= 0! ekefo| T|&EiLICt

YOUR SAFETY 1S OUR STANDARD

Status of CDISC in Korea

Woosun Lee

2023.12.13.

Pharmaceutical Policy Division, Pharmaceutical Safety Bureau
Ministry of Food and Drug Safety



CONTENS

N Introduction of MFDS

B NDA/BLA Approval Process & Data Submission

N Regulations related to eCTD/CDISC

N Efforts to Domestic Implementation for CDISC standard
N Submit an eCGTD and CDISC to the MFDS

B CDISC Status in Domestic Pharmaceutical Industry

8 Implications and Conclusions




Status of CDISC in Korea

1. Introduction of MFDS



Introduction of MFDS
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2. NDA/BLA Approval Process
& Data Submission



NDA/BLA Approval Process

© IND(Investigational New Drug Application) Review Process

PR

IND submission to Clinical Trials Management Division

cMC Stability Pharm/Tox Clinical data IRB

Review by Drug Evaluation department or

Biopharmaceutical & Herbal Medicine Evaluation Department

. No
Review >

Complete and
Acceptable? <

Clinical hold £ Additional Info
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objection

within 1 month
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Clinical Trials Management Division

Notify

Applicant
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Study completion

Study ongoing

© NDA (New Drug Application) Review Process

Applicant

NDA submission to Biologics Division
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data Clinical data
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Review by Drug Evaluation department or
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Data Requirements for Approval

© Data Requirements for Approval
> New Drug ("Regulation on Safety of Pharmaceuticals (Ordinance of the Prime Ministerial) Article 9)

- (Review by Drug Evaluation Department) Safety & efficacy data, specifications & test methods, Drug Master Files (DMF), certificate of
manufacturing and marketing(Imported Pharmaceutical) Data such as name and address of manufacturers of active pharmaceutical ingredients

- (Review by Other Departments) Evaluation data of conducting of Good Manufacturing Practice (GMP)

© Dossier for IND
= Development plan
- Introduction
. Data on structural identification and psychochemical and biological properties (including data for a placebo)
= Data on non-clinical studies

Data on Pharmacology
Data on Toxicity

. Data on clinical studies (if applicable)
. Study protocol
- References

¢ Origin or backgrounds leading up to discovery and development
¢ Clinical data

¢ Structure - physical, chemical and biological nature -
Clinical data package

® >
w

] . A. Drug Substance ng Data
- Investigator’s Brochure (IB) e “-rl e dging Data
Comparison with
* domesti .
1 2 3 7 5 6 - 8 do es_tlc copies
& special features
of the drug concerned
* Uses in other countries
Stability e * Toxicity * Pharmacologic effects

Pharmaceutical

Stability test data

rug Substance
rug Product

Long-term,

Company

acceierated
stressed

antigenicity

mmunotoxicity, loca

Electronic Data Submission toxicity

dependency, etc
By " Pharmaceutical Affairs Act ; & "Regulation on Safety of

Pharmaceuticals_ (Ordinance of the Prime Ministerial) Dossier for Safety & Efficacy Evaluation



Electronic Data Standard for
International Harmonization in Korea

Electronic Data Submission

By ' Pharmaceutical Affairs Act ; & "Regulation on Safety of Pharmaceuticals_j(Ordinance of the Prime Ministerial)

Domestic Regulation Standard

Frequency (+) time

Frequency (+)

CTD eCTD CDISC
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3. Regulations related to eCTD/CDISC



Regulations, etc. related to CTD/eCTD

submission

4 T PHARMACEUTICALAFFAIRSACT | Articles 31,42

~z |_Regulation on Safety of Pharmaceuticals, Etc._| (Ordinance of the Prime Ministerial) Articles4,8,9, 10
# T Regulation for Pharmaceutical Approvals, Notifications and Reviews | Articles 6

# I Regulation for Biopharmaceutical Approvals, Notifications and Reviews | Articles 8

" Regulation for Herbal Medicines Approvals, Notifications and Reviews | Articles 7

" Regulation for Novel Product Approvals, Notifications and Reviews | Articles6

" Regulation on Approval of Clinical Trial Plans for Pharmaceuticals ;| Articles 5

