STANDARD OPERATING PROCEDURES

ETHICS REVIEW COMMITTEE
FACULTY OF MEDICINE
UNIVERSITY OF COLOMBO

Version 2.2

NOVEMBER 2009






STANDARD OPERATING PROCEDURES
ETHICS REVIEW COMMITTEE
FACULTY OF MEDICINE, UNIVERSITY OF COLOMBO






TABLE OF CONTENTS

SOP 001: ERC function

SOP 002: Membership composition

SOP 003: Appointment of members

SOP 004: Orientation of new members

SOP 005: Submission procedure for new applications

SOP 006: Processing of applications for review

SOP 007: Preparation of agenda

SOP 008: Conduct of meetings

SOP 009: Consideration of applications for ethical review by the ERC
SOP 010: Preparation of minutes

SOP 011: Exempt from review and Expedited review

SOP 012: Notification of decisions of the ERC for new applications
SOP 013: Submission of amendments / extensions to approved projects
SOP 014: Handling of adverse events

SOP 015: Monitoring of approved research projects

SOP 016: Complaints about the conduct of a research study

SOP 017: Complaints concerning the ERC’s review process

SOP 018: Complaints concerning the ERC’s rejection of an application
SOP 019: Handling of multi-centre research

SOP 020: Record keeping

SOP 021: Authorised Prescriber applications

SOP 022: Handling of conflicts of interest

SOP 023: ERC reporting requirements

SOP 024: Review of SOPs and Terms of Reference

Attachment A: Standard letter for ERC of acknowledgement of new applications
Attachment B: Standard letters for ERC approval of a new application
Attachment C: Standard letters for ERC approval of an amendment

Attachment D: Standard letter for ERC request for additional information

Attachment E: Standard letter for ERC rejection of new application

o U W =

13
15
17
19
23
25
31
33
35
37
39
43
45
67
49
51
53
55
57
59

61

65

67

69



Attachment F: Standard letter for expedited ERC approval of new application
Attachment G: Standard letter for reporting of serious adverse events

Attachment H: Standard Letter for exempt from ethics review of new application

Revision History

71

73

75

77



Colombo ERC —Standard Operating Procedures

Reference Number: SOP 001

Last Revised: April 2009

Subject: ERC function

Purpose: To describe the overall function and scope of responsibilities of the

ERC

OVERALL FUNCTION

1. The primary objective of the Ethics Review Committee (ERC), Faculty of Medicine,
University of Colombo is to protect the mental and physical welfare, rights, dignity
and safety of human participants and animals used in research, to facilitate ethical
research through efficient and effective review and monitoring processes, to
promote ethical standards of human and animal research and to review research in
accordance with the Guidelines of the Forum of Ethics ReM@mmittees in Sri

Lanka(FERCSL Guidelines) and relevant national and international guidelines.

SCOPE OF RESPONSIBILITIES
1. The functions of the ERC are:
i To provide independent, competent and timely review and monitoring of
human research projects in respect of their ethical acceptability.
ii. To provide ethical oversight, monitoring and advice for human and animal
research projects.
iii. To prescribe the principles and procedures to govern human research

projects including those involving human tissue and/or personal records.

2. Research proposals where the research is conducted by students or staff of the
University of Colombo and involves patients or clients of University of Colombo shall

be reviewed by the ERC.

This term of reference does not prohibit the institution from accepting an ethical
approval undertaken by another ERC as a sufficient ethical approval to allow the
institution to approve the commencement of the project.
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3. Human and animal research projects may include, but are not limited to, research
involving pharmaceuticals, medical devices, medical radiation and imaging, surgical
procedures, biological samples, medical records, as well as epidemiological, social

and psychological investigations.

4, The ERC will assess projects submitted to it for review in accordance with the FERCSL
and other national and international guidelines and legal requirements in order to

determine their ethical acceptability.

5. The ERC may review projects involving quality assurance (e.g. Audits, Student

Feedback) when required.

6. The ERC will review research proposals for external institutions/organisations as
specified in the Terms of Reference. In such circumstances, an agreement shall exist
between the University of Colombo and the external institution/organisation that
defines the role of the ERC in providing ethical approval and ethical monitoring of
the research and the role of the external institution/organisation in giving approval
for the research to take place within its organisation. The agreement shall specify
which party bears legal responsibility for the liabilities that arise from the ethical
review conducted by the ERC, and shall also specify that the institution/organisation
(not the Faculty of Medicine, University of Colombo) is responsible for liabilities

arising from the conduct of the research.
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Reference Number: SOP 002

Last Revised: April 2009

Subject: Membership composition

Purpose: To describe the membership composition of the ERC

1. The composition of the ERC shall be in accordance with the FERCSL Guidelines and

other relevant national and international guidelines.

2. To ensure the membership will equip the ERC to address all the relevant
considerations arising from the categories of research likely to be submitted, and
that a quorum is present at all meetings, some or all of the above categories may be

represented by more than one person.

3. Where required, the ERC may seek advice and assistance from appropriate experts
to assist with the review of a project. However, the ERC must be satisfied that such
experts have no conflicts of interest in relation to the project under consideration
arising from any personal involvement or participation in the project, any financial
interest in the outcome or any involvement in competing research. Such person(s)
shall be required to provide an undertaking of confidentiality and shall not be

entitled to vote on any matter.

4, Additional members may be appointed to ensure the ERC has the expertise required
to assess the applications submitted to it for consideration. If additional members
are appointed the composition of the ERC shall continue to reflect the diversity and
balance of its members, including gender and the relative proportion of institutional

and non-institutional members.
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Reference Number: SOP 003

Last Revised: November 2009

Subject: Appointment of members

Purpose: To describe the procedure for the appointment of members to the
ERC

1. Members are appointed as individuals rather than in a representative capacity.

2. Prospective members of the ERC may be recruited by direct approach, nomination or

by advertisement. Prospective members shall be asked to provide a copy of their
Curriculum Vitae to the selection committee. Members must agree to their name
and profession being made available to the public, including being published on the

ERC website.

3. A selection committee, consisting of the Chairperson, and at least one other ERC
member shall interview the prospective applicant, consult with the ERC members
and make a recommendation to the Dean and the Faculty Board. Prospective
members may be invited to attend a meeting of the

ERC as an observer.

4, Members are appointed by the Dean and the Faculty Board in consultation with the

ERC and will receive a formal notice of appointment.

5. The Chairperson will be appointed by the Dean and the Faculty Board. In the absence
of the Chairperson, a member selected by members of the ERC from among its

membership will perform the role and duties of the Chairperson.

6. The letter of appointment shall include the date of appointment, length of tenure,
assurance that indemnity will be provided in respect of liabilities that may arise in
the course of bona fide conduct of duties as a ERC member, the circumstances
whereby membership may be terminated and the conditions of appointment.
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7. Members will be required to sign a confidentiality undertaking upon appointment,
stating that all matters of which he/she becomes aware during the course of his/her
work on the ERC will be kept confidential; that any conflicts of interest, which exist
or may arise during his/her tenure on the ERC will be declared; and that he/she has
not been subject to any criminal conviction or disciplinary action, which may

prejudice his/her standing as a ERC member.

8. Upon appointment, members shall be provided with the following documentation:
- Terms of Reference of the ERC;
- Standard Operating Procedures of the ERC;
- uptodate | i st wmdandeenmdiaforrmation including that of the
Dean;
- Current FERCSL Guidelines on Ethical Conduct in Human Research;

- any previous reports on the ERC’s acti v

- any other relevant informati oamd about t h
protocols.
9. Members are appointed for a period of three years, renewable at the discretion of

the Dean and the Faculty Board.

