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Sessions T YN
Day 1 09:00 - 09:30 Chyn-Liang (Cindy) Huang (TFDA)
Opening
Day 1 09:40 - 10:00 Chyn-Liang (Cindy) Huang (TFDA)

Cl1.1 Lecture 1: The APEC 2020 Roadmap to
Promote GRM and the Core Curriculum of

the GRM Training Program

Day 2 08:00-17:30 Dr. Bing Bing Lin
Al A2 A3 (RAPS Taiwan Chapter)

Applicant Session

Day 2 08:00-17:30 Chyn-Liang (Cindy) Huang (TFDA)
R1 R2R3 R4

Reviewer Session




Day 3 09:30 - 09:45
C5.1 Lecture 1: RAPS Regulatory

Competency Model Framework.

Dr. Bing Bing Lin

(RAPS Taiwan Chapter)

Day 3 10:15 - 11:00

(5.3 Panel Discussion to discuss issues and
challenges for building, developing or and or
implementing a competency model for good

registration management

Panelist: Chyn-Liang (Cindy) Huang
(TFDA)
Dr. Bing Bing Lin

(RAPS Taiwan Chapter)

Day 3 15:00 - 15:30
(5.6 Lecture 1:Chinese Taipei FDA Pilot

APEC GRM program experience

Chyn-Liang (Cindy) Huang (TFDA)
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i
(—) The APEC 2020 Roadmap to promote GRM and the core curriculum of the training
program.

2017 APEC RH5C Regulstory Soence Center of Excellence (Cok) for
G ood Regstration Management (GRM) - Plot Workshop

The APEC 2020 Roadmap to Promote GRM and
the Core Curriculum of the Training Program

Chyn-Liang (Cindy) Huang, TFDA

June 26, 2007
Mexico City

hitp:/hwww.lda.gov.iw/

1
Outlines
¢ APEC 2020 Roadmap to Promote GRM
e Core Curriculum ofthe APEC GRM CoE
Training Program
“MaRdniead
2
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Concept of the GRM

Promote Efficient Registration Process for Medical Products

Cymzuns
MipaRBRanRAE

5 Ty A

Goal of the GRM roadmap and each key
element

* Promote the concept of Good Registration nmuum
Committee

Management (GRM)

* Enhance mutual trust for regulatory

convergence among the APEC member @

economies by 2020

Life Sciences
Innavation Forum

Good Review Practices (GRevP) Good Submission Practice (GSubP)

To strengthenthe perfformance, predicability,
and transparency of regulatory agencies
through the implementation or enhancement
of GRevP and quality measures stepwise in
each interested APEC economy.

To enhancethe quality and efficiency of
the medical product registration process by
improving the quality of submission aswell
as its management.
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Specific Activities and Timeframe of the GRM Roadmap

(2011-2012)

Gap Analysis Survey for Setting the Foundation for Stepwise GRevP Implementation

Step 1 + Set up o technical working group

. GOP

Step 2

anclysis survey for APEC economies

+ Priontize needs and strotegy for improvement based on result of the gap analysis survey

Mmmmgunsm
Training. workshops end CoE Pifot Troining Progrom
+ Development of normative GRevP/GSubP documents

(POSSIN . picsemination of GRevP, GSubP and GRM

+ Estoblish o network of GRevP and o network of GSubP

M
Step 3
< Asse: the Impact of Training and Implementation o
(2017-2019) [T MRt Al v
< Disseminction of GRevF, GSubP and GRM (continued)

Step 4

(2018-2020)

To reach the same end: better functioning agency
through regulatory convergence by 2020

HEENSE

Concept Model for APEC Training Center of
Excellence for Regulatory Science (CoE)

PWA Champions: Chinese Taipei & [apan

Quality -
Supply Cha
CoE

Biotherapeutics

CoE

Good Registration
Management
CoE

Topic-focused CoEs
Hosted by Academic Institutions or
Organizations with Appropriate

Clinical

im Trials CoE

expertise) Pharmacovigilance
APEC Harmonization CoE
Center (coordination)

Cellular Therapy
CoE

CoEs: . .

