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® 45CFR 46

O

Subpart C Additional Protections Pertaining to
Biomedical and Behavioral Research Involving
Prisoners as Subjects §46.301 Applicability.
(a) The regulations in this subpart are appli-

cable to all biomedical and behavioral research

conducted or supported by the Department of
Health and Human Services involving prisoners

as subjects.

® Belmont Report

O

“One of the charges to the Commission was to

identify the basic ethical principles that should

underlie the conduct of biomedical and behav-

ioral research involving human subjects and to

develop guidelines which should be followed
to assure that such research is conducted in

accordance with those principles.”

The purpose of medical or behavioral practice
is to provide diagnosis, preventive treatment or

therapy to particular individuals.

1u footnote szyiamenITINEMTIIRITY
A2LBUANINARINIFIANAEAS “Because
the problems related to social experimentation
may differ substantially from those of biomedi-
cal and behavioral research, the Commis-
sion specifically declines to make any policy
determination regarding such research at this
time. Rather, the Commission believes that
the problem ought to be addressed by one of

its successor bodies.”

® CIOMS Guideline

o

“In the present context “research” includes

both medical and behavioural studies per-

taining to human health. Usually “research”

is modified by the adjective “biomedical” to

indicate its relation to health.”

O Research involving human subjects includes:

®  studies of a physiological, biochemical or
pathological process, or of the response to
a specific intervention—whether physical,
chemical or psychological — in healthy

subjects or patients;

®  controlled trials of diagnostic, preventive or
therapeutic measures in larger groups of
persons, designed to demonstrate a specific
generalizable response to these measures
against a background of individual biologi-

cal variation;

B studies designed to determine the conse-
quences for individuals and communities of
specific preventive or therapeutic measures;

and

B studies concerning human health-related

ehavior in a variety of circumstances and

environments.

® WHO Standards (2011)
O This document has been developed for individ-
uals and organizations involved in health-relat-
ed research with human participants, including

biomedical, behavioural, social science, and

epidemiological research

O Research involving human participants: Any
social science, biomedical, behavioural, or
epidemiological activity that entails systematic
collection or analysis of data with the intent to
generate new knowledge in which human be-
ings: (1) are exposed to manipulation, inter-
vention, observation or other interaction with in-
vestigators, either directly or through alteration
of their environment; or (2) become individually
identifiable through investigators’ collection,
preparation or use of biological material or

medical or other records.

O Declaration of Helsinki 14%4a71 “Ethical Principles
for Medical Research Involving Human Subjects”
Lm:"l,ajm@ﬁa behavioral research @33 9
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31@312%: Code of Federal Regulations Title 34
Department of Education PART 97 — Protection of Human
Subjects. (b) Institution means any public or private entity or
agency (including federal, state, and other agencies).

ICH GCP 1.30 Institution (medical): Any public or
private entity or agency or medical or dental facility where

clinical trials are conducted
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31@312%: CIOMS Guideline: “Vulnerability” refers to a
substantial incapacity to protect one’s own interests owing to
such impediments as lack of capability to give informed con-
sent, lack of alternative means of obtaining medical care or
other expensive necessities, or being a junior or subordinate
member of a hierarchical group. Accordingly, special provision
must be made for the protection of the rights and welfare of
vulnerable persons. WHO Standard (2011) sl,%ﬁmuf:ﬁ'uqﬂﬂa
112U “Vulnerable (research) participants: Vulnerable
persons are those who are relatively (or absolutely) incapable

of protecting their own interests.”

3

IcH Gep lildwatisammidszung udlifionn “yana
1312079 (Vulnerable Subjects)”: Individuals whose willing-
ness to volunteer in a clinical trial may be unduly influenced
by the expectation, whether justified or not, of benefits associ-
ated with participation, or of a retaliatory response from senior
members of a hierarchy in case of refusal to participate. Lae
l#dhedsnniaa

Belmont Report Weauin “However, not every human
being is capable of self-determination. The capacity for self-
determination matures during an individual’s life, and some
individuals lose this capacity wholly or in part because of ill-
ness, mental disability, or circumstances that severely restrict
liberty. Respect for the immature and the incapacitated may
require protecting them as they mature or while they are

incapacitated.”
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§OAAKDINU “non-scientific member”
Iaeh
WHO Standards (2011): “Members include...lay people
whose primary role is to share their insights

about the communities from which participants

FERCIT NEWSLETTER



FERCIT NEWSLETTER

are likely to be drawn’
ICH GCP E6 3.2.1 (b) At least one member whose pri-
mary area of interest is in a nonscientific area.
1 UK Medicinal Act Wauazidoain
“Membership
3.—(1) An ethics committee shall consist of—
(a) expert members; and
(b) lay members.”
(4) A person shall not be eligible for
appointment as a lay member
of an ethics committee if, in the
course of his employment or busi-
ness, he—
(a) provides medical, dental or
nursing care, or
(b) conducts clinical research.
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Uselomifiianas a5y (A child with a likely fatal illness may
object or refuse assent to continuation of a burdensome or
distressing intervention. In such circumstances parents may
press an investigator to persist with an investigational interven-
tion against the child’'s wishes.)