10. Appointments shall allow for continuity, the development of expertise within the

ERC, and the regular input of fresh ideas and approaches.

11. All members are encouraged to attend education and training sessions. Reasonable
costs associated with attendance at training and education sessions will be met by

the ERC.

12. Members shall not be remunerated. Members will be reimbursed for legitimate
expenses incurred in attending ERC meetings, such as travelling and parking

expenses.
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13.

14.

15.

16.

17.

18.

Members may seek a leave of absence from the ERC for extended periods. Steps

shall be taken to fill the vacancy.

Membership will lapse if a member fails to attend three consecutive meetings of the
ERC without reasonable excuse/apology, unless exceptional circumstances exist. The
Chairperson will notify the member of such lapse of membership in writing. Steps

shall be taken to fill the vacancy.

Membership will lapse if a member fails to attend in full at least two thirds of all

scheduled ERC meetings in each year, barring exceptional circumstances.

Members will be expected to participate in relevant specialised working groups as
required. The Chairperson will be expected to be available between meetings to

participate in Executive meetings where required.

A member may resign from the ERC at any time upon giving notice in writing to the

Chairperson. Steps shall be taken to fill the vacancy.

The responsibilities of ERC officials and office staff would be as follows:

Chairperson

i Perform duties assigned to the Chairperson according to the SOPs
ii. Conduct business of the ERC according to the SOPs

iii. Provide guidance to ERC members and staff

iv. Periodically review and formulate existing or new ERC policies and guidelines

Secretary

i Perform duties assigned to the Secretary according to the SOPs.

ii. Assign reviewers for applications in consultation with the chairperson and co-
ordinate the review process.

iii. Supervise office staff in preparing minutes of meetings and correspondence

with applications.
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iv. Ensure that the membership file is current and up to date.
V. Perform any other duties assigned by the chairperson.
Members

i Review applications assigned to them and lead the discussion on the
application at full board meetings.
ii. Perform any other duties assighed to members according to the SOPs.

iii. Perform any other duties assigned by the Chairperson.

ERC Office Staff

i. Coordinate and process all initial, continuing review, and study modification
submissions.

ii. Compose letters to researchers, relaying specific ERC requests and follow-up.

iii. Compose ERC meeting minutes.

iv. Coordinate electronic distribution of applications and related documents
received for review.

V. Coordinate and process all ERC Adverse Event Reporting (i.e. on-site/off-site
Adverse Events).

Vi. Maintain the electronic database of the ERC.

vii. Perform any other duties assigned by the chairperson and secretary.
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Reference Number: SOP 004

Last Revised: November 2009

Subject: Orientation of new members

Purpose: To describe the procedure for the orientation of new members
1. New ERC members must be provided with adequate orientation.

2. New member orientation will include the following:

- Introduction to other ERC members prior to the ERC meeting.

- Informal meeting with the Chairperson, Secretary and Officials of the ERC to
explain their responsibilities as an ERC member, the ERC processes and
procedures.

- An opportunity to sit in on ERC meetings before their appointment takes
effect.

- Partnering’ with another ERC member

- Priority given to participate in training sessions.

3. New members will receive training in:
- Research ethics and human subjects protection

- Standard Operating Procedures of the committee
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Reference Number: SOP 005

Last Revised: November 2009

Subject: Submission procedure for new applications

Purpose: To describe the procedure for the submission of new applications

1. Applications must be submitted in the appropriate format as determined by the ERC,

and shall include all documentation as required by the ERC including a declaration by
the applicant that all required documents have been submitted by completing and
signing the application checklist. Information about the procedures for application to

the ERC and the application format shall be readily available to applicants.

2. Guidelines shall be issued by the ERC to assist applicants in the preparation of their
applications, including guidance on how to determine whether application to the

ERC is necessary.

3. A fee will be charged for applications submitted for assessment by the ERC, but may

be waived at the discretion of the ERC (e.g. for student projects).

4. All applications for ethical review must be submitted to the office of the ERC by close

of business on the relevant closing date.

5. Information about the closing date for receipt of new applications onto the next ERC
agenda shall be readily available to prospective applicants. The closing dates for
general applications shall normally be the working day of the month which should be

no less than 14 days prior to the monthly ERC meeting.
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Reference Number:

Last Revised:

SOP 006
November 2009

Subject: Processing of applications for review
Purpose: To describe the procedure for the processing of new applications
1. A designated member or official of the ERC will provide a preliminary review of draft

applications prior to each agenda closing date to those applicants who request it.

2. Applications will be checked for their completeness by a designated member or

official of the ERC prior to their acceptance onto the agenda and a signed application

checklist confirming acceptance of documents will be handed over to the applicant.

Incomplete applications may be returned to the applicant.

3. Once a completed application has been accepted for ethics review, the ERC shall

assign a unique project identification number to the project. The project will be

added

to the ERC’ srevieweddpdidaters.

of

recei

4, The Secretary of the ERC will acknowledge acceptance of an application for ethical

review by issuing an acknowledgement letter (Attachment A) to the principal

investigator within five (5) working days of receipt of the application. The

acknowledgement letter shall include the date of the meeting at which the

application will be reviewed, as well as the unique project identification number

given by the ERC to the project.

5. An application will be included on the agenda for the next available ERC meeting,

provided it is received by the relevant closing date and is complete.

ATTACHMENTS TO THIS SOP

Attachment A

November 2009
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Reference Number: SOP 007

Last Revised: April 2009

Subject: Preparation of agenda

Purpose: To describe the process and format of agenda for an ERC meeting
1. The Secretary of the ERC will prepare an agenda for each ERC meeting.

All complete applications and relevant documents received by the Secretary of the

ERC will be included on the agenda for ERC consideration at its next meeting.

The meeting agenda and associated documents will be prepared by the Secretary of
the ERC and circulated to all ERC members at least seven (7) calendar days prior to

the next meeting.

Documentation received after the closing date will be included on the agenda and/or

tabled at the meeting at the discretion of the Chairperson.

Agenda items will include at least the following items:
i. apologies;

ii  minutes of the previous meeting;

iii. business arising from the previous minutes;

iv. conflicts of interest;

iv. new applications;

v. applications awaiting clarification;

vi. amendments to approved protocols;

vii. correspondence;

viii. other business;

ix. close and next meeting.
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Reference Number: SOP 008

Last Revised: November 2009

Subject: Conduct of meetings

Purpose: To describe the format of meetings of the ERC

1. The ERC shall meet on a regular basis, which will normally be at monthly intervals.

Information about meeting dates and agenda closing dates shall be publicly

available.

2. Members may attend ERC meetings in person or via teleconference or video link.
Members who are unable to attend a meeting (in person or via teleconferencing or
video link) should send written submissions to the Secretary of the ERC. The minutes

should record the submission of written comments.

3. A quorum must be present in order for the ERC to reach a final decision on any
agenda item. A quorum shall exist when at least five (5) members including
chairperson, secretary, and at least one medical and one lay (non medical) member

is present.

In circumstances where members cannot be present, they may provide written
comments in lieu of attendance. However, in these circumstances, there must be at
least five (5) members physically present to achieve quorum, including one lay

member.

4. If the meeting does not achieve quorum, the Chairperson shall decide it can proceed
only in exceptional circumstances. In such circumstances, decisions made by the ERC

must be ratified by at least one lay representative.

