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[.1.B

g5 - ST S wAE US A EUPIE

O T OOl LLE

AAHRPPY

The organization delegates responsibility for the Human
Research Protection Program to an official with sufficient
standing, authority, and independence to ensure implementation
and maintenance of the program.

Element
[.1.C

The organization has and follows written policies and
procedures that allow the Institutional Review Board or Ethics
Committee to function independently of other organizational
entities in protecting research participants.

12, 14

y

Element
[.1.E

The organization has an education program that contributes to
the improvement of the qualifications and expertise of
individuals responsible for protecting the rights and welfare of
research participants.

3.2

Standard
-2

The organization ensures that the Human Research Protection
Program has resources sufficient to protect the rights and
welfare of research participants for the research activities that
the organization conducts or oversees.

21,2223

Element
|.6.A

The organization has and follows written policies and
procedures to identify, manage, and minimize or eliminate
financial conflicts of interest of the organization that could
influence the conduct of the research or the integrity of the
Human Research Protection Program.

1.3.

Element
[1.1.A

The IRB or EC membership permits appropriate representation at
the meeting for the types of research under review, and this is
reflected on the IRB or EC roster. The IRB or EC has one or
more unaffiliated members; one or more members who represent
the general perspective of participants; one or more members who
do not have scientific expertise; one or more members who have
scientific or scholarly expertise; and, when the IRB or EC regularly
reviews research that involves vulnerable participants, one or more
members who are knowledgeable about or experienced in working
with such participants.

3.1, 35

Element
1.1.B

The IRB or EC has qualified leadership (e.g., chair and vice
chair) and qualified members and staff. Membership and
composition of the IRB or EC are periodically reviewed and
adjusted as appropriate.

31, 33, 34, 35

Element
1.1.C

The organization has and follows written policies and
procedures to separate competing business interests from
ethics review functions.

1.3

_12_




Element
1.1.D

The IRB or EC has and follows written policies and procedures
so that members and consultants do not participate in the
review of research protocols or plans in which they have a
conflict of interest, except to provide information requested by
the IRB or EC.

1.3

Element
I.1.E

A1.5

The IRB or EC has and follows written policies and procedures
requiring research protocols or plans to be reviewed by
individuals with appropriate scientific or scholarly expertise and
other expertise or knowledge as required to review the
research protocol or plan.

FERCAP2

Legal provision that Ensure that an REC’s decision not to
approve a study cannot be overruled, except in cases of
abuse of authority as determined by a regulatory agency or
court.

3.3

A2.2

The institution ensures that the REC has the resources to
support the REC function.

21,22, 23

A3.1

The REC membership satisfies the requirements of ethical
principles in  WHO guidance and of any national laws or
policies consistent with those principles. (Gender balance,
diversity, scientific, legal, public health and ethics expert, lay
member, non-affiliated member)

3.1

A3.2

The REC members’ roles and responsibiliies are clearly
defined. (members TOR)

33, 34, 35

A3.3

REC members and chairs are appointed for fixed terms rather
than indefinitely, and terms are staggered so that they do not
all expire at the same time.

34, 35

A3.4

REC members and chairs may not be removed before the
expiration of their terms unless they have been found to have
substantially breached their duties.

3.5

A3.5

The REC invites relevant non—-members to contribute to the
review of research that raises issues beyond the scope of the
members’ experience or expertise. The REC’s standard
operating procedures contain  provisions for non-members
invited to (1) declare COI; (2) fully participate in discussions but
may not participate in decision-making; (3) receive relevant
background information on the ethics review process; and (4)
sign confidentiality agreements. In addition, there is evidence
that non-members invited (1) when studies raise issues beyond
the scope of the members’ experience or expertise; (2) declare
any relevant conflicts of interestt and (3) given relevant
background information on the ethics review process.

3.3

_13_




A4

Legal provisions to ensure that REC has sufficient resources to
support REC function.

21,22

A4.2

The REC has sufficient, competent staff, with appropriate
education, skills and experience, to support its activities. The
number of staff members is sufficient for the REC’s workload,
and staff members have the appropriate  educational
background, skills and experience to carry out their assigned
responsibilities.

2.2

A4.3

REC has a training plan that specifies the goal and frequency
of training. There should be a mechanism to assess whether
the members and staff members understand the material
presented in training.

3.2

Ad.4

The REC has adequate facilities and equipment.

21,22

A4.5

The REC has adequate technological support for its needs.

2.3

A4.6

The REC has adequate, stable financial resources.

2.3

A5.1

The RECs members and staff receive the initial and
continuous training in scientific and ethical issues in research
involving humans, and it retains records of all training activities
undertaken by members and staff.

3.2

A6.1

Legal provision that Require REC members to declare any
conflicts of interest and prohibit members from participating in
the review of any study in which they have a conflicting
interest.

A6.2

SOP indicates how any conflicts of interest will be declared
and managed.

A6.3

The institution has policies and procedures for declaration and
management of COl of REC members and non-REC members
in REC meeting.

1.3

B1.1

The SOP clearly defines the roles and Responsibility of REC
according to the international standards. (TOR- scope,
objectives, activities, organization and Management.)

1.2

1) AAHHRPP. Evaluation Instrument for Accreditation.(2026).

2) FERCAP. Assessment of Recs Based on WHO GBT 2023 and ICH GCP 2016.
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