Snuuuwite  donansemneuenuBusenliiinidriaw
SsulamndniafdslomiRaningwiudn (A parent or
guardian who gives permission for a child to participate in re-
search should be given the opportunity, to a reasonable extent,
to observe the research as it proceeds, so as to be able to

withdraw the child if the parent or guardian decides it is in the

child’s best interests to do so.)
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14th FERCAP International Conference and 1%
PHREB National Conference

b 159158 Taal Vista Hotel, tiiag Tagaytay City i3zine
WaUud
“Embedding Ethics in National Health Research System”
November 23-26, 2014
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1. Pre-Conference Training — November 23, 2014
2. Conference — November 24-25, 2011

3. FERCAP and NAREC General Assembly No-
vember 26, 2014

2291 1 Pre-Conference Training — November 23, 2014

Qs v o A . . . .
RIVananAa Improving Continuing Review Proce-
dures of Research Ethics Committees  lasd wadadniq b

® Continuing Review Procedures 1o Dr. Cristina Tor-
res

® Continuing Review Reqmrements in US Regulations
4] ﬂmUHi’] ﬁ‘llW’lW]j‘l«L‘l«L‘Y] 7N AFRIMS

® Analyzing SAE Reports 1a# Dr. Cecillia Maramba-
Lazarte
® Case Discussion: Protocol Violation Reports 1law Dr.

Edlyn Jimenez

Dr. Cristina Torres ¥Nl&%a Guidance for IRBs, Clinical
Investigators, and Sponsors IRB Continuing Review after Clini-
cal Investigation Approval "édLﬂuLm’m’Nmi@‘hLﬁumi 89
ANuMIRINTEINTITeMenaIn lasunISuTesnA e
nsTuMIBesIATeudy  Sedarndules US. Department
of Health and Human Services (US DHHS), Food and Drug
Administration (US FDA), Center for Biologics Evaluation and
Research (CBER), Center for Devices and Radiological Health
(CDRH), Center for Drug Evaluation and Research (CDER),
Office of Good Clinical Practice (OGCP) waz Office for Human
Research Protections (OHRP) %’@ﬁmﬁmﬁa February 2012
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laWn=21 CFR 56.108(a) Uas 56.109(f)
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RRINITLASUNITSUTAY
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1. Risk Assessment lannuLaeada0naasTAT
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2. @NMUANIZANVI Informed Consent lagiADAs
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3. (399189 Local Issues lapanniiuisodaslinng
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1. Approve
2. Suspension

3. Termination of approval

LW qmwwﬁ“ﬁﬁuﬁ 21N US. AFRIMS #nLauative
i I LG NL389 Common Weaknesses of IRBs/ECs related
to Corﬂinuing Review per US Regulation 4.iluyunasain
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ance) 1t Tefiazdosduiinnuana WHININIAIZIH (Guide-
line) VBIRNIFOLNINGIE LU Basu04 continuing review 7
fanudaglunszuiumsdnilasduasesaranadnidoeda
wazwenenuaiuays nizduliduiunsfinannenuains

M lasemdToaNinmsivad Guidance awit

Dr. Cecillia Maramba-Lazarte U338181383 Analyzing SAE
Reports Tat01138901331897% SAE LaznshaITaw AE, ADR
Lae SAE 229AthenITNNIII8TITNALY

Wiaani Dr. Ediyn Jimenez léfiniaue Case Discussion
1ALy Protocol Violation Reports s‘fédLﬂuL'%aoﬁ;ﬁﬁmwmu
milidfiaautaanatlasimsdtes wdveduiwioaiy
WWINIRITINVBIAULNTINANTY WA HERUERUMTIAE 1
wdufiunsatneleny lassmaide AugIaE ZefifinmsaAdse
AwoE19INTND9 wazlidizi@uuasniaiia Lapse of IRB Ap-

proval I% udzinsduiiunsadnels

ﬁ’m‘ﬁ 2 Conference — November 24-25, 2011
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dseload dadt
IUINLID9 Perspectives in Developing National Ethical

Research Systems

msetunefmanms  masuddinouluiunwisens
FUMNBTITUFVVBITTAUTIA 11U MIlTRaninsiInaIIBLeE
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Research 289 WaUlud (PNHRS) Sal3udoud 2003 lagy
Uszmwdud  onailu LLa:L%;mmiﬁmmmmgmmaaﬂmz
n339N39385338338 e PHILIPPINE HEALTH RESEARCH
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