary, multispectral, and pluralistic involvement with
attention to age and gender balance

5.2. Number of members shall range from 7 to 15

5.3. Composition shall consist of non-medical scientists, medical scientists, legal
person/s and a lay member/s.

5.4, The chairperson and the secretary shall be elected by the members.

5.5. Appointment of all the internal and external members (Outside of Sri Lanka

Technology Campus) is approved by the Research Cell (RC) and the information is
passed to the Faculty of Postgraduate & Research followed by the Senate.

5.6. Approval of the external members is confirmed by the Campus Senate

5.7. When required, the ERC shall seek advice and assistance from appropriate
independent external reviewers to assist with the review of a proposal. Such person(s)
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shall be required to provide an undertaking of confidentiality and shall not be entitled to
vote on any matter.
5.7.1. Responsibilities of the members

5.7.1.1. Responsibilities of a member

Attend meetings regularly. Those who are unable to participate
meetings in person, can join the meetings through videoconferencing
or teleconferencing with prior notice.

Remain independent, impartial, and objective

Maintain confidentiality with regard to all matters pertaining to the
ERC.

Disclose conflicts of interests and where a conflict exists, refrain from
reviewing, and leave the room during deliberations and voting.

Lead the discussion and summarize in order to make decisions at full
board meetings.

Decide by vote or consensus, whether to approve, request revisions,
not approve or defer studies following deliberation at full board
meetings.

Keep up-to-date with national and international research ethics and
regulatory guidance.

5.7.1.2. Responsibilities as the Chairperson

Conduct all meetings of the ERC according to the SOPs and provide
guidance to ERC members.

Periodically review existing policies and formulate new ERC policies
and guidelines in consultation with the members of ERC.

Review applications, progress reports, and monitor studies whenever
required.

5.7.1.3. Responsibilities of Secretary

Organize the meetings, maintain records and arrange
communications with all concerned.

Prepare the minutes of the meetings, attend to general
correspondence with applicants and get it approved by the
Chairperson before communicating with the members /applicants.
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e Ensure that membership files are current and up-to-date. Assign
primary reviewers for applications in consultation with the
Chairperson and co-ordinate the review process.

e Summarize the discussion after each protocol during the board
meeting, review of progress reports, and monitor studies whenever
required.

5.7.1.4. Lay person and legal person (Other than the above TOR as

a member they are expected to represent the public opinion and
specifically review the how the author elicits the informed
consent and to review the information sheet and the consent
form. Legal person should review regulatory related matters
along with the other ethical issues related to the study. However,
they shall review the validity of the proposal as a whole.

6. Appointment of the Members to ERC

5.1.  Allthe appointments of the ERC members are approved by the Research Cell whilst the
external members are confirmed by the Campus Senate.

5.2.  Members of the ERC will be recruited by an open call for the academic staff members
.Nomination of the external members will be passed to Campus Research Cell as a memo.

5.3. Members must be recruited based on the knowledge and the experience, not by the
position that they held in the organization.

5.4.  All the members shall provide a short curriculum vitae to the ERC

5.5.  Allthe members shall sign a confidential agreement and a conflict of interest.

5.6.  Upon the appointment, all the members will be provided a copy of the standard
operating procedure.

5.7.  Appointment will be given for a period of 2 years with reappointment.

5.8.  All the members shall attend the meetings and in absence, it should be notified to the
secretary prior to the meeting

5.9. Membership will lapse if a member fails to attend three consecutive meetings barring
exceptional circumstances.

5.10. A member may resign from the position within two weeks of notice period.

5.11. All the members are encouraged to attend the workshops/ training sessions when
conducted

7. Review Process

Applications are reviewed based on regular and accelerated mode on double blind (expedite )
review or full board review.
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Note: Applications will be reviewed on immediate basis to support the

researchers. Below mentioned timeline is kept for the ERC’s references.

Applications are
submitted to the
email
sltc_ERC@sltc.ac.lk

Secretary of ERC makes

sure that the

documents are in order

If there is any missing
document, the
documents are

requested from PI
within 2 business days

Applications will be forwarded to
the nominated reviewers.

If the application is of high risk
level, review is presented to a

full committee review

Secretary will provide the
summary and the applications
will be forwarded to the full
board of ERC to nominate the
reviewers (email
communication)

The documents are
stored in SLTC-ERC
Google drive as Zipped
documents and a unique
number is provided

Review time for one
application is 7
business days

A full board will
be called to
discuss the
reviews and
provide the

decisions.

Written appeal
requests are
discussed and the
decisions are
provided
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Timeline of the review process and the final decision

Week

Week 01

Week 02 Week 03

Week 04

Number of working
days allocated for
each task

14| 15| 16| 17| 18| 19

20

Receiving
Applications
e Reviewingthe
documents
that they are
in order
®  Preparation of
summary

Allocation of internal
and external
reviewers by full
board of ERC

Reviewing the
applications

Discussion of the
decisions and final
approval- ERCBoard
Meeting

Receiving appeals
made by the
applicants

Discussion of the
appeals

Applications are
received everyday

Cycle (Application to
Certificate) is approx
15 days

Risk level according
to FERCSL guideline
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Documents required are;

7.7.1. Cover Letter

7.7.2. Consent Form (English/ Sinhala/ Tamil)

7.7.3. Information Sheet (English/ Sinhala/ Tamil)

7.7.4. Research proposal

7.7.5. Check List

7.7.6. Study Instrument (Questionnaire/ Survey/ Tests/ Checklists)
7.7.7. CVs of all the investigators

7.7.8. Reviewer’s report

8. Conducting the Meeting
8.7. Meeting is conducted every month with prior notice to the members
8.8. Quorum is designated as 50% and if the quorum is not met , the meeting is called
off by the chairperson
8.9. Chairperson shall call forimmediate meetings when required.