. TFDA/RAPS Taiwan Chapter topic area are possible

- COFEPRIS [pilot) e
Mrpa R B ‘ﬂ.ﬂ

AR TIEE

Networks of CoEs fora
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Step 1: Gap Analysis (1)

N
® - — ® Most practices are currently
& G evolving and are applied on
~ S~— ~ an informal basis.
ot | ® Mostagencies have
\ developed SOPs and

guidelines and use a variety {
L G &z _of training methods.
v @

v CIRS conducted a gap Common Approach to Regulatory Review
analysis survey among 14 O Build trust and confidence in each
APEC regulatory agencies agency's processes
in 2011 and 2012. O Setting the stage for work sharing

O Bringing consistency and
transparency to the review process

Step 1: Gap Analysis (2)

* GSubP: several articles addressed the issue of quality of
application submissions

¥'Indicate necessity of promotion of GSubP by
applicants & GRevP by regulatory authorities

¥

O Independent Evaluation of FOA's First Cycle Review Pedformance—Retrospective
Analysis Final Report. January 2006 (by Booz Allen Hamilton Inc.)

O Characterizing Good Review Practices: A Survey Report Among Agencies of APEC
Member Economies. TIRS 47(6) 678-683, 2013

O Building Quality into Regulatory Activities: What doesitmean? June 2006 [by CMR
International -
Che W B oW

! &
__ gy
fppRBanEaE
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Step 2: Planned Solution to Address Gap in
GRM (1)

(1) Training: Workshops (2) Develop Normative
and CoE Training Programs GRevP/GSubP Documents
- S 4
O GRevP training workshops 'O "Good review practices:
in ChineseTaipei (2011- guidelines for national and
2013 ) regional regulatory authorities”

was published by WHO in 2015.

O GRM CoE Pilot Training

p including GR avP 0O “Good submission practice (GSubP):
mgréa;n t;?}': 4 'ﬂ" i nEv guideline for applicants” was
‘;” E ESE_EEA’_‘ endorsed by APAC in 2015 and by
ovEmbEr InLANESE APEC RHSCin 2016.
Taipel
TR NE
MpaRBRnEAE
g
APEC Good Review Practice Workshop on
Medical Products
Aol Good 'w aw S mctce #:-‘-zuan
Novwembar 34, 2020 st Chang Yorg-fs Poordation, Tage
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Step 2: Planned Solution to Address Gap in
GRM (2)

(3) Dissemination of (4) Establish Metworks of
GRevP, GSubP and GRM GRevP and GSubP
O Presentationsin O The networks may
national/international include experts and
conferences and competent
workshops organizations.

A

T BN E
foadANSERE
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Step 3: Assessing the Impact of GRM
® |nitiatethe training of trainers
for reviewers and applicants.
Continue dissemination activity of @ Extend the Cok training program to
through national/international full-scale, continue assessingthe
conferences andworkshops. cutcomes of training, and evaluate
the impact of implementation.
Assessing the
Impact of Training
and Implementation
(e, M B BB
2 S LU
12
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Step 4: Reaching the Goal for Implementing
GRM

H Follow-up Measuresand Final Assessment

— Take follow-up measures according to the
putcome of annual assessment conducted
in 5tep 3.

— Conduct final assessment and prepare a
% 1../ final assessment report for the outcomes
- of the GRM roadmap.

