HE S (B - 75%)

2025 &

N 2

~N

=

il AAHRPP &

ARSI - B oRRARRE DT BRI CL B RISt 2 (R )

REFHRTE © JRT AR
IRENB R A </ AR 2 NPT

tHERAR ¢ 202545 B 18 HE 20254E 5 A 24 H
HEHRA - 202546 A3 H



TS

A TE B ABORE M T BRIE RS S IS5 AAHRPP BIRKERES  MEARHIEL
R R AR B s MBS SR S T T - B AR e ORI FT 51 AAHH
fBscry TR IAEE Y — SO RRIR SR AT  AREARNEG ) R ERS
BB - ANEE BRTRIL > BB 2 REE AAHRPP BIEKGEHE -

AR 2025 B AAHRPP G FEH B T:

(1) 21" Accreditation Workshop > #8H0 T k2 AAHRPP BIRER I RS B (i 5
> G o BHEE » kA TR UL E AAHRPP BIFEREEE TR -

) BB TTEBER FSEREY « B ERRIHERRONETRE TG T#
B P R e T U BT 2 (R AR R B2 SR P A B L S L B A

B : AAHRPP - 35 AAHRPP BIREs7EE - AAHRPP Accreditation Workshop ~ ZE 3 -
2R



2 1
R 8



HHY

EEIR1TE IRB(EFSEMEE) MR E s BIFEEEA = » I hlE

| BEEE  HEERgY T AR AEEEZEEGEX,

2. EEINTR : B AT EE A E (Forum for Ethical Review Committees in the Asian and
Western Pacific Region, FERCAP) BIFEEEEE

3. AR | EREEHI 2 A TREFE R 2 (Association for the Accreditation of Human
Research Protection Programs, AAHRPP) BF&EEZEE

b iy 3 ERHE S RISREEE A 2 > K s | THR AR E SR G £

o HRBIRIES AR T ABEIASEE ) 5 18 IR T AR SRR B S R E

VEAS R | » SCEREHIEHY IRB EiR IR LA LR SR e EAZ @ - DR

A\ BEISEETE - &5 2 JEAYEEKIE FERCAP/WHO ERIFEEEEE - AR 2 mith A S8 » Wi

AR T AR BORE B2 T sE BRI S N5 AAHRPP

BRSNS - A B R e P B B B op M S FE AT 5 U T - HARRREYIE

BRI HAMR RS TE R IEE 2 — BN RGBS LTS

HERRS | REGRS BB - AbEZE Al kL - E3818 2 X3EE] AAHRPP BIFE

RSB 2025 AAHRPP &Y FH HAA0 T

1. 201" Accreditation Workshop > #H T fi#ER 2K AAHRPP BIREERE8HYMTHE iR B AE f
T o[BG o BRTEE  RARE TRSE AAHRPP BIFERTEE TRMEAEF -

2. BELTTEGIEREERNEEE R « EREZHERRN=ZT78E T80 TR
BRI R B AP S A B AR B L 2 5 (RS Y T B R B B 5 2

BAE | BAESEE AAHRPP B H IS Rl 2 SR B 8

20254 5 A 19 B » &I T HESEEHHEITH AAIRPP 8 - EEFHIRT 1| R
RLAEBAHL check in 0 FRIBESEREEARILIESE » tWERBIMIAIREN - EEEH 4 SHF
B ERE BT BT QR code THkIHLZ AAHRPP £ €11 APP(IE 1) »
S ASERE - GUE] 1| REAEREZEEE 8% - (0] D2 IRE A CHYEE EE G
RS R RS AR S BN ERE ) » BIERAE Speakers MERARYERIBAMEER » AT EFE APP th
2 Mg E4% o BRIEIRE - APP B S REE FREHEES 0 g3
HYEERENE - @il APP 841 - JEE FEEERIR - FEZ4E APPHE 8 » A LIS
B ERE S, ER R 5T APP AV 5 {E » X BBk EAIRVEHE - EiS2FH