5. The Chairperson may cancel a scheduled meeting if a quorum cannot be achieved
(refer to paragraph 3). Should this occur, the ERC will convene within ten (10)
working days of the cancelled meeting to ensure all agenda items are considered.
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6. Meetings will not be scheduled for an allocated time. Meetings will continue until all

agenda items have been considered.

7. The ERC meeting will be conducted in private to ensure confidentiality and open

discussion. Members will be advised of the venue in the meeting agenda.

8. Notwithstanding paragraph 7, the ERC may agree to the presence of visitors or

observers at a meeting.

9. Any member of the ERC who has any interest, financial or otherwise, in a project or
other related matter(s) considered by the ERC must declare such interest

beforehand. This will be dealt with in accordance with SOP 022.

10. All deliberations will be conducted in a manner that is non offensive, unbiased,

sensitive and inclusive.
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Reference Number: SOP 009

Last Revised: November 2009
Subject: Consideration of applications for ethical review by the ERC
Purpose: To describe the pr ocesapplimationsforhe ERC’

ethical assessment

1. The ERC will consider a new application at its next meeting provided that the

completed application is received by the relevant closing date.

2. Each application will be assigned to a principal reviewer, with expertise appropriate
and relevant to the protocol, who would:
- review the application in detail prior to the meeting.
- communicate with the applicant prior to the meeting on behalf of the ERC to
clarify and issues; request further details/documentation; or request and receive
revisions to the project.

- lead the discussion on the application at the committee meeting.

3. The application will be reviewed by all members of the ERC present at the meeting

or providing written comments in lieu of attendance.

4, The ERC will deal with multi-centre research applications in accordance with SOP
019.
5. The ERC will assess each application in accordance with the FERCSL Guidelines and

other relevant national and international guidelines. The ERC must ensure that it is
sufficiently informed on all aspects of a research protocol, including its scientific

validity, to make an ethical assessment.

6. The ERC may consider whether an advocate for any participant or group of
participants should be invited to the ERC meeting to ensure informed decision-
making.
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7. Where research involves the recruitment of persons unfamiliar with the English
language, the ERC will ensure that the participant information sheet and informed

consentformaret r ansl|l ated into the participant’s

interpreter is present during the discussion of the project.

8. The ERC, after consideration of an application at a meeting, will make one of the
following decisions:
- It may approve the project as being ethically acceptable, with or without
conditions / minor amendments.
- It may defer making a decision on the project until an issue is clarified or further
information is provided or the project is modified.

- It may reject the project.

9. The ERC will endeavour to reach a decision concerning the ethical acceptability of a
project by consensus. Any significant dissenting view or concern shall be noted in the
minutes. Where a unanimous decision is not reached, the decision will be considered
to be carried by a majority of two-thirds of members present and examined the
project and making submissions in writing in lieu of attendance, who provided that

the majority includes at least one layperson.

10. In order to facilitate consideration of an application, the ERC may invite the applicant
to attend the relevant meeting to discuss the application and answer questions. The
applicant will be asked to leave the meeting prior to ERC deliberation and decision-

making concerning the application.

11. For projects which the ERC considers ethically acceptable with conditions / minor
amendments, the ERC may choose to delegate the authority to review the
appl i cant’ s response and gi ve f oneoithe approv
following:

- chairperson alone; or
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- chairperson, in oral or written consultation with one or more named members
who were present at the meeting or who submitted written comments on the
application; or

- the Executive Committee of the ERC

In such circumstances, the ERC shall be informed at the next meeting of the final

decision taken on its behalf.

12. For projects which the ERC has deferred making a decision until an issue is clarified
or further information is provided or the project is modified, the project and the

researcher s’ response wil | beheERONsi der ed

13. The ERC may exempt projects from review or conduct expedited review of projects

in accordance with SOP 011.
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Reference Number: SOP 010

Last Revised: April 2009

Subject: Preparation of minutes

Purpose: To describe the process and format for minutes of a meeting of the

ERC

1. The Secretary of the ERC will prepare and maintain minutes of all meetings of the
ERC.

2. The format of the minutes will include at least the following items:
i. apologies;
ii. attendance;

iii. minutes of the previous meeting;

iv. business arising from the previous minutes;
v. conflicts of interest;

vi. new applications;

vii. applications awaiting clarification;
viii.amendments to approved projects;

ix. correspondence;

X. other business;

xi. close and next meeting.

3. The minutes should include the recording of decisions taken by the ERC as well as a
summary of relevant discussion. This includes reference to views expressed by

absent members.

4. In relation to the review of new applications or amendments, the minutes shall
record the ERC’s deci si on andcladfimyonarequest

modification of the project.
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10.

11.

In recording a decision made by the ERC, any significant dissenting view or concern

will be noted in the minutes.

To encourage free and open discussion and to emphasise the collegiate character of
ERC deliberations, particular views shall not be attributed to particular individuals in
the minutes, except in circumstances where a member seeks to have his/her

opinions or objections recorded.

Declarations of conflicts of interest by any member of the ERC and the absence of

the member concerned during the ERC consideration of the relevant application will

be minuted (refer to S€IBratiGhdf3confletgfar di ng a

interest).

The minutes will be produced as soon as practicable following the relevant meeting

and, when appropriate, should be checked by the Chairperson for accuracy.

The minutes will be circulated to all members of the ERC as an agenda item for the
next meeting. All members will be given the opportunity to seek amendments to the
minutes prior to their ratification. The minutes will be formally ratified at the next

ERC meeting.

The original copy o flbeetaigetiinaheva tniunt gg’'ss

The minutes of each Committee meeting shall be forwarded to the Dean and the

Faculty Board.
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Reference Number: SOP 011

Last Revised: November 2009

Subject: Exempt from review and Expedited review

Purpose: To describe the procedure for the expedited review of research by the
ERC

1. The ERC will establish an Executive Committee consisting of at least the Chairperson

(or nominee), the Secretary (or nominee) and an Officer of the ERC.

2. The executive Committee may exempt from review research in the following

circumstances:

i Research conducted in established or commonly accepted educational
settings, involving normal educational practices, such as: (a) research on
regular or special education instructional strategies, or (b) research on the
effectiveness of or comparisons among instructional techniques, curricula, or

classroom management methods.

Educational research proposals are exempt providing all of the following

conditions are met:

a. All of the research is conducted in a commonly accepted educational

setting (e.g., public school).

b. The research involves normal educational practices (e.g., comparison

of instructional techniques).

c. The study procedures do not represent a significant deviation in time
or effort requirements from those educational practices already

existent at the study site.
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d. The study procedures involve no increase in the level of risk or

discomfort associated with normal, routine educational practices.

e. The study procedures do not involve sensitive subjects (e.g., sex
education).
f. Provisions are made to ensure the existence of a non-coercive

environment for those students who choose not to participate.

g. The school or other institution grants written approval for the

research to be conducted.

Note: This exemption is applicable to individuals with mental
handicaps only if the research involves no change in the content,
location, or procedures of instruction from those normally

experienced by the subject.

Research involving the use of educational tests (cognitive, diagnostic,
aptitude, achievement), survey procedures, interview procedures or
observation of public behaviour, unless: (a) information obtained is recorded
in such a manner that human subjects can be identified, directly, or through
identifiers linked to the subjects; and (b) any disclosure of the human
subjects' responses outside the research could reasonably place the subjects
at risk for criminal or civil liability or be damaging to the subjects' financial

standing, employability, or reputation.