" Guidelines for processing and managing clinical trial electronic data |

4 ! Guidance Document for Electronic Common Technical Document (eCTD) Compilation
(Applicant's Instruction Manual) |



Article related to CDISC submission

Regulation for Pharmaceutical Approvals, Notifications and Reviews

Ministry of Food and Drug Safety Notification No. 2021-90
Partially Amended and Enforced on Nov 11, 2021

Chapter I General Rules

Article 1 (Purpose)

This regulation is intended to stipulate detailed information regarding target articles, types of data submitted,
description tips, requirements, and exemption scopes of data, specifications and controls, etc. for the
manufacturing and marketing approval or notification of pharmaceuticals, the importing approval or notification
of pharmaceuticals, and the review of safety and efficacy, specifications, test methods of drugs in accordance
with Articles 31, 35, 42, and 76 of the "Pharmaceutical Affairs Act (PAA)," Articles 4, 5, 8 through 13, 39, 40,
and 57 through 59 of the "Repulation on Safety of Pharmaceuticals, Etc.", Articles 18, 21, and 24 of the
"Narcotics Control Act" Articles 32 and 33 of "Enforcement Decree of the Narcotics Control Act" and Article

19 of the "Rare Diseases Management Act".

Article &6 (Preparation of Common Technical Documents)

(1) In spite of Article 5, for new drugs and drugs requiring data submission and drugs falling under Article 25

(2) 3 (except for orphan drugs, high pressure gas for medical use, radiopharmaceuticals, drugs for export, and

other products that are not directly applied to humans) among prescription drugs, shall be prepared in the

Common Technical Document (CTD) format. In these cases, detailed preparation tips are governed by Annex

3 Preparation Methoad for Drugs CTD. However, for items beyond items stated above, the CTD format should

still be used.

{3) The pharmaceutical approval application or notification prepared in accordance with Articles 4 and 6 may be
submitted as electronic documents according to the preparation tips, when the Minister of Ministry of Food and
Drug Safety notifies eCTD preparation tips. In this case, nonclinical study data and clinical study data may be
submitted by applying Clinical Data Interchange Standards Consurtium.

Module 1 ADMINISTRATIVE INFORMATION AND PRESCRIBING INFORMATION
1.1 Table of contents of Module 1
1.2 Copy of the manufacturing and marketing approval and notification application or the importing approval

or notification application
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4. Efforts to Domestic Implementation
for CDISC standard



Efforts to Domestic Implementation for

CDISC standard

e 15t |SP for stand alone eCTD/CDISC management system(2013)
e eCTD/CDISC Submission System construction(2014)
e 274 |SP for integrate 25 systems include eCTD/CDISC system(2017)

 Pharmaceutical integrated information system construction(2018~)
* Including eCTD/CDISC Submission System

* Amendments Regulation for Pharmaceutical Approvals to include
CDISC standards(2021)

* Civilian Government Engagement Advisory Group(2023)




Civilian Government Engagement

Advisory Group

(Purpose) Communication and collaboration with major policy users, including
the establishment of CDISC guidelines tailored to the domestic pharmaceutical
industry situation

(Period/Cycle) ’23.8. ~ / Twice a year, semiannually

(Member) Government side 10, Civilian side 17, total 27.

@FDS KPBMA K3C \
Ministry of Food and Drugs Safety Korea Pharmaceutical and Bio-Pharma CERTARA
KIDS Manufacturers Association
Korea Institute of Drug Safety and KRPIA
Risk Management Korean Research-based Pharma Industry
Association
KoBIA
Korea Biomedicine Industry Assodation
KSQA

K The Korean Society of Quality Assurance /
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0. Submit an eCTD or Standardized Data
to the MFDS



Submit eCTD and CDISC to the MFDS
Phase 1.Create CTD/CDISC
(D Create CTD documents and PDF files for submission for SUDmiSSion

(@ Complete CDISC for submission |, »

< Create eCTD >

eCTD @ Install and run eCTD software by MFDS

=[] =ra-0c00
.:..gd ﬁ 2 Create eCTD with CTD documents(PDF files)
SN s - R -
o O e esoc |

