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Standard I-1

The Organization has a systematic and comprehensive Human
Research Protection Program that affords protections for all
research participants. Individuals within the Organization are

knowledgeable about and follow the policies and procedures of
the Human Research Protection Program.
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The Organization has and follows 1. PRPHHMABHARZE

written policies and procedures for = HAARBHRER
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The Organization delegates

responsibility for the Human Research

Protection Program to an official with 1 55 T SR HRPP
sufficient standing, authority, and : T & (0) 4 N BEF
independence to ensure %1%;%;+%é o=
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The Organization has and follows written
policies and procedures that allow the

Institutional Review Board or Ethics _ N
Committee to function independently of 1. AR EHL

other organizational entities in protecting IRB/ECHZ 1% - T BE
research participants. HERFERIBARAT -
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4  Tosuspend or terminate IRB approval of research not being
conducted in accordance with IRB’ s requirements or that had been
associated with unexpected serious harm to participants.
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The Organization has and follows written
policies and procedures setting forth the
ethical standards and practices of the 1 REHAZAERS
Human Research Protection Program. ZIHRPPAERAA S &
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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.
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The Organization has and follows written
policies and procedures that identify

applicable laws in the localities where it

conducts human research, takes them into MENEE Tk 2EEwS
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Standard I-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.
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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.
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Standard I-3

The Organization’ s transnational research activities are
consistent with the ethical principles set forth in its
Human Research Protection Program and meet
equivalent levels of participant protection as research

conducted in the Organization’ s principal location
while complying with local laws and taking into account
cultural context.
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The Organization’ s transnational BESE5ELIN =1 caeilab: s =il
research activities are consistent REEHMBERETTE - 8E
with the ethical principles set forth EEMREHNRIEZEELER
in its Human Research Protection T REZE RBARER SRR
Program and meet equivalent mEMES - BEEEXEE=R -
levels of participant protection as REIPEBLEMHR -
research conducted in the 2. I ASEFMIRBESFEEEE
Organization’ s principal location B SR TH RS th 2 2 it
while complying with local laws ZHAEIRE TS SWERE
and taking into account cultural B3R AL -
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Standard I-4

The Organization responds to the

concerns of research participants.

WBH R E R OB EAMROE

= == e

The Organization has and follows written
policies and procedures that establish a safe,
confidential, and reliable channel for current,
prospective, or past research participants or
their designated representatives that permits
them to discuss problems, concerns, and

questions; obtain information; or offer input
with an informed individual who s
unaffiliated with the specific research
protocol or plan.
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The Organization conducts activities . WBEEHDRSR
designed to enhance understanding of AERBEZHE
human research by participants, prospective BT RO
participants, or their communities, when . EEFEERE AR

appropriate. These activities are evaluated K=
on a regular basis for improvement.
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The Organization promotes the . BEtERMREAR
involvement of community members, HREZ B
when appropriate, in the design and . EEfIERARB(
implementation of research and the i
dissemination of results. L "R BERa=2
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Standard I-5

The Organization measures and improves, when necessary, compliance
with organizational policies and procedures and applicable laws,
regulations, codes, and guidance. The Organization also measures and

improves, when necessary, the quality, effectiveness, and efficiency of
the Human Research Protection Program.
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The Organization conducts audits or 1B BRAITE
surveys or uses other methods to assess FEP&PRIE N M
compliance with organizational policies D MR N (BT E
and procedures and applicable laws, FEaSEEE R -
regulations, codes, and guidance. The EREEAEAER Y
Organization makes improvements to =

increase compliance, when necessary.
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The Organization conducts audits or surveys [ES=SZEAEEEESEEE=1S
or uses other methods to assess the quality, Mz

efficiency, and effectiveness of the Human 2. FHMEHRPPELRZY
Research Protection Program. The 3. RE(REESRET
Organization identifies strengths and S(EISET IR
weaknesses of the Human Research PDSAZ I * P-Plan °
Protection Program and makes D-Do * S-Study * A-
improvements, when necessary, to increase At gq:smyig
the quality, efficiency, and effectiveness of BE BT R
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The Organization has and follows written  [RESSEIZ=paE R
policies and procedures so that AEBBEE
Researchers and Research Staff may bring  F AR 20
forward to the Organization concerns or HRPPE&E VB2
suggestions regarding the Human

Research Protection Program, including
the ethics review process.
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( %215.D

The Organization has and follows written 1. FEAP&PHREN
policies and procedures for addressing EANRRE R
allegations and findings of non-compliance REAEER
with Human Research Protection Program 2. PR&PEGZRE
requirements. The Organization works with NEE - BRL
the Institutional Review Board or Ethics B @BaRE (T
Committee, when appropriate, to ensure iEs - BRI
that participants are protected when non- ) RERBATE
compliance occurs. Such policies and b i
procedures include reporting these actions,

when appropriate.
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B 5CG0 AB I (Minor Noncompliance)
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Standard I-6

The Organization has and follows written policies and
procedures to ensure that research is conducted so that

financial conflicts of interest are identified, managed,
and minimized or eliminated.
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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
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or the integrity of the Human Research
Protection Program.
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The Organization has and follows
written policies and procedures to
identify, manage, and minimize or
eliminate individual financial
conflicts of interest of Researchers
and Research Staff that could
influence the conduct of the
research or the integrity of the
Human Research Protection
Program. The Organization works
with the Institutional Review
Board or Ethics Committee in
ensuring that financial conflicts of
interest are managed and
minimized or eliminated, when
appropriate.
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Standard I-7

The Organization has and follows written policies and
procedures to ensure that the use of any investigational

or unlicensed test article complies with all applicable legal
and regulatory requirements.
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When research involves
investigational or unlicensed test
articles, the Organization confirms
that the test articles have
appropriate regulatory approval or
meet exemptions for such approval.
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Standard I-8 W

The Organization works with public, industry, and
private Sponsors to apply the requirements of the

Human Research Protection Program to all participants.
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In studies where Sponsors conduct research 1.E58(monitor) 2 &1 %
site monitoring visits or conduct monitoring [k KERHE e ST
activities remotely, the Organization has a 72 A &Rl (monitor) Y
written agreement with the Sponsor that the  [F=(EENIR $°& Sl
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When the Sponsor has the responsibility to  BRGEFE=EERTEE 67
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Before initiating research, the Organization
has a written agreement with the Sponsor
about plans for disseminating findings from
the research and the roles that Researchers
and Sponsors will play in the publication or

disclosure of results.

FEEHERT TR - WBAMERZE TR SHEZ -
DSt R BRI R MR LM RABRRE
MEMIENES -

o

fER3CERS

1B EBERER B EE
METERNLAR - BERE -
85 ) PR AR 78 LLE B BR B2 A2 P 3
7

KR HE B IEA

BRI SR R EIBETARREZBREER :

NENBEREXRETRHS -

2 RESGHNEEERBER

3 RAYP EXENES

1 HNEHRMABRRNEEE - MEARLBEHERRRERA LR P

2017/5/27

55



2017/5/27

1%321.8.E 15R3CERS

When participant safety could be directly BEGEFEEINEESERN=E:-3-7
affected by study results after the study  BEESEIIESEES= =5
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