NOTE: Sensitive survey research is not exempt. A sensitive survey is one that
deals with sensitive or highly personal aspects of the subject's behaviour, life
experiences or attitudes. Examples include chemical substance abuse, sexual
activity or attitudes, sexual abuse, criminal behaviour, sensitive demographic
data, detailed health history, etc. The principal determination of sensitivity is

whether or not the survey research presents a potential risk to the subject in

November 2009
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terms of possible precipitation of a negative emotional reaction. An
additional risk consideration is, of course, whether or not there is risk
associated with a breach of confidentiality should one occur. With respect to
potential psychological risk associated with a survey, the presence or absence
of subject identifiers is not necessarily a consideration since the risk may be
primarily associated with the sensitive nature of the survey as opposed to
being dependent upon confidentiality. Subject identifiers do, however,

become a factor when confidentiality is an issue.

NOTE: This exemption applies to research with children or individuals with

mental handicaps as follows:

a. research involving the use of educational tests is exempt;
b. research involving survey or interview procedures is not exempt;
C. research involving observations of public behaviour is exempt only

when the investigator does not participate in the observed activities.

iii. Research involving the use of educational tests (cognitive, diagnostic,
aptitude, achievement), survey procedures, interview procedures, or
observation of public behaviour that is not exempt under paragraph 2 of this
section, if: (a) the human subjects are elected or appointed public officials or
candidates for public office; or (b) federal statute(s) require(s) without
exception that the confidentiality of the personally identifiable information is

maintained throughout the research and thereafter.

iv. Research involving the collection or study of existing data, documents,
records, pathological specimens, or diagnostic specimens, if these sources are
publicly available or if the information is recorded by the investigator in such
a manner that subjects cannot be identified directly or through identifiers

linked to the subjects.
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V. Research and demonstration projects which are conducted by or subject to
the approval of department or agency heads, and which are designed to
study, evaluate, or otherwise examine: (a) public benefit or service programs;
(b) procedures for obtaining benefits or services under those programs; (c)
possible changes in or alternatives to those programs or procedures; and/or
(d) possible changes in methods or levels of payment for benefits or services

under those programs.

vi. Taste and food quality evaluation and consumer acceptance studies: (a) if
wholesome foods without additives are consumed; or (b) if a food is
consumed that contains a food ingredient at or below the level and for a use
found to be safe, or agricultural chemical or environmental contaminant at or
below the level found to be safe, by the Food and Drug Administration or
approved by the Environmental Protection Agency or the Food Safety and

Inspection Service of the U.S. Department of Agriculture.

3. The Executive Committee may undertake expedited review of research projects
which carry minimal risk and research projects non sensitive topics in the following

circumstances:

i Research involving materials (data, documents, records, or specimens) that
have been collected, or will be collected solely for nonresearch purposes

(such as medical treatment or diagnosis).

ii. Collection of data from voice, video, digital, or image recordings made for

research purposes.

iv. Research on individual or group characteristics or behaviour (including, but
not limited to, research on perception, cognition, motivation, identity,
language, communication, cultural beliefs or practices, and social behaviour)

or research employing survey, interview, oral history, focus group, program
L
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evaluation, human factors evaluation, or quality assurance methodologies
where the investigator does not manipulate the subjects behaviour and the

research will not involve stress to the subject.

iv. Continuing review of research previously approved by the convened ERC as

follows: where

a. theresearch is permanently closed to the enrolment of new participants;

b. all participants have completed all research-related interventions; and

c. theresearch remains active only for long-term follow-up of participants;
or where no new participants have been enrolled and no additional risks
have been identified; or where the remaining research activities are

limited to data analysis.

V. Continuing review of research, not conducted under an investigational new
drug application or investigational device exemption, which was determined
and documented at a convened meeting that the research involves no

greater than minimal risk and no additional risks have been identified.

4, Expedited review of research projects may be undertaken between scheduled
meetings, at the discretion of the Chairperson, by either the Chairperson or
Secretary. Either may seek advice from other ERC members or suitably qualified
experts, as appropriate, before reaching a decision. The decision of this review must

be tabled for ratification at the next ERC meeting.

5. The Executive Committee may consider other items of business that are considered
to be of minimal risk to participants such as appropriate adverse events, project

reports, minor amendments and the like.
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6. A summary of the matters dealt with at Executive Committee meetings will be

included in the agenda for the next ERC meeting.

7. Research with the potential for physical or psychological harm will generally not be
considered for expedited review. This includes clinical trials, research involving
invasive physical procedures and research exploring sensitive personal or cultural

issues and research dealing with vulnerable groups.

8. Where the Chairperson considers that research may involve a departure from the
ethical principles of integrity, respect for persons, beneficence and justice, the
protocol must be considered by the full ERC and cannot be dealt with by expedited

review.

9. A standard approval letter will be issued, in the format set out in Attachment F for

expedited review and Attachment H for exempt from review.

ATTACHMENTS TO THIS SOP

Attachment F, H
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Reference Number: SOP 012

Last Revised: November 2009
Last Revised: Notification of decisions of the ERC for new applications
Purpose: To describe the procedure for the notification of decisions of the ERC

concerning the review of new applications

1. The ERC will report in writing to the principal investigator, advising whether the
application has received ethical approval (including any conditions of approval),

within 5 working days of the meeting, unless otherwise notified.

2. If the ERC determines that further information, clarification or modification is
required for the consideration of a project, the correspondence to the principal
investigator should clearly articulate the reasons for this determination, and clearly
set out the information that is required. Where possible, requests for additional
information/clarification/modification should refer to the FERCSL Guidelines or other
relevant documents including legislation. A standard letter will be issued, in the

format set out in Attachment D.

3. The ERC shall endeavour to openly communicate with applicants to resolve
outstanding requests for further information, clarification or modification of projects
relating to ethical issues. The ERC may nominate one of its members to
communicate directly with the applicant or invite the applicant to attend the

relevant ERC meeting.

4. The ERC will notify the applicant of the ethical approval of a project only when all
outstanding requests for further information, clarification or modification have been
satisfactorily resolved. Notification of ethical approval will be in writing, and will
contain the following information:

- the title of the project;
- the name of the principal investigator(s);
- the unique ERC project identification number;

November 2009 Page 31




Colombo ERC —Standard Operating Procedures

- the version number and date of all documentation reviewed and approved by
the ERC including clinical protocols, patient information sheets, consent forms,
advertisements, questionnaires etc;
- the date of the ERC meeting at which the project was first considered;
- the date of the ERC’s approval ;
- the conditions of the ERC’s approval , i
- the duration of the ERC’'s approval;
- the frequency of progress reports; and

- the date of submission of the final report.

For research projects that the ERC has delegated authority to approve on behalf of
the University of Colombo, the ERC may inform the applicant in writing that the
research may commence. A standard approval letter will be issued, in the format set
out in Attachment B. Research projects may not commence until written notification

which confirms this has been received.

5. If the ERC determines that a project is ethically unacceptable, the notification of the
ERC’ s deci si on wfordrdjectingmhe groject with tefarence gothe u n d s
FERCSL Guidelines or other relevant pieces of legislation. A standard rejection letter

will be issued, in the format set out in Attachment E.

6. The status of the projectterefteailedandoe updat e

reviewed applications.

ATTACHMENTS TO THIS SOP

Attachment B, D, E
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Reference Number: SOP 013

Last Revised: November 2009
Subject: Submission of amendments and extensions to approved projects
Purpose: To describe the procedure for the submission and ERC review of

requests for amendments and extensions to approved protocols

1. Approval for proposed changes to approved research projects or to the conduct of
the research, including extensions to the length of ERC approval, must be sought by

the principal investigator in writing.

