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Human Subjects

Living individual(s) about whom an
investigator conducting research obtains

(1) data through intervention or interaction
with the individual, or

(2) identifiable private information
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Initial Review
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Continuing Review
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_371891%ANNN1IMWI (Progress report)
mwiamgfmo%wmﬁ%%’a(Renew approval)

ﬂ'l’i‘lJ’%J‘UL‘Lgﬂ%tﬂ’ﬁﬂ’ﬁl’mﬂ'ﬁ?ﬁﬂ(Protocol amendment)
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a9 wANNUaBRNE(Safety report)
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(Research Ethic Committee: REC)
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Levels of IRB Review

*More than “minimal risk” to subjects
*Not covered under other review categories

. Example: interventions involving physical or emotional
discomfort or sensitive data

* Not greater than minimal risk
* Fits one of the 9 Expedited Review

Categories*

* Examples: Collection of biospecimens by
noninvasive means, Research with existing
documents/record collected for non-research
purposes in which subjects are identifiable

* Less than “minimal risk”

* Fits one of the 6 Exempt
Categories®

* Example: Research with de-

identified records, anonymous
surveys
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US. Department and Human Services

Research conducted in established

or commonly accepted [ WELCOME
educational settings, involving el
normal educational practices,
such as

(i) research on regular and
special education instructional
strategies, or

(ii) research on the
effectiveness of or the
comparison among instructional
techniques, curricula, or
classroom management methods

SCgo!

To
PN
o
T X Tl

N l

o Ny ———

. Bl =d § = <

'°:;-?'i=!8!‘ ==



US. Department and Human Services

(2) Research involving the .
use of educational tests |
(cognitive, diagnostic,
aptitude, achievement),
survey procedures,
interview procedures or
observation of public
behaviour, unless:
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US. Department and Human Services

(I) human subjects can be
identified, directly or through
identifiers linked to the
subjects; and

(i) any disclosure could
reasonably place the
subjects at risk of criminal or
civil liability or be damaging
to the subjects' financial
standing, employability, or
reputation
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US. Department and Human Services

Not exempt, If:

the human subjects are
elected or appointed public
officials or candidates for
public office; or

federal statute(s) require(s) |
without exception that the
confidentiality of the
personally identifiable
information will be
maintained throughout the
research and thereafter




US. Department and Human Services

(4) 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 --'fffffffff"ff:/

such a manner that subjects R E
cannot be identified, directly
or through identifiers linked to :

the subjects
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US. Department and Human Services

(5) 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:

(1) public benefit or service programs;

(i1) procedures for obtaining benefits or services under
those programs;

(il1) possible changes in or alternatives to those programs
or procedures; or

(iv) possible changes in methods or levels of payment for
benefits or services under those programs
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US. Department and Human Services

(6) Taste and food quality evaluation and consumer
acceptance studies,
(1) iIf wholesome foods without additives are consumed or
(i1) 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
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US. Department and Human Services

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
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US. Department and Human Services

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 in accordance with the
"full committee review”
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Expedited Review

Applicable to :

Non significant risk protocols

Not likely to harm/to offend

Involve 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
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US. Department and Human Services

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.

> A p AL By A
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US. Department and Human Services

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 mil/kg in an 8-week
period for children. Collection may not occur more
frequently than 2 times per week;
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US. Department and Human Services

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)
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US. Department and Human Services

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

hair and nail clippings in a nondisfiguring manner;
(b) deciduous teeth at time of exfoliation or if
routine patient care indicates a need for
extraction;

(c) permanent teeth if routine patient care
indicates a need for extraction;




US. Department and Human Services

(d) excreta and external secretions (including sweat);
(e) uncannulated saliva collected either in an
unstimulated fashion or stimulated by chewing
gumbase or wax or by applying a dilute citric solution
to the tongue;

(f) placenta removed at delivery;

(g) amniotic fluid obtained at the time of rupture of
the membrane prior to or during labor;




US. Department and Human Services

(h) supra- and subgingival dental plague and
calculus, provided the collection procedure is not
more invasive than routine prophylactic scaling of
the teeth and the process is accomplished In
accordance with accepted prophylactic techniques;
(1) mucosal and skin cells collected by buccal
scraping or swab, skin swab, or mouth washings;
(j) sputum collected after saline mist nebulization.




US. Department and Human Services

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 authorised
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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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Full Committee Review
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9819188 1 NIHHNIIINE12IN1TUWANE
98191408 1 NIWLNIEN13INE121015WNNE (lay person)
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Full Committee Review

N1500NLAEINTAENALENAUNSDNITAIAS L
L§&19(consensus or vote)
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Basic evaluation criteria

Independent review

Collaborative partnership

Social or scientific value

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




‘primary reviewer system’”

"'he "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
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‘primary reviewer system’”

It is 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 3" primary reviewer (usually the layperson)
to review the information sheet and informed consent form
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‘primary reviewer system’”

¢ 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
iIncluding 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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‘primary reviewer system”
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& Jusealme9919n15998 (approve)

- 1

2 dayalNNLANTTIaUSULN AN LA D LELNE
5U984(conditional approve)

& 1RUSuuAWIozeda N AR LA N NE LR TN
13 (major revision)

£ 1a3isusa9(disapprove)
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THANK YOU
FOR YOUR ATTENTION

AND

ANY QUESTIONS?




