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e Establish a formal process to monitor, evaluate and continually improve
the protection of human research subjects and dedicate resources
sufficient to do so.

FEIL—E A RE - P WRHENCEEIRIT S 2 sl B PREE T $TBAECR » [RIFEL

TR A e BV ER vl A THHRER SR 5

* Exercise oversight of research protection.

BB PRI 7¢ 25 B PRa Z AR T F SR B A

* Educate investigators and research staff about their ethical responsibility
to protect research participants.

I SRIFE A B a2 A R B LAOReE iR R 7e 2 5l

* When appropriate, intervene in research and respond directly to concerns
of research subjects.
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What is AAHRPP

Association for the Accreditation of Human Research Protection
Programs (AAHRPP) Azt EREme

Nonprofit association, founded in 2001

Offers accreditation to organizations that conduct, review, or manage

research involving human participants & xigism A EHEIFE = (HRPP) 5255
3G 177 Bh 38 1L 1 € 32 5 & 1

Seeks to identify quality programs; promote innovative practices’ and,
ensure regulatory compliance.

NIH, the world’s largest public funder of research, and Pfizer, the largest
industry sponsor of clinical research, have earned accreditation.



Why Accreditation?  SIEEEMNEKRTRIRE BEEEHT

Ensure compliance with laws, regulations, AT S
codes, and guidance fERS FE-E

Improve infrastructure and accountability 7277 E 3 b B = (F 5%

Raise awareness within the organization B AHE =R
Encourage a universal set of standards 2D %aT

Improve public trust in research R E(E(F




2014 F FRIG =R P BFAAHRPPR &S -
20163/ N7TARRKRE—AE_[EEREHEE
R2016F7H1IHAL " AR A ERED L . BEREEMBESE -
2016F12H8~9HEZZHE =[S BithihE - maX1HEIAE6031 -
REBEMRBER -

No areas of concern*
AAHRPP 7R2017F3H24H 1E V@AM AR @B AAHRPPR #E v & S 1=

% "SgEeas (Full Accreditation)” R E: B TR KT,

M A% K TR
Ach.‘u-”. 3 ’: Mar. 27. 2020
s [nerEzs
AAHRPP nH (B HES in 2024)

TELmERE R

‘Trﬁ (G H! FI¢®




 Till June. 2023, 254 organizations —have earned
AAHRPP accreditation.

Organizations across the United States (n = 212) and in Belgium, Brazil, Canada,
China, India, Mexico, Republic of Korea, Saudi Arabia, Singapore, South Africa,

Taiwan (n = 12) and Thailand.

. "\7( (2012) 168 - o (2014) ; - 8B75 - B (2015) ; bz -
- REE(2017);, & (2018); &7( (2019) 25 (2020)
Meet the World of AAHRPP

e =1LRABFIEZEglobal i K iR = ]
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ZAIE (5/16)

« EEOAMALEE - H—RRHEA R AREFAAHRPPRE L
HBAAHRPPRE Z B2 H - Al T 43 BAAHRPPERRE il
Bgien ; H_RCANEE - TERLIAAHRPPREEFIPRIZIE
B (Metric) - KIBFAVER - B8 - BPIGEESR L WA
12 EHEAHESHEBOINNWRINGERASE - LUER
AAHRPPR R E st ikl 2 22

~\ (Collaborative AAHRPP
: Network (CAN)
Conference:
Welcome

Elyse Summers, President and CEO, AAHRPP.




- IS1E{ZE] ( Metrics revisited ) :

ITHRAREIR (Metric ) ZERETAETRIMmMEIZETTE - IR
AAHRPPRFE B MRz BT - IeFaTih ZB1E

- BESKR¥EHE (Emergency Preparedness )
AAHRPPIHIEFEI.LHIEEHEZEANS - EXRELBEZRETH
REZZEN MREZABENMBANBERANER - $T¥0JgEss
G E=00n - AIINEE - 2#mEE - RiTmETE (Covid-19) - 6
RKESE - olgE S EMFRIIT - Al INERER - FITRELR
REARTSETEHRERE - TRAD