2. Requests shall outline the nature of the proposed changes and/or request for
extension, reason/s for the request, and an assessment of any ethical implications
arising from the request on the conduct of the research. All amended documents

must have the changes highlighted and contain revised version numbers and dates.

3. Expedited review of requests for minor amendments and extensions may be
undertaken by the ERC Executive Committee between scheduled meetings at the
discretion of the Chairperson and in accordance with SOP 011, on the condition that
it is ratified at the next ERC meeting. Where an urgent protocol amendment is
required for safety reasons, the Chairperson may review and approve the request. In

such circumstances, the ERC will review the decision at its next meeting.

4, All other requests for amendments shall be reviewed by the ERC at its next meeting,

provided the request has been received by the ERC office by the agenda closing date.

5. The ERC will report in writing to the principal investigator, advising of the ethical
approval of the proposed amendment (A standard approval letter will be issued, in
the format set out in Attachment C) and/or request for extension and that the
amended research may commence, within five (5) working days of the meeting at
which the request was considered (this may be the full ERC meeting or the Executive
Committee meeting).
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6. A standard response letter will be issued in the format set out in Attachment B.

7. If the ERC determines that further information, clarification or modification is
required for the consideration of the request for amendment or extension, the
correspondence to the investigator should clearly articulate the reasons for this
determination, and clearly set out the information that is required. Where possible,
requests for additional information/clarification/modification should refer to the
FERCSL Guidelines or relevant pieces of legislation. A letter will be issued, in the

format set out in Attachment D.

8. All reviewed and approved requests for amendments and extensions shall be
recorded in the relevant pr oj ermgdsterfofi | e and

received and reviewed applications.

ATTACHMENTS TO THIS SOP

Attachment Cand D
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Reference Number: SOP 014

Last Revised: November 2009

Subject: Handling of Adverse Events

Purpose: To describe the procedure for the reporting and handling of adverse
events

The ERC shall require, as a condition of approval of each project that researchers

immediately report Suspected Unexpected Serious Adverse Events (SUSAR) or

Serious Adverse Events (SAE) to the ERC, including those that have occurred at other

institutions participating in the study. As per the current guidelines of the Sri Lankan

Drug Regulatory Authority the following timelines apply for reporting of such events

occurring at local trial site:

- death or life threatening event in a patient on a trial or within 30 days off
trial: report as soon as possible, but no later than five days.

- events, other than fatal and life threatening in a patient on a trial or within 30

days off trial - as soon as possible, but no later than seven days.

Notifications of Serious Adverse Events (SAE) must be submitted in the appropriate
format (Attachment G), and shall include all documentation as required by the ERC.
This documentation shall include as a minimum:

- Advice from the principal investigator as to whether, in his/her opinion, the
adverse event was related to the protocol or in the case of a drug/device trial,
whether the adverse event was related to the study drug/device.

- Advice from the principal investigator as to whether, in his/her opinion, the
adverse event necessitates an amendment to the project and/or the patient

information sheet/consent form.

The procedures and format for notification of adverse events to the ERC shall be

readily available to investigators.
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4, Adverse events may be reviewed by the Executive Committee or Sub-committee of
the ERC, which shall determine the appropriate course of action. This may include:
- anotation on the project file of the occurrence;
- increased monitoring of the project;
- arequest for an amendment to the protocol and/or patient information

sheet/consent form;

- suspension of ethical approval; or
- termination of ethical approval.

Any such adverse events shall be reported to the ERC at the next available meeting.

5. The Chairperson may take the appropriate course of action for those adverse events
deemed serious and requiring immediate attention. This may include:
- Referral to the Clinical Trials Sub-committee;
- Immediate request for additional information;
- Immediate suspension of ethical approval;

- Immediate termination of ethical approval.

6. The ERC shall provide notice to the investigator that it has received notification of
the serious or unexpected adverse event, and the course of action it has deemed

necessary to take.

7. The Chairperson shall immediately notify the Dean (or delegate) if a project is

suspended or terminated because of a serious adverse event.

ATTACHMENTS TO THIS SOP

Attachment G
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Reference Number: SOP 015

Last Revised: April 2009
Subject: Monitoring of approved research projects
Purpose: To describe the procedure for monitoring research projects approved

by the ERC to ensure compliance with ethical approval

1. The ERC will monitor approved projects to ensure compliance with its ethical
approval. In doing so, it may request and discuss information on any relevant aspects
of the project with the investigators at any time. In particular, the ERC will require
applicants to provide a report at least annually, and at the completion of the study.

Continuing approval of the research will be subject to the principalin ve st i gat or ' s

submitting an annual report.

2. The ERC shall require the following information in the annual report:
- progress to date or outcome in the case of completed research;
- maintenance and security of records;
- compliance with the approved protocol; and

- compliance with any conditions of approval.

3. The ERC may adopt any additional appropriate mechanism/s for monitoring, as
deemed necessary, such as:
- written reports;
- random inspections of research sites, data and signed consent forms;

- interview, with their prior consent, of research participants.

4, The ERC shall require, as a condition of approval of each project, that investigators
immediately report anything which might warrant review of the ethical approval of
the protocol, including:

- proposed changes in the protocol;
- any unforeseen events that might affect continued ethical acceptability of the
project; and
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- new information from other published or unpublished studies which may have
an impact on the continued ethical acceptability of the trial, or which may

indicate the need for amendments to the trial protocol.

5. The ERC shall require, as a condition of approval of each project, that investigators
inform the ERC, giving reasons, if the research project is discontinued before the

expected date of completion.

6. Where the ERC is satisfied that circumstances have arisen which prevent a research
project from being conducted in accordance with the approved protocol, the ERC
may withdraw approval. In such circumstances, the ERC shall inform the principal
investigator and the institution of such withdrawal of approval in writing, and
recommend to the institution that the research project be discontinued, suspended,

or that other necessary steps be taken.

7. In determining the frequency and type of monitoring required for approved projects,
the ERC will give consideration to the degree of risk to participants in the research

project.

8. In the case of clinical trials the ERC shall require quarterly reports which shall be

reviewed by the Clinical Trials Sub-committee in the first instance.
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Reference Number: SOP 016

Last Revised: April 2009
Subject: Complaints about the conduct of a research project
Purpose: To describe the mechanism for receiving, handling and responding to

complaints concerning the conduct of a project approved by the ERC

1. The ERC shall nominate a person to whom complaints from research participants,
researchers, or other interested persons about the conduct of approved research
projects may be made in the first instance. The name and/or position and contact
details of the person nominated by the ERC to receive complaints must be included

in the patient information sheet and/or consent form for each project.

2. Any concern or complaint received about the conduct of a research project approved
by the ERC should be directed to the attention of the person nominated by the ERC.
That nominated person is responsible for obtaining in writing the grounds of the
concern or complaint and shall notify the Chairperson as soon as possible after a

complaint is received.

3. If the Chairperson considers the complaint to be of a sufficiently serious nature,

he/she will bring it to the attention of the Dean as soon as possible.

4, Where the complaint concerns a serious matter within the jurisdiction of the
Ministry of Health or other institution the Dean shall consider referral of the

complaint to that body.

5. The Chairperson or Secretary will send a letter of acknowledgement to the
complainant and a letter of notification to the principal investigator, outlining the

complaint and the mechanism for investigating the complaint, as set out below.
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6. The Chairperson will instigate an investigation of the complaint and its validity, and
make a recommendation to the ERC on the appropriate course of action at its next
meeting. If the complaint is substantiated, action may include:
- the requirement for amendments to the project, including increased monitoring
by the ERC;
- suspension of the project;
- termination of the project; or
- other action to resolve the complaint.
The compl ainant shall be informed of the

investigation.