Clamsnnsad
13
Qutlines
[ ]
e Core Curriculum ofthe APEC GRM CoE
Training Program
Clamsnnsad
14
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Structure of GRM Training

| 1. Basic Concept of GRM
| 2. Outline of GRevP Guideline
[ 3. Outline of GSubP Guideline

+
Reviewer Specific

‘GRevP Training
¥' To be developed in each
review authority
Cyn 2z ans
ArpatBanuas
15
Learning objectives and core curriculum were developed
based on GRevP guidelines and GSP guidelines
GRevP Guidelines (WHO) G5P Guidelines (APEC RHSC)
Table of Contents Table of Contents
1. Introduction 1. INTRODUCTION
2. Glos=ary 2. PRINCIPLES OF AGOOD SUBMISSION
3. Principles of a good review 3. MANAGEMENT OF SUBMISSION
4. Managing the review * Planning for Submission
» Froject management = Quality management » Preparation and Submission of Application Dossier
+ 50Ps  « Review processsges * Quslity Check
F R T 4. COMMUNICATIONS
* Intra-agency  * Interagency = With applicants » Communications with the Review Authorites
» With escternal experts  « With the public * Communication within Applicznts” Organizaton
6. Review personnel 5. COMPETENCY AND TRAINING
* Reviewer expertise, competendes and training * Corz Compatency of Applicants
. Er’rtinalthinhirng = Training and E‘.apacrty Bllikl'l'ﬂ
7. Conductingthe review 6. GLOSSARY
+ Key elements in defining a review strategy 7. REFERENCE
* Apphying the review stralegy
Bibliography
O o TR Y
fppRERNEIE

16

25



Learning Objectives

To learn the followings for implementation of GRM:
» The principles of GRevP and GSubP
s What is needed for regulators to accomplish good review

— Conducting and managing the review
— Good communication with applicants

— Competency for regulators

s What is needed for applicants to accomplish good application
— Planning and preparation of application dossier
— Good communication with regulators

— Competency for applicants

Core Curriculum

Eood | Rerrstretion MEnepement

Rewiewers-Specfic Sessions

Be=ic concept o »  Menaging the review

B Dreerviewr of Goo Cipmamamn

| Fundements

Bn Overdiews of Good Studies

Submiz=ion Review personnel - Critical
Ce=e Study: Effective

Commumication fior GRIM

the GRM
ogram in e=ch

Penel Disous=ion
|[compete




Thankyou for your attention!
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Performancelndicators (GRevP)

1. Roadmap Outputs

Below is a checklist of deliverables upon the successful completion of this

roadmap:
Good review practices: guidelines for national and regional regulatory
authorities. WHO Technical Report Series, Mo. 992, 2015, Annex 9

L
on Medical Products” and 2012 APEC Advanced Workshop of Goo
Review Practice on Medical Products'

Materials and reports from  "2011 APEC Good Review Practice Workshop

Training curriculum and materials or e-learning targeting cn training of
regulators

Related documents based o
analysis survey reports, final a

tep of the roadmap, including gap
nt survey report, and progress reports

Final assessment report on the impact of this rcadmap in promoting GRevP

T e N
o LI ELE

E
=
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Performancelndicators (GRevP)

T W T B 8 E
ChpaARNNERE

§Irn TP A

2. Measurable Outcomes
u  Rewviewer Competency and Traiming
- Implementation of technical training programsand soft skills training
- Mumber of training certificates issuedfor qualified trainers
- Mumber of training certificates for requlators
7 LUse of Templates and Procedures
- Mumberof 50Ps and templates available
- Degree of adherence required for following SOP
2 Transparency; Consistency; Predictability and Timeliness
- MNumber/ Type of information accessible by public online
- Involvement of stakeholders
- Establish checkpoints and set target timelines for review, and determine how
many reviews have met these targets
- Adoption of peer review
- Establishment of a qualitysystem
21
PerformancelIndicators (GSubP)
1. Roadmap OCutputs
Below is a checklist of deliverables upon the successful completion of this
roadmap:
1} GSubP Guideline Document for Applicants
21 Training curriculum and materials or e-learning targeting on training of
applicants
33 Trainer's manual or handbook (Instructions for trainers on how to conduct
training for applicants)
31 Related documents based on each step of the roadmap such as survey
report and progress report
5} Final assessment reports on the impact of this roadmap in promoting GSubP
22
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Performancelndicators (GSubP)

2. Measurable Outcomes

v Applicants Competency and Training
- Implemeniation of technical traimvng programs and soft skifk traiming
—  Numberof training certificates issuedforqualifed trainers
—  Numberof training certificates for spplicants

2 Quality of Submission (potential evaluation iter)
—  Mumber of major deficiencies/rejection at filing
—  Mumberof 30Ps and templates available
—  Degreeof adherence to each item of the principles of good submission

S ENEN
ClmaRsnieat

23

(=) The outcomes of 2016 APEC GRM CoE pilot workshop-experience sharing from

TFDA.