- S - AFE - 818 - OJZEtE ( DEIA) FAAHRPP 12
#3%2F ( Diversity, Equity, Inclusion, Accessibility (DEIA)
and AAHRPP Standards) = ZE 214 Rl E21&E G S HR & R

« FiMAAHRPPFESEIZEXESEI.5. AIEFNEE1.5.BIA ( Discussion of
AAHRPP Element I.5A and I.5B) :

B PRET & ¥ AAHRPPRE ST 2.5 AIRFISE 5. BIRR BIRMAT
EROIEEB R 2P B e RARE - MR EH HEESHE R
ERfEAREHEBIEMAT - LB ZBRERMSER
DUEZRSITT - HLUESEBERHEBERETSZmE WX M
B (Quality - Efficiency - Effectiveness - QEE) -



s (5/17-18)

o ILENETHRIAEBUBREEZFZ (Changesin the Legislative
Climate Plenary_Avoiding Adverse Effects on the Right and
Welfare of participant )

- ZiEEAE TR ( Multi-Cancer Detection - MCD ) 7 pil &= &2 [&| fgs
( One Stop Shopping The Promise and the Peril of Multi-Cancer

Detection (MCD) Screening )

- ETARENARIRZEEZE51%Z ( Undertaking Meaningful
IRB/EC Member Evaluation )



- ANiEilBZEETHNALESEMAEZENEE=Z= ( IRB Review of Al
Research )

- BEASAEAMBERIETHN "'EFEL MUELAEZ (The "e"in
eConsent Doesn't Stand for Easy )

- HINEBERABEMSHEAMBRETERNMBERERRKIRAR
HMEME ( The Value of Re-Engaging Human Participants about
Future Use of Data and Samples )



REMABENE - B#RIRBEMEAEEIR burnout

Re-engaging versus Broad consent

52X
Re- engaglng\; iﬂ%ﬁﬂ?%ﬁﬁ%—%ﬂﬁpﬁ%%%ﬁ EIE= IR FHiRE
?# SiE - REMARES - UREMREZRESERETSING
EAWE1]

Broad consent ,%ET%EAJ?EH%;%EP%%%Eﬁ%lﬁ%ﬁ%ﬁﬂ%@ﬁﬁ

Re MERA (RFET—R)

BokZHAERE:

Re- enga% REMFFTERD - DURBHSIEE 7 i as sk 5 rE 1T i
@Jm“ ﬂ%%%ﬁ%ﬁ@geﬁﬁ%ﬁﬁﬁm%wg NG
RuEER  BEEATEENRERINERRE (2REEHEBEEE
Broad ¢ onsent—%%ﬁ%ﬁé%jiﬁﬁ ARSI E R A — R EECKEE -
’:\,\1& ﬁj”%i’.t—ﬂlﬂ' TEBMORHEBREERBICEMFEAEREE
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6. Where does your Organization conduct _ 2019 2016
research?: (check only one) 2022 2021 2020 stepl&2 | stepl&2
‘Research activities occur only in my

te/province/region within my country

B. Research activities occur in my state plus other

) . S x * * * *
states/provinces/regions within my country
C. Researclil activities occur in my state/province/region * x x % %
plus countries other than my country
D. Research activities occur in my state/province/region.,
other states/provinces/regions. plus countries other than my * * x x x

country

7.Percentage of types of research
conducted, reviewed, or managed at 2020 | *2019 £2016
rour Organization (check all that apply

g d approximate %):

Social / Behavioral / Education Research 2.6% 3.4% 4.3% 2.8% 33% 172% 6.7%

Biomedical / Clinical Research:
Investigational drugs
Investigational devices
Other Biomedical

97.4% 96.6% 95.7% 97.2% 96.7% 82.8% 93.3%

2019 2016
Step 1&2 Step 1&2

9. In the most recent 12 months, has your Organization

actively conducted, managed or reviewed classified
research?