7. I f the complainant is not satisfied with
investigation, then he/she can refer the complaint to the Dean or his/her nominee,

or request that the Chairperson do so.

8. The Chairperson of the ERC will provide the Dean or his/her nominee with all
relevant information about the complaint/concern, including:

- the complaint;

- material reviewedintheCh ai r per son’s investigati on;
- the results of the Chairperson’s invest.|
- any other relevant documentation.

9. The Dean will determine whether there is to be a further investigation of the

complaint. Where there is to be no further investigation, the Dean will inform the

complainant and the Chairperson of this.

10. If the Dean determines there is to be a further investigation, then he/she will

establish a panel to consider the complaint.

11. The panel will include, at least, the following members:
- the Dean or his/her nominee, as convenor of the panel;

- two nominees of the Dean (not members of the ERC); and
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- the ERC chairperson or his/her nominee.

12. The panel will afford the ERC and the complainant the opportunity to make
submissions. Where the complaint concerns the conduct of an investigator or any
staff member, the panel shall also provide that person with an opportunity to make

submissions.

13. The panel may access any documents relating to the project. The panel may

interview other parties, and seek internal and external expert advice, as it sees fit.

14. The Dean will notify the complainant, the Chairperson and the investigator (if an
allegation has been made against them) of the outcome of the investigation. The
outcomes may include:

- The complaint/concern is dismissed,;

- The Dean directs appropriate action to be taken to resolve the complaint.
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Reference Number: SOP 017

Last Revised: April 2009
Subject: Compl aints concerning the ERC| s rev
Purpose: To describe the procedure for receiving and handling concerns or

complaints from investoprgeast or s| about

=

Any concern or complaint about ttétle ERC’ s
attention of the Chairperson of the ERC, detailing in writing the grounds of the

concern or complaint. Complaints may also be made to the Dean.

2. The Chairperson will inform the Dean as soon as possible of any complaints received
by him/her. The Dean will inform the Chairperson as soon as possible of any
complaints received by him/her. The Dean will send a letter of acknowledgement to

the complainant, outlining the following mechanism.

3. The Chairperson will instigate an investigation of the complaint and its validity, and
make a recommendation to the ERC on the appropriate course of action at its next

meeting.

4, |l f the complainant is not satisfied with
investigation, then he/she can refer the complaint to the Dean or his/her nominee,

or request that the Chairperson do so.

5. The Chairperson of the ERC will provide the Dean with all relevant information about
the complaint/concern, including:
- the complaint;

- materi al reviewed in the Chairperson’s
- the results of the Chairperson’s invest.|

- any other relevant documentation.
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10.

11.

12.

The Dean will determine whether there is to be a further investigation of the

complaint.

If the Dean determines there is to be a further investigation, then he/she will
establish a panel to consider the complaint/concern. Where there is to be no further

investigation, the Dean will inform the application and the Chairperson of this.

The panel will include, at least, the following members:
- The Dean or his/her nominee, as convenor of the panel.

- Two nominees of the Dean (not members of the ERC).

The panel will afford the ERC and the complainant the opportunity to make
submissions.

The panel may access any documents relating to the project. The panel may
interview other parties, including internal and external expert advice. In conducting
its review, the panel shall be concerned with ascertaining whether the ERC acted in
accordance with the FERCSL Guidelines, its Terms of

Reference, Standard Operating Procedures, or otherwise acted in an unfair or biased

manner.

The Dean will notify the complainant and the ERC of the outcome of the
investigation. The outcomes of this process may include:

- The complaint/concern is dismissed.

- The complaint/concern is referred back to the ERC for consideration, bearing in

mind the findings of the panel.

The panel may also make recommendations about the operation of the ERC
including such actions as:

- areview of the Terms of Reference and Standard Operating Procedures;

- a review of the ERC’'s member shi p;

- other such action, as appropriate.
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Reference Number:
Last Revised:
Subject:

Purpose:

SOP 018
April 2009
Compl aints concerning the ERC| s rej

To describe the procedure for receiving and handling complaints from

investigatorsabout t he ERC’ spplicgignecti on| of an

A researcher with a concern or compl aint
application should detail the grounds of the concern or complaint in writing and
bring it to the attention of the Chairperson of the ERC. Complaints may also be made

to the Dean.

The Chairperson will bring to the attention of the Dean as soon as possible any
complaints received by him/her. The Dean will inform the Chairperson as soon as
possible of any complaints received by him/her. The Dean will send a letter of

acknowledgement to the complainant, outlining the following mechanism.

The Chairperson will instigate an investigation of the complaint and its validity, and
make a recommendation to the ERC on the appropriate course of action. This
investigation shall take no longer than two (2) weeks from the time of notification of

the complaint or concern, unless exceptional circumstances exist.

Il f the complainant is not satisfied with
investigation, then he/she can refer the complaint to the Dean or his/her nominee,

or request that the Chairperson do so.

The Chairperson of the ERC will provide the Dean with all relevant information about

the complaint, including:

- the complaint;

- materialr evi ewed in the Chairperson’s invest
- the results of the Chairperson’s invest.|

- any other relevant documentation.
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6. The Dean will determine whether there is to be a further investigation of the
complaint.
7. If the Dean determines there is a case to be investigated, then he/she will establish

a panel to consider the complaint.

8. The panel will include, at least, the following members:
- The Dean or his/her nominee, as convenor of the panel;
- Two nominees of the Dean (not members of the ERC);
- An expert or experts in the discipline of research of the project under

consideration.

9. The panel will afford the ERC and the complainant the opportunity to make

submissions.

10. The panel may access any documents relating to the project. The panel may

interview other parties, and seek any other internal and/or external expert advice.

11. The Dean will notify the complainant and the ERC of the outcome of the
investigation. The outcomes of this process may include:
- The complaint/concern is dismissed.
- The complaint/concern is referred back to the ERC for consideration, bearing in
mind the findings of the panel.
- The application may be referred for external review by an independent ERC if the
Dean concludes that due process has not been followed by the ERC in reaching

its decision.

12. Should the ERC be requested to review its decision, then the outcome of this review

by the ERC will be final.

13. The panel or Dean cannot substitute its approval for the approval of the ERC.
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Reference Number: SOP 019

Last Revised: April 2009

Subject: Handling of multi-centre research

Purpose: To describe the procedure for the handling by the ERC of multi-centre
research

1. To facilitate the review of multi-centre research the ERC may:

- communicate with any other ERC;

- accept a scientific/technical and/or ethical assessment of the research by

another ERC;

- share its scientific/technical and/or ethical assessment of the research with

another ERC.
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Reference Number:

Last Revised:

SOP 020
November 2009

Subject: Record keeping
Purpose: To describe the procedure for the preparation and maintenance of
records of the ERC’s activities
1. The Secretary of the ERCwW i | | prepare and maintain writt
activities, including agendas and minutes of all meetings of the ERC.
2. The designated official of the ERC will prepare and maintain a confidential electronic

and/or paper record for each application received and reviewed and shall record the
following information:

- the unique project identification number;

- the principal investigator(s);

- the name of the responsible institution or organisation;

- the title of the project;

- the ethical approval or non-approval with date;

- the approval or non-approval of any changes to the project;

- the terms and conditions, if any, of approval of the project;

- whether approval was by expedited review; and

- action taken by the ERC to monitor the conduct of the research.