Food and Drug Administration Ministry of Health and Welfare

2017 APEC RHSC Regulatory'Science Center of Excellence (CoE) for
Good Registration Management (GRM) - Pilot Workshop

The Outcomes of 2016 APEC GRM CoE Pilot

Workshop — Experience Sharing from TFDA

Chyn-Liang (Cindy) Huang, TFDA

June 28, 2017
Mexico City

\/O @ £ & M
€ EREYSES
DA Food and Drug Administration

W http://www.fda.gov.tw/
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Outline

Promotion of Good registration
Management (GRevP and GSubP) in
APEC

2016 APEC GRM CoE Pilot Workshop

Conclusion and Future Plan

® o8

REGULATORY AFFAIRS.
PROFESSIONALS SOCIETY
Brivina Roulatory Ercofance™

Goals of the APEC GRM roadmap and each key element

* GRM:

- A concept to promote efficient registration
process for medical products by promoting
GRevP and GSupP cooperatively

* Goals of Roadmap:

- To promote the concept of GRM

- To enhance mutual trust for regulatory

- “ convergence among the APEC member

economies by 2020

Good Review Practice (GRevP) |Good Submission Practice (GSubP)

To strengthen the performance, To enhance the quality and efficiency of
predictability, and transparency of the medical product registration process by
regulatory agencies through the improving the quality of submission as well
implementation or enhancement of as its management.

GRevP and quality measures stepwise in

each interested APEC economy.

ﬁﬂﬂﬂ

r
C/‘ !FDA Food ana Dlug Aﬂm\nlmrmbn
REGULATORY AFFAIRS
PROFESSIONALS SOCIETY
rivia Roulatory Ercolonce™
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Specific Activities and Time frame of the GRM Roadmap

Step 1

(2011-2012)

Gap Analysis Survey for Setting the Foundation for Stepwise GRevP Implementation
« Set up a technical working group

- Gap analysis survey for APEC economies

« Prioritize needs and strategy for improvement based on result of the gap analysis survey

Planned Solution to Address Gap in GRM

« Training: workshops and CoE Pilot Training Program
Step 2 « Development of normative GRevP/GSubP documents

(PRSI . pissemination of GRevP, GSubP and GRM

« Establish a network of GRevP and a network of GSubP

Step 3 Assessing the Impact of GRM
<P « Assessing the Impact of Training and Implementation of
[E— (2017-2019) GRevP, GSubP and GRM

« Dissemination of GRevP, GSubP and GRM (continued)

Step 4 Reaching the Goal for Implementing
GRM
« Follow-up measures and final assessment

(2018-2020)

To reach the same end: better functioning agency
through regulatory convergence by 2020

Milestones of the GRM Roadmap

2011 Good Review Practice (GRevP) was endorsed as a priority work area (PWA) by
APEC LSIF-RHSC. Chinese Taipei was endorsed as the champion.

2013 APEC 2020 Roadmap for GRevP on Medical Products was endorsed.

2014 Good Submission Practice (GSubP) was endorsed as a PWA by RHSC.

2014-2015 Good review practices: guidelines for national and regional regulatory
authorities was adopted and published by WHO.

2016 °

Good Submission Practice Guideline for Applicants was endorsed by RHSC.
GRevP and GSubP were merged as a PWA entitled Good Registration
Management (GRM). A combined roadmap was endorsed by RHSC. Chinese
Taipei and Japan were endorsed as the co-champions.

RAPS Taiwan Chapter was endorsed as a Center of Excellence (CoE) for GRM
pilot program by RHSC. A CoE Pilot Workshop was held in Taipei in Nov
2016.