8:089 & co 3 W M By §91%

8429 & o 3 @ @62%

Schedule Q

8439 & co 3 i I | @62%
More

All Sessions My Schedule
8 Attendees

2025 AAHRPP Annual Conference: o—
HRPP Dedication, Dialogue, and = @( Wediv/el )( Thy;i5

Discovery in Denver

Exhibitors and

*
7:00 " Sponsors
AM 7:00 AM-5... 7:00 AM-4... ) B
Registrati Exhibit
on Hall
9 Colorad... Q Colorad... LEJ Speakers
2025 AAHRPP Annual 1 O onp i
Conference nbeman
8:00
HRPP Dedication, Dialogue, AM 28 .
and Discovery in Denver i 4% Communlty
Exhibitors and i @ 2025 Networking

Opportunities

Sponsors
A B B =0

L | @ ]

1 2025 AAHRPP £E&#Y APP IAE[El

% 1R * Accreditation Workshop
FENE 1 RO F 2 EEE 551 Accreditat ion Workshop 1827 CAN Workshop |

WAEH - KHFE— IRBEFEZEREEGRE T » AESTEET > B Beines

"S5 AAHRPP BRSPS E %5, tHRAAY MAccreditation Workshop  (ENEEAS R4
DIRVEREERIE) - EFERAIFEA TCAN Workshop | °

SH—FR TAAHRPP BUFSRREEETS | FTekst i aasnig « S b i m s (s

AAHRPP 46 » EIEMRERBIEEE TS DR ES EarslB ey 2ie i » Btk
TELUR AN ZHE ST T R MR E MR E | S B iR pas e
BIRFE - BREESEEL TIntroduction to AAHRPP, BHSS - #EEBNMET AAHRPP 1Y
HEE R ROERED R EE ARSI 25 E (20 AR B R A B B - il
RIS » AAHRPP MGIHE R EBAAVRTENS  RTHAERE S [EEEE Nt
AR FER (HHS ) Z AR FCLRAEN A = (OHRP) B £ B #4122 (NIH) ) FY R S22 41 »
e EIEB 7S P2 S E (R B (B P& - B89 TGetting to Know You:
Who Are You and What Do You Hope to Get Out of Today?, HIE—EEEIRRRE
g [H1 AAHRPP HYREEEE S  Wesley G. Byerly, Pharm.D, CIP ¥E(T[E|EATHs BT
(Wesley G. Byerly is the Interim Vice Chancellor for Research for The University
of Tennessee Health Science Center. )] EEAErE % 5 5 HRPP AYE(LELFRN. » i
A A ARSI AT S AU PR R = B 5B T BIFS & F ey
HYTREF - "Getting Started: Defining Your HRPP(Human Research Protection
Program) ; 2—RHPHIEHAREMERVRIEY — - B8 B S EFIEL HRPP Map HY45HERE -
aa ST A SN SRS 5. HRPP WYEEAL ~ AEEBLRE » f5E IRB - FgEE -

2



DRI » 3 FLRYIEHE Local Law S5&HUETN: » T HRPP Map thitil
7 8 KBS (1 2) » MEALEETHR 14 FUAHEA (B 3) (R 1) -

ANBBERS ( Ril#E ) RiEEE

(Human Research Protection Program, HRPP)

HRPP Components Mapped to
AAHRPP Standards and Elements

Conflict of interest: Standard I-6,
Elementlll.1.B

Community engagement: Standard 1.4
FDA regulations program: Standard |-7
Grants, contracts, billing, budgets:
Standard I-8, Element 1l.1.D
Institutional safety committees:
Standard I-2

IRB: Standard -3, Standard I-9, Domain Il
IT/data security reviews: Elements .1.D,
1.1.H,11.3.D, I1.3.E

Educetionfrojiem Legal Counsel: Element|.1.G, Standard
L8 £15 7 1-3, Standard II-3,
h quality and
programs: Standard I-5
Compliance Research pharmacy: Standard -7
Oversight Research privacy: Elements11.3.D, 11.3.
ARER Scientific review: Elements 1.1.F, I11.C

Fu s

Study teams: Standard -3, Domain Il
Training and education: Elements |.1.E,
.2.A
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XEVERGER, o SHIMEETHTIEATEREEEC "Element 1.1.H. The organization has and
follows written policies and procedures specifically designed to protect the
rights and welfare of research participants during an emergency. ; T sRBH#
EMTTIA o ARBEAE 2022 FEEHEEES 2 I AAHRPP SRS 4 (HIS » BTG AAHRPP 1T RSB HIS &
Mz A BT LR EE RSO (/] 5) » SEESRAR 1 8 B PIRiEsEs © fise » 1£4ER
BURECE T » IEFISERL Step 1 BYIEAZRL -

5. The research project that presents no more than minimal risk and does not expose participants
to higher risk than non-participants, so the IRB may issue the Certificate of Exemption from
IRB Review after evaluating the protocol. Minimal risk means 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.