The paper file shall contain a hard copy of the application, including signatures, and
any relevant correspondence including that between the applicant and the ERC, all
approved documents and other material used to inform potential research

participants.

3. All relevant records of the ERC, including applications, membership, minutes and

correspondence, will be kept as confidential files.

4, To ensure confidentiality, all documents provided to ERC members, which are no

longer required, are to be disposed of in a secure manner, such as shredding or via
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confidential disposal bins. Members who do not have access to secure disposal

should leave their documents in the ERC Office for disposal.

5. All records pertaining to research projects shall be held for sufficient time to allow
for future reference. The minimum period for retention will be three (3) years. Files
which are no longer required for retention shall be electronically archived. Retention
periods shall comply with relevant national guidelines and the Note for Guidance on

Good Clinical Practice (CPMP/ICH/135/95).

6. A register of all the applications received and reviewed shall be maintained in

accordance with the FERCSL Guidelines.
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Reference Number: SOP 021

Last Revised: April 2009
Subject: Authorised Prescriber applications
Purpose: To describe the procedure for the review and approval of access to

unapproved therapeutic goods via Authorised Prescribers

1. The ERC may establish an Executive Committee of members, consisting of the
Chairperson, the Secretary and one other member to consider authorised prescriber
applications. The ERC may also seek advice from its Clinical Trials Sub-committee,

when considering the issues outlined in paragraph 3 (below).

2. All decisions made by the Executive shall be tabled for ratification at the next ERC
meeting.
3. When considering a proposal by a medical practitioner to become an Authorised

Prescriber, the ERC shall undertake an assessment of the following, in accordance
with the Cosmetic Devices and Drugs Act 1984 (CDDA) and associated regulations
issued by the Drug Regulatory Authority.

- the safety of the product in relation to its proposed use;

- the suitability of the medical practitioner; and

- information to be given to the patient about the product and the informe

consent form.

4. If endorsed, the ERC shall provide a letter of endorsement to the applicant in the

format suggested by the Drug Regulatory Authority.

The ERC may impose any conditions on the endorsement such as:

- arestriction on the class of patients in whom the drug may be used;

- arequirement that regular reports be provided to the ERC containing such
information as the number of patients for whom the unapproved product has
been prescribed;
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- requirements for reporting of any adverse events.

5. The ERC shall review its endorsement of the Authorised Prescriber if it becomes
aware of:
- inappropriate use of the product by the Authorised Prescriber;
- aconcern about the safety of the product;
- failure of the Authorised Prescriber to comply with conditions imposed by the
ERC;
or

- failure of the Authorised Prescriber to comply with legislation.

6. The ERC may withdraw its endorsement of the Authorised Prescriber if it is satisfied
that the welfare and/or rights of patients are not or will not be protected. The ERC
shall advise the medical practitioner and the Dean of its concerns in the first
instance. The Dean and the Chairperson of the ERC shall jointly determine whether

to contact the Drug Regulatory Authority.
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Reference Number: SOP 022

Last Revised: April 2009
Subject: Handling of conflicts of interest
Purpose: To describe the procedure for the handling of conflicts of interest of

ERC members

1. A ERC member shall, as soon as practicable during the ERC meeting, inform the
Chairperson if he/she has a conflict of interest, financial or otherwise, in a project or

other related matter(s) to be considered by the ERC.

2. The ERC will determine if this results in a conflict of interest for the member and, if
so, the member wil/ wi t h dr enmsidefatiooafithet h e me e
relevant matter has been completed. The member shall not be permitted to

adjudicate on the research.

3. All declarations of conflict of interest and the absence of the member concerned will

be minuted.
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Reference Number: SOP 023
Last Revised: April 2009
Subject: ERC reporting requirements

Purpose: To describe the reporting requirements of the ERC

1. The minutes of each ERC meeting will be forwarded to the Faculty Board via the

Dean.

2. The ERC shall provide an annual report to the Faculty Board via the Dean at the end

of each calendar year on its progress, including:

membership/membership changes;

- number of meetings;

- number of projects reviewed, approved and rejected;

- monitoring procedures for ethical aspects of research in progress and any
problems encountered by the ERC in undertaking its monitoring role;

- description of any complaints received and their outcome;

- description of any research where ethical approval has been withdrawn and the

reasons for withdrawal of approval; and

- general issues raised.

3. The ERC Terms of Reference, Standard Operating Procedures and membership will

be available upon request to the general public, and will be posted on the website.
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Reference Number: SOP 024

Last Revised: April 2009
Subject: Review of Standard Operating Procedures and Terms of Reference
Purpose: To describe the procedure for the approval of amendments to the

ERC Standard Operating Procedures and Terms of Reference

1. The Terms of Reference and Standard Operating Procedures shall be reviewed at

least every two years and amended as necessary.

2. The Terms of Reference and Standard Operating Procedures may be amended by

following the procedure below:

For those proposals made by a ERC member:

The proposal must be in writing and circulated to all ERC members for their

consideration.

- The views of the members should be discussed at the next scheduled meeting of
the ERC, and a vote taken at that meeting. Any member unable to attend such a
meeting may register his/her views in writing.

- The proposal shall be ratified if two thirds of the members agree to the
amendment.

- The Chairperson shall send the amendment to the Dean for review and approval,

if appropriate.

For those proposals made by the Dean and Faculty Board:
- The Dean will send the proposal to the ERC and seek the views of any relevant

person.
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ATTACHMENT A: STANDARD LETTER FOR ERC OF ACKNOWLEDGEMENT OF NEW
APPLICATION

[ERC LETTERHEAD]

REFERENCE: «Protocol_No»

«Date»

«Name_and_Address»
«Salutationy,

Re: Protocol No «Protocol_No» - “«Protocol_Title»”

Thank you for submitting the above research proposal. The proposal has been assigned the

protocol number stated above.

It will be considered by the Ethics Review Committee at its meeting on «Date_of Meeting».
The principal reviewer to whom this proposal has been assigned may contact you in due

course if any clarifications; additional documentation; or revision are required.

Yours sincerely,

«name»

Secretary

Ethics Review Committee
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ATTACHMENT B - STANDARD LETTERS FOR ERC APPROVAL OF NEW APPLICATION

This should include at least the following pieces of information:

- title of project;

- name of the principal investigator(s);

- unique ERC project identification number;

- the version number and date of all documentation reviewed and approved by the ERC
including Clinical Protocols, Patient Information Sheets, Consent Forms, Advertisements,
Questionnaires, etc;

- date of ERC meeting at which the project was first considered;

- date of ERC approval;

- duration of ERC approval;

- conditions of ERC approval, if any;

- the frequency of progress reports; and

- the date of submission of the final report, and

- if the research is being conducted by an external organisation (ifitisinthe ERC’ s T OR t o
provide ethical review for that external organisation) a statement that approval of this
project does not have the effect of conferring any insurance or indemnity coverage on
the external organisation by the Faculty of Medicine in relation to the project, and
responsibility for any liabilities arising from the conduct of the project remains entirely

with the external organisation.
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[ERC LETTERHEAD]
REFERENCE: «Protocol_No»

«Date»

«Name_and_Address»
«Salutationy,

Re: Protocol No «Protocol_No» - “«Protocol_Title»”

Thank you for submitting the above research proposal, which was considered by the Ethics

Review Committee, at its meeting of «Date_of Meeting». Approval is granted to proceed.