Mexico Cofepris was endorsed as a CoE for GRM pilot program by RHSC.

2017 TFDA in partnership with RAPS Taiwan Chapter was endorsed as a formal

APEC GRM CoE by RHSC.

\l\‘;}ﬁl T ke M Bp

, ERBEHEERE

REGULATORY AFFAIRS & DA Food ana Drug Administration
PROFESSIONALS SOCIETY

Diring Rocusiory Erceflnce™
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Food and Drug Administration Ministry of Health and Welfare

2016 APEC GRM CoE Pilot Workshop

I
EEE

O DA Food and Drug Administration

http://www.fda.gov.tw/

2016 APEC GRM CoE Pilot Workshop

Workshop co-organizers

QN
C¥rDA

Food and Drug
Administration, Ministry
of Health and Welfare,
Taiwan (Chinese Taipei)

-Hnd-,ﬁ_

Pharmaceuticals and Asia Partnership
Medical Devices Agency, Conference of
Japan Pharmaceutical
Associations
Asia Training Center for
Pharmaceuticals and
Medical Devices
Regulatory Affairs

ey Gomesics

Life Sciences
Innovation Forum
APEC LSIF Regulatory
Harmonization Steering
Committee

EAHC RAPS [t
ecumancrs Do Pty Ccstrca™

APEC Harmonization Regulatory Affairs
Center Professionals Society
(RAPS)
RAPS Taiwan Chapter

h2 ﬁifsﬂaﬂ
R ErmnEnE

DA oo unn Dlug Administiation

REGULATORY
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2016 APEC GRM Regulatory Science Center of
Excellence Pilot Workshop

s
X @D Date : November 15-17, 2016
2016 APEC e
Good Registration Management (GRM)
Regulatory Science Center of Excellence Pilot Workshop
it T Session number : 14
Participated Trainees : 56
e 2 Speakers : 32
e < (FDAAA/PMDA/TFDA/CDE/APAC)
e 3 Facilitators : 3
o e ' (APAC/TFDA/CDE)
C2 foda e Q. M Venue : Chang Yung-Fa Foundation, Taipei

¥
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Participant analysis (1)

Total GRM Trainees

Ch!Ie (1) Applicant-specific sessions  Reviewer-specific sessions
China (3)
Hong Kong (2)
Indonesia (3) China (3) Chile (1)
Japan (2) Hong Kong (2) Indonesia (3)
Korea (.Z) Japan (2) Malaysia (1)
Malz,ysm (3) Korea (2) Mexico (2)
Mexico (2) . Malaysia (2) Papua New Guinea (2)
Papua New Guinea (2) Philippines (3) Peru (1)
Perl.l (1) Singapore (3) Thailand (2)
P.hlllpplnes (3) Thailand (3) Taiwan (14)
Smg.apore (3) Taiwan (9) Vietnam (1)
Thailand (5) 29 APEC delegates 27 APEC delegates
Taiwan (23) 9 APEC member economies 9 APEC member economies
Vietnam (1)
56 APEC delegates
15 APEC member economies
Vo 1 & A
3 Rt It

R REGULATORY AFFARS
PFOFESSIONALS SOGIETY
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Participant analysis (2)

Question: How many years have you worked on the
management of regulatory review or regulatory submission?

Reviewers Responders (total 27)
about 3 years or less 11 (41%)
3 to 5 years 8 (30%)
5 to 10 years 3(11%)
more than 10 years 5 (18%)

* 26 were from regulatory authorities and 1 was from academia.

Applicants Responders (total 29)
about 3 years or less 3 (10%)
3 to 5 years 1(4%)
5 to 10 years 5 (17%)
more than 10 years 20 (69%)

» 28 were from industry and 1 was from academia

RN
VT ERBEUERE

DA o an bug acminisiaren

Learning Objectives

The principles of Good Review Practices (GRevP) and Good
Submission Practices (GsubP)

What is needed for regulators to accomplish good review
- Conducting and managing the review

- Good communication with applicants

- Competency for regulators

. What is needed for regulators to accomplish good
Good application

Submission . - Planning and preparation of application dossiers

. - Good communication with regulators

- Competency for applicants

# oL @& Al B
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Core Curriculum

GRM

Good Registration Management

i

Common Sessions

Basic concept of GRM

An Overview of Good
Review!