10.Types of research involving participant

g opulations that are allowed or reviewed:
Check all that apply)

2019 2016
Step 1&2 Step 1&2
v v v

Children v v
Students v v v v v
Pregnant women v v v v v
Employees v v v v v
Prisoners x ® »® *® ®
Adults unable to consent v v v v v
Other-specify * s x *x x
g - Sour:zes of sponsorship of research 2022 2021 2020 | *2019 m %2016 2015

(please list percentage)
Sponsored by the US federal government 0% 0%

of human participant research that is 24.0% 244% 232% 232% 238% 269% 19.1%
industry sponsored

of human participant research that is 19.0% 252% 20.6% 252% 20.3%
governmentally/federally sponsored

Sp_ecg !NOII U.S. Gov't 25.8% 2539

of human participant research that is 5.0% 2.9% 3.5% 5.7% 6.0%
sponsored by other external sources

of human participant research that is 50.2% 50.3% 52.8% 48.7% 52.1% 422% 54.6%

sponsored by internal sources (include
unfunded research)



12. What regulations/guidance pertaining to

: 2019 2016
human research apply to your active protocols: 2022 2021 2020 Step 1&2 Step 1&2
(check all that apply) P P

US Department of Defense (DoD)

US Department of Education (ED)

US Department of Energy (DOE) - « " - «
US Department of Justice (DoJ)

US Department of Veterans Affairs (VA)

US Environmental Protection Agency (EPA)

US Department of Health and Human Services (DHHS) v " " « .
US Food and Drug Administration State (FDA)

ICH-Good Clinical Practice Guideline (E6)
Country-specific regulations and laws
/(outside of the US) - Specify Taiwan Law

2019 2016
2 2
e Have its own IRB/EC(s) - # of IRB/EC(s) =

Number of meetings per IRB/EC per month = 1 1 1 1
Rely on external IRB/EC(s): if so, check one: * - *

for some but < 10% of total protocols
* for some but > 10% of total protocols * * * *
* for all (100%) of total protocols

g 44. Does your IRB/EC use the following electronic (computer) systems: 2019 2016
Step 1&2 Step 1&2

Database for protocol tracking

<

Online application submission Yes Yes Yes Yes Yes
Online protocol/materials distribution to IRB/EC members Yes Yes Yes Yes Yes
Online review functions Yes Yes Yes Yes Yes




48-60.Total number of active 2019
protocols:(activelif Kl SR E & =)

Protocols reviewed by a
Convened IRB/EC Review 1280 1245 1094 1044 991
(—RREEHE)

Protocols reviewed by Expedited
Review Procedure 1390 1317 1208 896 929
(HFHEEHE)

Research Activities determined
to be Exempt in past 12 55 54 66 51 46
months(EEE)

Protocols reviewed by the
Limited Review Procedure in the 0 459 O 0 0 0

past 12 months

Total number of active protocols 2725 2616 2368 1991 1966

(HBREHEY)

600+ Pls
500+ study coordinates




41 ~ 68.Total number of FTEs dedicated to: - _ _
HRPP(othcrthanIRBfEC) 5 4.2 4.2 4.2 4.2 4.6
TRB/EC 16.5 158

g 68. Number of US dollars budgeted in the most
= recent 12 months or last fiscal year for: (ﬂ')

HRPP (other than IRB/EC) About US About US About US About US About US
§111,308 $68.233 $70.736 3239 000 $207.000 $160.000
IRB/EC About US About US About US About US About US About US

$200,000 $300.000 $300.000 $300.000 $300.000 $250.000
69-80. Compensation of IRB/EC Members
the following types of FINANCIAL support your Organization provides IRB/EC

Chairs(IRBZ %), Vice Chairs(IRB®| £ %), Affiliated IRB/EC members(##P % &),
Non-Affiliated IRB/EC members(it# /- % §)

2022

9/ Pay for specific activities (e.g., conducting IRB meetings, reviews) v v
o Salary support (full or partial) * ®
Support for attendance at HRPP/IRB-related conferences « x
or continuing education activities, such as travel or registration fees
Stipend/honorarium * *
Reimbursement of the IRB/EC Chair's home department/clinic for time x x

the following types of NON-FINANCIAL support your Organization provides

IRB/EC Chairs(IRBX %), Vice Chairs(IRB&|] £ £), Affiliated IRB/EC members(i#&#§
M % B ), Non-Affiliated IRB/EC members(## /£ R)