9. Decision of the applications
9.7. Decisions are categorized as approved, conditionally approved, resubmission
and rejected
9.8. Principal investigator must submit a written application if there are deviations to
the approved protocol

10. Progress Report Submission

10.1. Approvals are generally given for 1 year. Progress reports have to be submitted by
the applicant in the middle of the study and the end of the study.
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Sample Consent Form - Ethical Clearance Committee (ECC)

1. Ethical Clearance Ref
No:

2. Title of the project:

3. Consent of the Participant (To be completed by the participant (Please tick the appropriate box))

Description Yes No

Have you read the information sheet which is in your mother language?

Have you had an opportunity to discuss this study and ask questions?

Have you received enough information about the study?

Have you had satisfactory answers to all your questions?

Sections of your medical notes, including those held by the investigators relating
to your participation in this study may be examined by other research assistants.
All personal details will be treated as TRICTLY CONFIDENTIAL. Do you give your
permission for these individuals to have access to your records?

Do you understand that you are free to withdraw from the study at any time?

Have you had sufficient time to come to your decision regarding participation?

Do you agree to take part in this study?

Who explained the STUAY 10 YOU? ...ttt ettt ee e e ete st e e e e es b s asensateatestesnnes

Full name (IN BIOCK CAPITal) = cuocueieierieice ettt sttt et et ee et st et s s st st ebesbeseabessrssnsetenssenseseanan
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1. Ethical Clearance
Ref No:

2. Title of the
project:

3. Declaration

/WE...oiiie et (name of principal investigator/s), a
......................................................................................................................... (designation) attached to
........................................................................................... (institute/s of affiliation) would like to invite

non-technical term) conducted by.........ccooiiiiiiii (Names of
Investigator) at

4. Purpose (The objective/s of the study in non-technical terms):

5. Type of research intervention; Explain what type of intervention that will be undertaken

6. Participation selection; State why this participant has been chosen for this research

7. Voluntary participation

Your participation in this study is voluntary. You are free to not participate at all or to withdraw from
the study at any time despite consenting to take part earlier. There will be no impact on the
rights/services which you are otherwise entitled. If you decide not to participate or withdraw from the
study you may do so at any time.

8. Procedure and protocol.

Describe or explain the procedure that will be followed on a step by step. Explain what you expected
them to do. Write “we would like to ask you to ......."”. Explain what is routine and what is
experimental.

If it is a clinical trial - provide information on the trial drug (name). Which phase of the trial. Why you
compare or test this new drug. Explain known information /experience of the trial drug.
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Annexure of the Research Proposal (7.7.4)

1. Title

2. Introduction

3. Objectives

3.1. Main objective:
a. Specific objectives:

4. Justification

5. Review of Literature (Optional)

6. Methodology

6.1. Study Design

6.2. Study Setting

6.3. Duration of the study

6.4. Study Population

6.5. Sample size and calculation

6.6. Inclusion criteria

6.7. Exclusion criteria

6.8. Study Instrument

6.9. Sampling/Recruitment Procedure

6.10. Description of Procedures
6.10.1 Data Collection Method
6.10.2. Sample collection Method
6.10.3. Prototype Development

6.11. Data Analysis
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7. Definition of intervention / main exposure variable
8. Definition of primary outcome

9. Main ethical issues

10. Budget

Resource Cost in LKR
Requirement approx.

11. Gantt Chart

12. Dissemination of Results

13. References
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Title of the Research:

Type of the review:

Expedited/Regular

Name of the Applicant/s:

(Mark “#"” in the appropriate box)

No Description To be marked | For office
by applicant use

Cover letter signed by the applicant

Completed and signed application form

1

2

3 | Research proposal

4 | Study instruments in English

43 | Study instruments Sinhala translation (if relevant)

4b | Study instruments Tamil translation (if relevant)

5 | Information sheet in English

5a | Information sheet Sinhala translation (if relevant)

5b | Information sheet Tamil translation (if relevant)

6 | Consent form in English

6a | Consent form Sinhala translation (if relevant)

6b | Consent form Tamil translation (if relevant)

7 | Review sheet filled with the column for page Number/s in
proposal/protocol
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1. Title of the Research:

________________________________________________________________________________________________________________|
2. Type of the Review: Expedited/Regular

Note: Indicate the page number of the proposal/protocol where each issue is addressed in
your research proposal. If a particular issue is not relevant to your study indicate that as ‘NA’.

3. Social Value

Reviewer Evaluation

L Page Number/sin
No Description Acceptable
Proposal/protocol Comments
Yes | No | N/A

i. Benefits of the study to the
community/society

ii. | Plan for dissemination of study
findings

iii. | The scientific importance of the study

4. Scientific Validity

Reviewer Evaluation

Page Number/sin
Acceptable

Proposal/protocol Comments
Yes | No | N/A

No Description

i. Research problem

ii. Research questions/hypothesis

iii. Objectives

iv. Study setting

V. Study design and interventions

Vi. Study population (giving inclusion-
exclusion criteria)

vii. | Sample size

viii. | Sampling method

iX. Measurements/variables

X. Study instruments

Xi. Procedures to ensure the quality of
data

Xii. Plan for analysis

xiii. | Ethical considerations

xiv. | Budget (if relevant)

Xv. | Work plan and time frame
__________________________________________________________________________________________________________________________________________________|
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