An Overview of Good
Submission

Case Study: Effective
Communication for GRM

GRevP

Good Review Practices

Ar.
W

Reviewers-Specific Sessions

Managing the review - an
Overview

Communication :
Fundamentals and Case
Studies

Review personnel - Critical
thinking

Conducting the review
Rolling out the GRM traini
program in each economy

GSubP

Good Submission Practices

Applicants-Specific Sessions

Planning of Application
Preparation of application
dossier / Practice : How to
prepare application dossier
Effective communications
Focusing follow-up actions
during review period
Rolling out the GRM
training program in each
economy

Do sty

Panel Discussion

Panel Discussion

o B E B OB

Qy~
ppnmunsns

Program of 2016 GRM Pilot Workshop

Day 1 Day 2

Common Reviewer Applicant Reviewer

Sessions Sessions Sessions Sessions

Basic Concept Managing the Planning of Review

of GRM review application personnel —
Critical thinking

Overview of

Good Review/ Communication: | Prep of Conducting the

Submission Fundamentals application review

& Case studies | dossiers

Effective Rolling out the

Communication GRM in each

of GRM economy

Applicant
Sessions

Communication
during review
period

Rolling out the
GRM in each
economy

Common Session

Panel discussion on competency

REGULATORY AFFARS
PROFESSIONALS SOCIETY

AW

/Q W T w A 8
onnpunens
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Group photo of all GRM participants
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Workshop photos

Lectures

Group discussion
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Onsite Survey: Effectiveness Analysis

General Satisfaction with the Workshop

General Satisfaction Response Responders
Average response rate

Were level and amount of pre-training 5] 42 (75%)
materials adequate?
Did the workshop enhanced your 4.49 42 (75%)
understanding of GRM concept?
Were your expectations for this 4.33 42 (75%)
workshop met?

Overall satisfaction 4.48 42 (75%)

Scale 1 = Poor and 5 = Excellent
Average rating score is above 4. The pilot is considered with good satisfaction.

Vo @ £ & R B
E

=)
H CC)FDA Eou%nu mu? M%n&mﬁ
REGULATORY AFFARS
PROFESSIONALS SOCIETY

Onsite Survey: Curriculum Analysis (1)

Rating for Commaon Sessions

Common Sessions Session 1 Session 2 Session 3 Session 4
Basic concept of An Overview of Good | An Overview of Good | Case Study: Effective
Review Submission Communication for
GRM

Response  Responder Response Responder Response Responder Response  Responder
Average  (response  Average  (response  Average  (response  Average  (response
rate) rate) rate) rate)

The adequacy of training 3.96 33 4.03 33 4.18 33 421 33(59%)
materials (59%) (59%) (59%)

The adequacy of the time 4.27 33 4.30 33 4.24 33 4.27 33(59%)
allocation for this session (59%) (59%) (59%)

Facilitation and presentation [Pl 33 4.21 33 4.27 E 424 33(59%)
of the content (59%) (59%) (59%)

Total evaluation 4.15 B3 4.24 28 4.34 32 4.27 33(59%)
(59%) (50%) (57%)

o @ £ & N &

%
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Onsite Survey: Curriculum Analysis (2)

Rating for Reviewer-Specific Sessions

Reviewers-Specific Session R1 Session R2 Session R3 Session R4 Session R5
Sessions (VELEELER T Communication : Review personnel - | Conducting the Rolling out the

review - an Fundamentals and | Critical thinking review GRM training
Overview Case Studies program in each

Response  Responder  Response Responder  Response Response Response
_Amge e e e e e e [ e e
rate) rate) rate) rate) rate)
The adequacy of 4.36 22 4.45 22 4.60 23 447 23 4.47 23
training materials () (76%) () ) )

