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» GCP site inspection established
Closeout CSR submission triggered

NDA and CSR submission triggered
Site inspection from 0.5 to |-day

J g

Effective since 01Jul2024 \ o
NDA, siN DA, and CSR submission

* Sponsor(CRO) + site (2x 0.5 day) or
site inspection (1 day)

* Sponsor data management request
within site inspection scope /

v
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0.5-day inspection on different days

et FZELE/ICRO > F A BRI -

{eH = — 1 N 5E
Sequential Sponsor/CRO and Site
Inspection (generally within 1 week)

GCP
inspection
triggered by
registration
clinical trial

Investigator Site +
Sponsor/CRO

Investigator Site

EREXHRASER

*Sponsor/CRO
Inspection
0.5 day

*Site Inspection
0.5 days

Site Inspection
| day
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COUNTRY RISK ASSESSMENT & MITIGATION PLAN (1)

B T A B BN ? l?%éﬁ%ﬂ‘ﬂ%é“ﬂ?

What is new? Mitigation plan?

Sponsor#H A ZR1BEA N\ B oK M
S IS '
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COUNTRY RISK ASSESSMENT & MITIGATION PLAN (1)

RERER

B T A B BN ? l?%éﬁ%ﬂ‘ﬂ%é“ﬂ?

What is new? Mitigation plan?

Al i = TR TR B B2 E A FE IR

SOP - BSHIZTE=  QATEIZET=  Mock Interview

ZMIBREEN) » BUEBIEETE -~ Data Flow/SME

*QA: Quality Assurance (m & {R7g)
*SME: Subject Matter Expert (3218 E X)
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COUNTRY RISK ASSESSMENT & MITIGATION PLAN (111)

B HTIBIERANS? EhAHEZEEER?

What is new? I\/I|t|gat|on plan?

Supplier/IMPTE B &% E & E] i e 455

1% 50 Global/Local Vendor BIBZT=EHF L

SEEL -~ EH - HE REXHEE
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TFDA INSPECTION TIMELINE

NDA Inspection Sponsor & Site Pre-Inspection Inspection =

Notification Confirmation Package Due Day

Inspection . Inspection

Request Outcome

Submission
Received

Complete

Pre- Notify Pre-Inspection \ Front &
Inspection Stakeholders Activities Anteroom
Checklist

> Post Inspection Activities

AZ Team Activities
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STUDY-
01

Solid Tumor

STUDY-

02
Hematology

T +¥E%J21§E’J§V AL B

Scope: Sponsor + Site Inspection

Date: Nov2024 (two half days)

Trigger: NDA submission

Internally Led (Alliance RA submission)

Local Inspection Tracker

TW AZ first sponsor inspection
Global SMEs: QA, Global team, DM

Outcome: No major finding;
recommendations shared

Scope: Site Inspection
Date: Dec2024 (1 full day)
Trigger: SNDA submission
Outsourced to CRO

Taiwan AZ local SMEs participated

Digital Tool, DM SME
Outcome: No major finding;
recommendations shared

More Potential
Inspection Activities

STUDY-

03
Hematology

STUDY-
04

Solid Tumor

More under planning of RA submission : 5+ in 2025

Scope: Site Inspection
Date: Feb2025 (1 full day)
Trigger: sNDA submission
Internally Led

Digital Tool, DM SME
Outcome: No major finding;
recommendations shared

Scope: Site Inspection
Date: Mar2025 (1 full day)
Trigger: sSNDA Submission
Internally Led

Digital Tool, DM SME
Outcome: No major finding;
recommendations shared



[ 71155 58 24 25 s SR ]

Prioritize study DM SME
to stand-by
(Asia time zone)

Checklist and
DM/stats/study
management documents
are supported by Global
Study Functional Team

Global and Local

Awareness

Continuous Training on
Lesson Learned

Internal Tool/Insight to
|dentify Potential
Study/Site based on
TFDA selection strategy

Photograph of IP and
Label in Local Language
should be retained as
early as possible

Reconcile and Cross-
check IP shipment &
CoA/Batch Record

EHRERRPASER

CRA Training

= SOP and tracking of
CRA training per TFDA

guidance

= Continuously hold
internal training sessions

=  CRA Mock Interview

10
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[FlRRE A IR ER]
KEY TAKEAWAY FOR TFDA INSPECTION

Anticipate RA timeline Know What's Expected,

Sponsor Request Global team, Prepare Well,
to Start Early
4y 27 BE EE 4 = (e DM & QA Be Ready!
TFDABZRIEZEMY rm oK BlINSZ IR E1Z / ‘ BN TR EHEREE

AT =5, LA
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FOR TFDA CONSIDERATION

Sit‘f\"s Sponsor EZEE SE I Sl B ACIERIES
SHEZ EZIaBRES T =y A NER= at AR B &5 44
a EREEELEERE S )
18 B eponsor S BREIE Y " SHEEREARARERES = R B AT s FAEEHRREATLERE_X
m  SponsorEMEIIIEIE X HE " RPSUZBEFEKR » —HERBEREZEEFE n RS
DR BB 2 A 5 [E— 13

B FENSEERIERER
B Site BZACEROIER
EFERREOREE ZIEE
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