In summary, all the human subject research should be reviewed by IRB. However, researches

meets the criteria above are eligible of applying for exemption. IRB will determine if meets the

criteria or not. (IRB-Regulations of Operation-2008-SOP for Exempt Review)(AAHRPP
Element L.1.A.)
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18. An emergency preparedness and response plan (AAHRPP Element L.1.H.)
18.1 Emergency situations are defined as:
(1) Natural disasters: such as extreme weather, earthquakes and floods, etc.
(2) Non-natural disasters
a. Public health events (such as localized or regional infectious disease outbreaks, etc.).
b. Industrial aceident. nuclear disaster, fire or war...etc.
18.1 Rz Lhush .
(D RAEE D oddof 4% ~ WA AR o
Q@) IERABREE
a A FACo W Ros - RN RAMATE) -
. TR T T Y o

18.2 Implement an emergency preparedness plan
(1) The " Human Research Protection Advisory Committee (HRPAC)" meeting is held by
10 once a year, and the HRPAC chairman (IO) is invited to make the final decision or
the director of the “Human Research Protection Center (HRPC)” will hold a "Human
Research Protection Program (HRPP)” implementation effectiveness review and
improvement meeting" to evaluate whether to implement the emergency response
preparation plan. (HRPP Item 5.2 and 5.3)
(2) If necessary, 10 or HRPC director may convene Extraordinary Meeting.
(3) The IO or HRPC director regularly evaluates the emergency preparedness plan and
adjusts resources such as manpower, funds, equipment and space at the appropriate time.
18.2 T 46 A6 & 4405 31 H)
(1) b T04 48 M L& T BSAA 525 Bk IR 38350 1 & (HRPAC) |, & th (RABIE
05 AR LR K T4 0 3 HRPAC E /i /e f/ Institutional Official (IO) 4k # A3k
Hlt R REARM P RN FL M 1R T AR ARE S EHRPP)ILAT AL
HAMEGH ) (P 1E 3 M 4 RGR)MPELEFT L TRFTABY LM 8] -
(HRPP Item 5.2 and 5.3)
(2) #97 % % » HRPAC & HRPC %[ £AZ B BRI ¢34 -
(3) IO & HRPC k4% 5 ) 3045 M6 & B fat &) - 2f 23 3 ognfdl - MAEAT ~ 825 ~
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TAn emergency preparedness and response plan
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(BB T EYE3%(Quality improvement, QI) o~ SE{##E(Quality Assurance, QA) ; FiZP
]

Accreditation Process

[ SelfAssessment |

I : ['Assemble and Submit Application |
Evaluation Qf Element by Element Feedback | Submit Revised and
WeikteNMaiorale "| Additional Materials

Site Visit - Evaluation |
of Practices

2
| Draft Site Visit Report | 2 Feedbackusloeded b
I | Prepare Response |
I Council on Accreditation { :} Accreditation Determination |

https:/ [aahrpp.org/accreditation/get-accredited/overview

2025 AATIRPP Annual Conference: HRPP Dedication, Dialogue, and Discovery in Denver
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2025 Annual AAHRPP Conference: May 20, 2025 - May 22, 2025

AAHRPP 2025 Annual Conference Agenda

Accreditation Workshop | Tuesday, May 20, 2025

Time Title Location

7:00 am - 5:00 pm Exhibit Hall Open
7:00 am - 5:00 pm Registration
7:00 am - 8:00 am Breakfast

8:00 am - 8:15 am Getting to Know You: Who Are You and What Do You Hope to Get
Out of Today?

