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Expedited Review

Both initial and continuing IRB review

REC chairperson or one or more experienced
members designated by the chairperson reviews
the research

The term "Expedited Review" only describes the
process by which an REC submission can be
reviewed

The information the expedited reviewer considers
Is the same as if the submission were receiving
Full Committee Review



Expedited Review

The reviewer may either approve the research or
require modifications to secure approval

Such a determination should be reported to the
full committee

Expedited reviewers may not disapprove
research

Alternatively, the reviewer may decide to refer the
research to a convened REC meeting for review
iIn accordance with the "full committee review”



Expedited Review

Applicable to :

> Non significant risk protocols

> Not likely to harm/to offend

> |nvolve non invasive/routine procedures
(finger stick collection of blood samples but not use of X-
rays or microwaves)

> Protocols that use previously collected
data/specimens

> Minor revision of previously approved
protocol

> Non procedural items (names of
personnel, etc.)

Reference : SIDCER Recognition Program : FERCAP Training Handbook, page 119



The two main criteria for an expedited review

* Not involve more than "minimal risk"

Minimal risk means that the probability and magnitude of harm or discomfort
anticipated in the research are not greater in and of themselves than those ordinarily

encountered in daily life or during the performance of routine physical or psychological
examinations or tests.

 Fit within one or more defined categories
determined by the REC



Expedited Review

— Collection of blood samples by finger stick, heel stick,
ear stick or venipuncture (not exceeding 550 ml in an
8-week period for adults who weigh at least 110
pounds or not exceeding the lesser of 50 ml or 3 ml/kg
iIn an 8-week period for children. Collection may not
occur more frequently than 2 times per week;

— Prospective collection of biological specimens for
research purposes by noninvasive means

— Collection of data through noninvasive procedures
routinely employed in clinical practice( excluding
procedures involving x-rays or microwaves)



Expedited Review

« Research involving materials (e.g., records, data, or
specimens) that have been collected or will be collected

solely for nonresearch purposes

« Collection of data from voice, video, digital, or image
recordings made for research purposes

* Minor changes in previously reviewed research during the
period for which approval is authorized



Expedited Review

» Continuing review of research previously
approved by the REC and the research is
— closed to enrollment of new subjects, or
— no subjects have been enrolled and
— no additional risks have been identified, or

— when the remaining research activities are
limited to data analysis
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"primary reviewer system”

« The "primary reviewer" with experience and/or expertise
In the study area is assigned to conduct a thorough
review of the REC application and any accompanying
materials (e.g., surveys, advertisements)

« The "primary reviewer" will report his/her findings for
discussion at a convened meeting of the full board

* Reviewers may contact the investigator with questions or
suggestions prior to the meeting



Initial Review of Research Protocol

¥ |tis expected that all board members who attend the
meeting should review all protocols that are going to be
discussed during the meeting

¥ The Chairperson should encourage members to
participate in discussion actively for each protocol during
board meeting

¥ The Chairperson should summarize main points of
discussion before decision making (voting or by consensus
agreement)

¥ There may be a 3rd primary reviewer (usually the layperson)
to review the information sheet and informed consent form



REC members with conflicts of interest in a research
project may provide information to the REC, but cannot
participate in the review. These members should not
count towards the quorum for that review

The REC must notify investigators and the institution in
writing of its decision to approve, modify, defer, or
disapprove the research

RECs must keep detailed documentation of meeting
activities including attendance, voting on actions, the
basis for the actions, and a written summary of the REC
discussion of controversial issues and their resolution
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(major revision)
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Basic evaluation criteria

 Independent review

 Collaborative partnership

e Social or scientific value

e Scientific validity

* Fair subject selection

 Favorable risk-benefit ratio

* Informed consent

 Respect for potential and enrolled subjects

Emanuel EJ, Wendler D, Grady C. What makes clinical research ethical? JAMA. 2000;283:2701-11.



Independent review of the research

« Minimizes potential conflicts of interests

* To be independent, members of RECs or IRBs
must be free from academic, political, and social
iInfluences that can affect their decisions



Conflicts of Interest

* To avoid conflicts of interest, any member with a
special or particular, direct or indirect, interest in a
proposal should not take part in its assessment,
except if his/her expertise is requested for
answering questions to provide the REC with
information or clarification of the proposed
research. Such persons, however, may not vote on
that project and should leave the room during the
voting process



Collaborative partnership

Committees should invite participation from
iIndividuals or bodies representing subjects who
might participate in the following types of

research:

* research proposals directed at specific diseases or
impairments, such as HIV/AIDS or paraplegia;

» research involving children, students, elderly persons or
employees;

* research involving uneducated or illiterate persons or
members of other vulnerable groups



Social value

* The results of research must potentially promote the
future health of society by evaluating a diagnostic or
therapeutic intervention or testing a hypothesis that can
generate significant generalizable knowledge about the
function of human biological systems

« Clinical trials, especially in developing countries, should
address problems that are relevant to the community

 If research lacks value, it is unethical because it exposes
subjects unnecessarily to potential harms without a
compensating societal benefit and it wastes time and
resources



Scientific Validity

* To be ethical, research must be conducted with
an appropriate methodology to ensure that the
results will answer the original research
guestions. Invalid research includes:

— underpowered studies
— studies with inappropriate endpoints or statistical tests
— studies that can not enroll sufficient subjects



Fair Subject Selection

* The selection of subjects must be fair.
Investigators need to avoid exploitation of
vulnerable populations

— Avoid choosing groups based solely on easy
availability or compromised position

— Not involving groups unlikely to benefit from the
subsequent applications of the research

— Ensuring that the benefits and risks of research are
distributed fairly among all groups in society



Favorable risk/benefit ratio

* The potential risks to subjects are identified and
minimized by using procedures consistent with
sound research design

* Potential benefits are properly noted and
enhanced

« Potential risks and benefits to individuals are
compared and an assessment is made that the
risks are reasonable to the potential benefits



Informed Consent

Informed consent is a process of information
exchange that takes place between the
Prospective subject and the investigator before,
during, and sometimes after the study
containing four elements:

Competence of the subject

Information

Comprehension

Voluntariness




Respect for enrolled subjects

» The ethical requirements of research do not end with a
signed consent document

* Respecting enrolled subjects includes:

Protecting the confidentiality of their private information

Permitting withdrawal at anytime and for any reason during the
study

Providing new information during the study if such information
might affect their decision to continue in the study

Monitoring subjects’ welfare throughout the study (e.g., obtaining
necessary blood tests to monitor the potential toxic effects of
experimental drugs)
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