This approval relates to the following:

* «insert details of approved documents»

The following members of the ERC were present at the meeting
«insert list of names with designations»
You are asked to note the following:

e [if appropriate] This study requires notification to the Drug Regulatory Authority
(DRA). It cannot commence until the study has been approved in writing by the DRA
and a copy of the approval has been received by the Ethics Review Committee.

* This approval is valid for one years, and the Committee requires that you furnish it
with «period» reportsonth € s t u d ysbeginnipgrom«@atee ahd final report
on «Date»

* This approval relates to the ethical content of the study only, and you are
responsible for the following:

0 negotiating individual arrangements with the Heads of service departments
in those situations where the use of their resources is involved,

0 if appropriate, informing the study sponsor that the membership and
procedures of the Faculty of Medicine, University of Colombo Ethics Review
Committee comply with appropriate guidelines of the Forum of Ethics Review

Committees in Sri Lanka.
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Yours sincerely,
«name»
Chairperson

Ethics Review Committee
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ATTACHMENT C - STANDARD LETTERS FOR ERC APPROVAL OF AMENDMENT

This should include at least the following pieces of information:

- title of project;

- name of the principal investigator(s);

- unique ERC project identification number;

- the version number and date of all documentation reviewed and approved by the ERC
including Clinical Protocols, Patient Information Sheets, Consent Forms, Advertisements,
Questionnaires, etc;

- date of ERC meeting (or Executive Meeting) at which the amendment and/or request for
extension was first considered;

- date of ERC approval; and

- conditions of ERC approval, if any.
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[ERC LETTERHEAD]

REFERENCE: «Protocol_No»

«Date»

«Name_and_Address»
«Salutationy,

Re: Protocol No «Protocol_No» - “«Protocol_Title»”

The Ethics Review Committee, at its meeting of «Date_of Meeting», considered
«Correspondence_From» correspondence of «Date_of Correspondence» and gave its

approval for the study to proceed.

This approval i s deidejifaat.dpplitable t he f ol | owi ng:

e [insert details of amendment]

In order for your response to be presented at the next Ethics Review Committee meeting,
your acceptance of these conditions should be forwarded to the ERC Office by «Date»

..delete.if.not.applicable

This approval relates to the following:
e [insert details of amendment]

e [insert details of other approved documents]

Yours sincerely,
«name»
Chairperson

Ethics Review Committee
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ATTACHMENT D - STANDARD LETTER FOR ERC REQUEST FOR ADDITIONAL INFORMATION

[ERC LETTERHEAD]

REFERENCE: «Protocol_No»

«Date»

«Name_and_Address»

«Salutation»

Re: Protocol No «Protocol_No» - “«Protocol_Title»”

Thank you for submitting the above research proposal, which was considered by the Ethics
Review Committee, at its meeting of «Date_of Meeting». The following additional

information is requested: «insert text from minutes».

You are reminded that you may not commence this study until final approval has been

granted.

You are asked to highlight the changes made to documentstoa s si st t he Commi t t ¢

checking of the amended documents. ..delete.if.not.applicable

In order for your response to be presented at the next Ethics Review Committee meeting,

this information should be forwarded to the ERC Office by «date».

Yours sincerely,
«name»
Chairperson

Ethics Review Committee
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ATTACHMENT E - STANDARD LETTER FOR ERC REJECTION OF NEW APPLICATION

[ERC LETTERHEAD]

REFERENCE: «Protocol_No»

«date»

«Name_and_Address»

«Salutation»

Re: Protocol No «Protocol_No» - “«Protocol_Title»”

Thank you for submitting the above project which was first considered by the Ethics Review
Committee at its meeting on «date». The Committee is a duly constituted human research
ethics committee which operates in accordance with the relevant guidelines of the Forum of
Ethics Review Committees in Sri Lanka and the CPMP/ICH Note for Guidance on Good

aClinical Practice.

The Committee has decided not to approve your project for the following reasons:
1. [List each reason separately. Each reason must refer to the relevant paragraph/s of the
FERCSL Guidelines,

relevant legislation or other applicable guidelines].

Should you wish to discuss the ERRGthes revi ew

telephone number or email address listed above) or the Chairman, «name», on «details».

Yours sincerely,
«name»
Chairperson

Ethics Review Committee
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ATTACHMENT F - STANDARD LETTER FOR EXPEDITED ERC APPROVAL OF NEW
APPLICATION

[ERC LETTERHEAD]

REFERENCE: «Protocol_No»

«date»

«Name_and_Address»

«Salutation»

Re: Protocol No «Protocol_No» - “«Protocol_Title»”

Thank you for submitting the above research proposal, which was considered by the

Executive of the Ethics Review Committee, at its meeting of «Date_of_Meeting».

Approval is granted to proceed. It is anticipated that this approval will be ratified by the

Ethics Review Committee at its meeting on «Date_of_Meeting».

This approval relates to the following:
* [insert details of approved documents]
You are asked to note the following:
* This approval is valid for one year, and the Committee requires that you furnish it
with «period»r eport s on the st udRegorsDup»r ogr ess beg
* This approval relates to the ethical content of the study only, and you are
responsible for the following:
0 negotiating individual arrangements with the Heads of service departments
in those situations where the use of their resources is involved,
0 if appropriate, informing the study sponsor that the membership and
procedures of the University of Colombo, Ethics Review Committee comply
with the relevant guidelines of the Forum of Ethics Review Committees in Sri

Lanka.
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Yours sincerely,
«name»
Chairperson

Ethics Review Committee
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ATTACHMENT G - STANDARD LETTER FOR REPORTING OF SERIOUS ADVERSE EVENTS

[LETTERHEAD]

[Date]

«name»

Secretary

Ethics Review Committee,
Faculty of Medicine,
University of Colombo,
Kynsey Road,

Colombo 00800,

Re: Notification of Serious Adverse Event

Please bring the enclosed serious adverse event report to the attention of the Ethics Review
Committee.

ERC Protocol No:

Sponsor Protocol No:

SAE Identification Number:

Patient: Nol VYesl

Description of SAE:

Study Drug/Device:

Relationship to Study Drug: Unlikely 1 Possible 1 Probable 1 Definite 1

Requires alteration to:
* Information for Participants: No1 Yes1 (if yes, revised copy attached)
e Participant Consent Form: Nol Yes1 (ifyes, revised copy attached)
* Protocol: No1l Yes1l ifyes,revised copy attached)
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Chief I nvestigator’™s Comment s:

Yours sincerely

«name»

Chief Investigator
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ATTACHMENT H - STANDARD LETTER FOR EXEMPT FROM ETHICS REVIEW OF NEW
APPLICATION

[ERC LETTERHEAD]

REFERENCE: «Protocol_No»

«date»

«Name_and_Address»

«Salutation»

Re: «Protocol_Title»”

Thank you for submitting the above research proposal, which was considered by the

Executive of the Ethics Review Committee, at its meeting of «Date_of_Meeting».

This protocol is exempt from Ethics Review.

Yours sincerely,
«name»
Chairperson

Ethics Review Committee
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REVISION HISTORY

Version 1 —was adopted by the ERC in 2003

Version 2 —the SOPs adopted in 2003 were completely revised and the new document titled
version 2 was adopted in July 2009

Version 2.1 —revisions were made to SOPs to include the exempt from review categories
and expedited review categories (SOP 011 was revised and a new attachment H was added)
and adopted in September 2009.

Version 2.2 —revisions were made to SOPs to include recommendations made after the
survey of the ERC by the FERCAP and adopted in November 2009. SOPs 003, 004, 005, 006,
008, 009, 011, 012, 013, 014 and 020 and attachment B were revised.
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