8:15 am - 8:45 am Introduction to AAHRPP

8:45 am - 10:00 am Getting Started: Defining Your HRPP

10:00 am-10:15am | Morning Break

10:15am-11:30 pm | Conducting the Self-Assessment and Revising Materials

11:30 am - 12:30 pm | Preparing for the Site Visit

12:30 pm - 1:30 pm | Lunch and Networking

2:00 pm - 3:30 pm The Site Visit - Participating in Site Visit Interview Sessions

3:30 pm - 3:45 pm Break

3:45 pm - 4:15 pm Council Review

4:15 pm - 5:00 pm Focus on International Accreditation (organizations outside of the
US)

Focus on Reaccreditation

Focus on Initial Accreditation

' Qu'ality'Hurhan Research Protection Progriarmsrl 3



2025 Annual AAHRPP Conference: May 20, 2025 - May 22, 2025

AAHRPP 2025 Annual Conference Agenda

Accreditation Workshop | Tuesday, May 20, 2025

Time Title Location
7:00 am - 5:00 pm Exhibit Hall Open

7:00 am - 5:00 pm Registration

7:00 am - 8:00 am Breakfast

8:00 am - 8:15 am

Getting to Know You: Who Are You and What Do You Hope to Get
Out of Today?

8:15 am - 8:45 am

Introduction to AAHRPP

8:45 am - 10:00 am

Getting Started: Defining Your HRPP

10:00 am - 10:15 am

Morning Break

10:15am - 11:30 pm

Conducting the Self-Assessment and Revising Materials

11:30 am - 12:30 pm

Preparing for the Site Visit

12:30 pm - 1:30 pm

Lunch and Networking

2:00 pm - 3:30 pm

The Site Visit - Participating in Site Visit Interview Sessions

3:30 pm - 3:45 pm

Break

3:45 pm - 4:15 pm

Council Review

4:15 pm - 5:00 pm

Focus on International Accreditation (organizations outside of the
Us)

Focus on Reaccreditation

Focus on Initial Accreditation

Quality Human Research Protection Prbgrams | 3




HRPP Dedication, Dialogue and Discovery in Denver

AAHRPP 2025 Annual Conference Agenda

Main Conference Day 2| Thursday, May 22,2025

Time Title Location
7:30 am - 2:00 pm Exhibit Hall Open

7:30 am - 12:00 pm Registration

7:30 am - 8:30 am Breakfast

8:45 am - 9:00 am Welcome Day 2

9:00 am - 10:00 am

Oh, the Places You'll Go! Navigating the Complexities of Data
Sharing in Research

Reader's Theater IRB

Are They Yours or Mine? Navigating Research Appointments
and Oversight

Crossing Borders: Reviewing Transnational Research

Revisiting Informed Consent and the Secondary Use of
Biospecimens in Research

10:00 am - 10:20 am

Stretch Your Legs Break

10:30am - 11: 30 am

When HRPP's Collide: Cross-HRPP Collaboration to Address
Incidents of Noncompliance

Commitment to Health Equity and Community Engagement
in Human Subjects Research - What Role Should the IRBA
Play?

A Global View on Research Ethics

Changing Practice to Improve the Informed Consent Process
for Pediatric Research Participants and Their Legally
Authorized Representatives

How Will the Use of Al in Research Impact Your HRPP?
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2025 Annual AAHRPP Conference: May 20, 2025 - May 22, 2025

Time Title Location

11:35am-12:35 pm Participant-Centered Measures of Informed Consent and
Research Experience: Collaborative Infrastructure and a Call to
Action

Cultivating a Strong Research Culture

Empowering IRB Community Representatives: Strategies for
Effective Outreach, Onboarding, and Ongoing Engagement

Al Using Student Data? Remember FERPA? No "Safe Harbor"
There

HRPPs - Why They Matter More Than Ever

12:40 pm - 2:00 pm Lunch and “Distinguished Poster” Presentations

2:00 pm - 3:00 pm Organizational Structure: Some Work. Some Work Better

Emergency Research: Planning for the Unpredictable

Let Time-Tested Ethical Principles Guide You During These
Uncertain Times

Strategic Assessment of the 2018 Common Rule: Lessons
Learned and Preparing for FDA Harmonization

Is the Juice Worth the Squeeze? The Ethics of Conducting
Uninformative Research

3:05 pm - 4:05 pm A Continuous QI/QA Conversation: Advancing Education and
Outreach Under I-5

Creating a Cohesive HRPP - Strategies for Building Cross-HRPP
Collaboration

Virtual Reality: Best Practices for Managing Remote IRB
Operations

The Ethical Use of Capacity Assessments and Surrogate
Decision-Makers in Research Involving Participants with
Impaired Decision-Making Capacity

Closing the Loop: Utilizing Compliance Monitoring to Support
Research

4:15 pm - 4:30 pm Closing Remarks

Quality Human Research Protection Programs | 7
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