The adequacy of the  [LEUNNNIPY] 450 22 460 23 452 23 452 23
time allocation for this gz (76%) (79%) (79%) (79%)
session

Facilitation and 440 22 459 22 469 23 452 23 452 23
presentation of the (Pr) (76%) ) (79%) (79%)

content

Total evaluation 440 22 4,59 22 4.69 23 460 23 452 23
(76%) (76%) (79%) (79%) (79%)

C\‘\? LEE T
k DA iﬁmg,ﬂﬁng@ﬁ
FEGULATORY AFFARS
Do st e

Onsite Survey: Curriculum Analysis (3)

Rating for Applicant-Specific Sessions

Applicants-Specific Sessions | Session Al Session A2 Session A3 Session Ad
Planning of Preparation of Effective Rolling out the GRM
Application application dossier / | communications training program in

Practice : How to Focusing follow-up each economy

prepare application actions during

dossier review period

R

Average (response  Average (response  Average (response  Average (response

rate) rate) rate) rate)
The adequacy of training 4.36 22 4.36 22 4.7 20 4.44 18
materials (76%) (76%) (69%) (62%)
The adequacy of the time 4.40 22 4.36 22 4.45 20 4.42 19
allocation for this session (76%) (76%) (89%) (65%)
Facilitation and presentation 3] 22 4.27 22 4.5 20 4.47 19
of the content (76%) (76%) (69%) (65%)
Total evaluation 4.47 21 4.47 22 4.55 20 4.47 19

(72%) (76%) (69%) (65%)
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Onsite Survey: Curriculum Analysis (3)

Rating for Panel Discussion on Regulatory Professionals’ Competencies

Session A5/R6 Response Responder

Panel discussion Average (response

The adequacy of training materials 426 37 (66%)

The adequacy of the time allocation for. this session F:%iy 39 (69%)

I - R T
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FRorERSiAL SO0

Feedback from Onsite Survey (1)

Feedback from Reviewers

Topics/presentations of the 2016 pilot Topics/areas trainees would like to see in the
workshop most useful to trainees future GRM workshop

Reviewers Reviewers

Critical thinking, Communication Critical thinking in risk/benefit

Rolling out the GRM training program in considerations, different product areas,

each economy review disciplines and post-approval

Case studies modifications

Group discussion Communication

All topics Interactive sessions between reviewers

Conducting the review and applicants

Managing the Review Others: effective tools and approaches
used for GRevPs, key aspects to perform a
review

N &= 8 A B

>
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Feedback from Onsite Survey (2)

Feedback from Applicants

Topics/presentations of the 2016 pilot Topics/areas trainees would like to see in the
workshop most useful to trainees future GRM workshop

Communication Effective communication

Planning for submission More case studies: implementation of

QC & Dossier Preparation GRM, submission to regulatory authorities
Case study & group discussion are very among Asia/US/EU

good. Interactive sessions between reviewers

All topics and applicants

The tools, the exercises. Others: tools for improving quality of
Section A3. Effective communications - submissions, project management, risk
Focusing follow-up actions during review management, critical thinking

period / Practice: Case study of how to

handle inquires

\/D W oE ® f &8
MroamaEEERE
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Follow-up survey 2 months after the pilot (1)

Response rate

Member
economy

. 100% (15/15)

Total Trainees NN 54% (36/56)
Applicants G 55% (17/29)
Reviewers [ 70" (19/27)

0 20 40 60 80 100%

(), @ £ @ 5 &
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Follow-up survey 2 months after the pilot (2)

Reviewers
8 ®Score 5
30% ®Score 4
# Responded mScoea uYes
) ® Not responded S =No
70% ®Score 1 19
100%
(1) Response rate 19/27 (2) Very helpful in improving (3) Will recommend colleagues
(70%) review practices 18/19 (95%) to participate in the workshop
19/19 (100%)
®Yes uYes
®No ®No
84%
(4) Take action to promote (5) Plan to conduct local training (6) Will use the training manuals to
GRM 16/19 (84%) 13/19 (68%) organize training 14/19 (74%)