Food at IRB/EC meetings v v

Thank vou or appreciation gifts of nominal value x x
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48-60. —fixEE - 2021 2020*

REEHIRGEE/ZE
ZHEXPMUH

Median Median Median mean mode
review 35 35 33 36 34
approval 42 42 40 47 28

48-60.FHZEE - 4 2021 2020*
RESHIRGEE/ZE
ZHEXPUEH

Median Median Median mean mode
review 1 9 6 8 3
approval 18 15 12 18 8
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42. Number of protocols disapproved by

the IRB/EC in the most recent 12 months
(FEBEEZ)

ABBRAEB/BE %

43 2. Number of internal random audits
of IRB/EC records conducted in the most
recent 12 months

(IRBEYBERE E1Z/Bl1THEE - by HRPC)

43_3. Number of US FDA, other US
regulatory agencies, or other country
regulatory agencies (e.g., EMA)

inspections of IRB/ECs conducted at your
Organization in the most recent 12
months (&1 X E KRR ETIRBEZH
=)

8 8 23

0.29 0.3 0.97

12 12 12

43



62_1. Number of internal and Sponsor “for
cause” audits of investigator protocols
conducted in the most recent 12 months

(FAREANFREZ/FEFITIEER - =IRB
- TGE)

62_2. Number of internal and Sponsor random
audits of investigator protocols conducted in
the most recent 12 months

gg%ﬁ%ﬁﬁ%@#%@ﬁﬁ@& =111:74
)

64. Number of US FDA, other US regulatory
agencies, or other country regulatory agencies
(e.g., EMA) inspections of investigators
conducted at your Organization in the most
recent 12 months

(4 F B R AT EITIH I EinspectionH)

BE)



61_1. Number of unresolved complaints 2022 2021 2020

from research participants received by the
IRB/EC in the most recent 12 months .(F## 0 0 1
RIMF =5 A BRRE)

61_2. Number of new cases of alleged 2022 2021 2020
808 714 728

non-compliance investigated in the most
recent 12 months (SRR BIEREGEE)

A BIER AR/ AR % 29.7 27.3 30.7

61 3. Number of determinations of serious | 2022 2021 2020

non-compliance in the most recent 12
months 6 3 7

(BREABRERHRE)
BENBIEREE/BE % 0.22 0.11 0.3
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61 4. Number of determinations of

continuing non-compliance in the
most recent 12 months

(EEEABERGHE)
EEMEABIERTRE/BE %

129
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74 71

2.8 3




REfp ZEREH4
& B §% %8

. % fx (sponsor)

RN RE)

Bt % 3% = (SC)

HE EHAPD

. CRA

. IRBA 8 &g 48 3%

R KR

8. 1T (& )/ & %

Pl B RN REES RS FRAMRMBREARS RS RL RS EE | R
FAr 5 AL, GHRM KB E S A B H  EKCHRE £ Bicak o FBALS KRS

KA R RA MR A 5 A4 MEKG S RE & B2, AFS, 2 A4 S RERRY
ITRAEEMCRAAT R RALERS, BX A BFIMRIOE M RRYS

=Y DN -

-J O° O



2021*~2022ﬁﬁ§$ﬂ%55ﬁ?

%*étﬁkﬁﬁ

A ZE |

| llﬂiF

1115F

1104

111+

0

4/122

0.:0%

3. 3%

A RERE/ ATRABE)

46/74

|68/122

62. 2% |

85. Th|

13/74

31/122

17. 6%

25. 4%

0 |

0.

0.0% |

0.0%. |

2: CRO 2. CRA

ii/%%(ﬁlﬂlﬁ"?fﬂfi‘f:}*ﬁ&l%)

4. FEFHA - |

2/74

0

2. Th

0. 0%

/122

4.1%

0. T

374

2/122 |

0.0% |

| 10/74

117122

13. 5%

9. 0%

ﬁuml&m@xjﬁiz B % (2. %A, 8.4

mﬁ%) ;

56/74

19/122

75. 705 64. 8%

1.6% |




HRPC 111FET F# S

1.