(\\//) @ E ' A B
MB CHpppBRENEZE

Follow-up survey 2 months after the pilot (3)

Applicants
1
4 [l Score 5 %
W Score 4
I score 3
M Responded Score 2 B ves
M Not responded 8 Ml Score 1 16 H No
47% 94%
(1) Response rate 17/29 (2) Very helpful in improving (2) Will recommend colleagues to
(59%) submission practices 12/17 (71%) participate in the workshop 16/17 (94%)
6%
M Yes 12 M Yes H Yes
16 M No 71% H No 16 M No
94% 94%
(4) Take action to promote (5) Plan to conduct local training (6) Will use the training manuals to
GRM 16/17 (94%) 12/17 (71%) organize training 16/17 (94%)

Vo £ @R #
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Food and Dru

g Administration Ministry of Health and Welfare

Conclusion and Future Plan
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C/ DA l%odncnn%m?AEini%m%\

REGULATORY AFFAIRS
PROFESSIONALS SOGIETY

http://www.fda.gov.tw/

Conclusion and Discussion

e It was asuccessful CoE pilot with

good partnership and collaboration,

significant interactive elements, such as interactive
discussions, group discussions, case studies, and practices,
good rating and overall satisfaction, and

Endorsement as a formal CoE by APEC RHSC under the
partnership of TFDA and RAPS Taiwan Chapter

e For the future training program, we plan to

create more collaborative sessions to allow trainees from
industry to talk to regulators,

provide more case studies and interactive discussions, and

put more emphasis on the topics of “communication” and
“critical thinking”.
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Challenges from Organizer's Perspectives

e Provide a curriculum which meets the need of all
individual trainees with variability in background.

— For Reviewer-Specific Sessions, participants are from different
APEC member economies with different levels of requlatory
sophistication and with focus in different review disciplines.

— For Applicant-Specific Sessions, case studies were provided
based on the experiences of well-resourced companies which
focus on registration of new drugs.

e Provide more opportunities for regulators and
applicants to efficiently interact with each other.
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S Upcoming Event

2017 APEC Good Registration Management (GRM)

* Save the dte ——0798 —7—M—
Date:  October 31 to November 2, 2017 ﬁ
Venue: National Taiwan University Hospital (NTUH) 344

International Convention Center, Taipei

Target Audience: Travel & Accommodation:
(1) Senior regulators with at least 3 years of Funding for travel eligible economies may
hands-on experience in the management be available
of regulatory reviews
(2) Industry managers with at least 3 years of CoE Hosting Institutions:
hands-on experience in the management « Taiwan FDA
of regulatory submissions * RAPS Taiwan Chapter
Program Overview: ' Contact Information:
(1) Onine and seif-paced learning fo develop + RAPS Taiwan Chaptor
knowledge base in advance of in-person raining  Email rapstawan@tefst.org tw

(2) In person training: 3 days with plenary sessions

* Dr. Yu-Hua Huan
for all attendees and parallel sessions for 9

reguiators and industry based professionals. Einaks vitang GAciston W

In person training is designed with lectures,
‘group discussions and applied case studies
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Program of 2017 GRM Pilot Workshop
Day 1 L _

Common Session Reviewer Applicant Common
Keynote speech: Basic Concept of GRM Session Session Session
Overview of Good Review/ Submission Review Prep of Communication
personnel — application | -Practices and
Experience sharing from different APEC Critical dossiers interactive
member economies thinking discussions
between
Reviewer Applicant Session o ) reviewers and
oo Communicati C.ommuruca applicants
Planning of application @l t'or_' during
Managing & Fundamental rew.ew Panel discussion
Conducting the Special Considerations s& C.ase period on competency
review and Case Studies for studies
Management of Rolling out the
Submission for Generic GRM in each
Drug Applications economy
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Food and Drug Administration Ministry of Health and Welfare

Thank you for your attention.
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