2.

B

O 00N o U

wma - e EIEEEB ARG AR E B REMRFEZERE (HRPP

HmEA—R - HRPACE¥FE—XR)

REARGMREZGRENTHEIBSE (111/1/120111/12/31 %35

210544 - FIIZBN87H)

TEHARRZA AR RBEZEEEEE ALK (12 R) ~ REALBMRR

esl = LTS

?ﬁf@ﬁﬁ%%%%@ (—ZEH1Y - BERH24H XS EPRZES3T
)

iR R ZE R h B EEHEIL

ZBIPl-initiated studyl I &N E RIS EH

R NS R IREST ST 8 2 P

HEE AN AMEAEIR (H£315) - IWEZAHEES (H35)

REZHERMAAEREN - FRAEZRES (H1H)



PI-1n1tlated stu dyJFE B 2’.“ é’J &# F‘*%%E

“U}mém% i@gﬁ@ﬂﬁﬁﬁ%gﬁ_ _mmmmm mm mmmm
(2} ‘l"*é? R X #E fifl %ﬁﬁi%ﬁ (%ib%&.*’f@ é—&ﬁ’ﬁfiﬁt%ﬁ%%ﬁ #‘3%—2&)

'(mﬁméﬁﬁ %%iﬁ’@é%ﬁMT'”

' ﬁg_ B 2T ﬁf\ézﬁ] A :g- T 3};%’- B iTH AR E,’.-?.. AT 3-}“, (Investlgator—Imtlated lrlals » '

MAIT) XA 55t EFRARARARBFT FEE,

..E@»’r& %‘?%‘?‘—Emﬂ]iaih%qz \.»(GCRC)—*“{‘:%ijf/&.‘?}-c—’.u‘l'gi{%f‘%ﬁx_’m m%

éﬁﬁimﬁwﬁiﬁﬁ%

R B AT AR RS X (Investigator-Initiated Trials »
ABID XA R ESRARARERFE FIEE

litééEﬂlb‘z ﬁﬁlﬁﬁ{!ﬂpu

|imsama FRIaTREINEFRERN
naE
A REL R 23 HREA A 4T
o 0&#145/\ Sfti.&ﬁ’r A2 (IT)EE HEE
(GCRC) = N

ISR R




HRPC 111FET F# S

1.

w

e~ B - SRR E AR E RERFEZFETS (HRPP

SmEHB—=X - HRPACE¥E—XR)

ZBfPI-initiated studyI 5 X B RIREH

iR R SR ZE R ) B EEMEI(E

TEHREZAR AR BEZEESEAHE (12 R) - RXEEAZIRR

enlE Z ISR E =

REARMRRHERENTHERS (111/1/121111/12/31HEEHM

2105414 - FHEHERN87H)

?ﬁf@ﬁﬁ%%%%’%‘@ (—REHLIH - BSR4 RS R EE4E3T
)

KRB NSBRREST S BTG 22 (2024)

B NS R mBEAENR (H£315) - ERAEEE (H£315)

REZAHEBRMFEAERZN - PRLEZREE (H1Y)



o o
o 4/22( AT FRHAEH LY K
= é%‘,

P~ L

......




Tk 3 RS
v %
N

R IS

b ST 18T = 585 5

L 5S ES 48 B8 R B ¥ o B g 28 ¥



G

>y
allk

g

allb
1:|||I—

« ¥R FTBHRPPIKZERIED
- =& - PI/SC - Sponsor - IRB member/staff - #%1#
o« ZA
1. =& "EAREEEIFA
2. IRB: "ZBHRPCIRHEIXENER"
3. EB member: "ARE¥ZAENREBZRALHA
4. SC. "HXEMNPITRERRE"
PI: Fﬁ 2IEBEZNZEBRAADALR"
6. Pt "BIRHAAHRPPREBENER"

tuly

d



HRPC

« Hippocratic Oath: "First do no harm”
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