] - (3 Mount CDISC during the eCTD creation process
ol w1k =
il Cdlsc @ Verification in software and finish all process

< Temporarily upload to my account >

Phase 3. Electronic Application @ Log-in to the ‘https://nedrug.mfds.go.kr’

@ Fill out the electronic application @ Temporarily upload eCTD file
2 Attach eCTD file already uploaded to my account DT * my page > file upload>eCTD file management
(3 Complete the application form and go to next process(fee (3 Verification on website
payment, etc) /
y




eCTD software by MFDS

¥ CDISC- test
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Location of CDISC in eCTD (in Phase 2)

eCTD M4 eCTD M5
< Internal structure of eCTD submission file Folders and required utility files =
Falder Files Definifion
(e123456.2ip) | eCTD submission filename(e-Identifier)ex: el23456) ® DM AIRA 7] v2.1 = [module] © eCTDYI R MAIR 7] v2.1 g5-& [module]
A felder wath a sequence name mdicating the mumber of ; - E— —_—
aoan submissions as a four-digit munber.(ex 0000) mer  EIE  22V) B @ datasets 20 H2EO =V FEEH) B B datasets
e —— index file ICH standard a8 - 5-& [study] B8 = - Bl 5-& [study]
index-mdb. txt MD5 checksum file E"f—r' analysis v CDISC- test E--f_:“l analysis
) Modile 1 Apdication detalls  and  admimstafive | 7 CDIoC test =-& adam || v 0000 3.2.21 - 0000 =& adam
m information foldar v [ 0000 [3.2.2] - 0000 . 5 datasets b 2 m & datasets
kr Korean domain codename(kr) folder > 2 ml i L0 split » [2m2 .00 split
kr-regional sl Inde?{ file of M1 with MFDS standard configurabon » (2 m2 e | programs » (2 m3 : N programs
applied » (2 m3 EN =] > Bme =l
5 Module 2 Submissicn  data overview  and  Sumrnary v (= ma : egacy v 2 m5 - egacy
m folder(ICH CTD m2) = 4 st B-= datasets 52- tab- list
v - - i :
m3 Module 3 Quality evaluation data folder (ICH CTD m3) stud-rep - .63 split , v = 53-clin- stud- rep
— - » [= 421- pharmacol | » (= 531- rep- biopharm- stud
Module 4 Nen-clinical trial data folder (ICH CTD md) I | programs rep-biopharm- stu
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ut specification utility folder > B ms EIE sdtm 536 postmark. exp
drd ICH eCTD specification DTD and schema folder tl Sp“t 537-crf-ipl
ich-ectd-3-2.dtd ICH standard DTD file applied from m? to mb I _____ & send I 54- lit- ref
kr-regional-1-0.d&d | MFDZ standard DTD file applied to m2 L] 31 misc
style Stwleshest folder for the ICH eCTD specification 77" & prnﬁlea
ectd-20.xs1 ICH standard style sheet file applied from m2 to mb
kr-regicnal.xsl MFDE standard style sheet file applied to mil




Temporarily upload eCTD to my account

Electronic Application Log-in to my account
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Electronic Application (in Phase 3}

Electronic Application Log-into my account Electronic Application
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Electronic Application (in Phase 3}
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Electronic Application (in Phase 3)

* First Submission * Supplementary Submission
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Workflow between Industry and MFDS

Industry

Company

Request for
clinicaltrial <

protocol approval
Application for

A

MFDS

drug approval

* Study Design
* Protocol v

R.A. DB
CRO \
Request Analysis,
make a plan - clinicaltrial CSR
* STDM
* ADaM Clinical/
oSl Non- clinical data
Institute ?
(CRO, hospital) Result
v
Non Phasel Phase2 Phase3 4
clinical
* Lab
* CDASH
Report
adverseevent

IND
clinicaltrial .
protocol Study Design
approval Protocol
NDA/BLA
* STDM
. * ADaM
Receive « SEND
¢ i * define.xml
Review <« STDM ADaM SEND
Result
— 1 Clinical
Safety evaluation DW/DM
Receive
- adverseevent E—
report
Analysis Adev\fer?]?ry
adverseevent <+ DB

report



small feature of eCTD in KR

MFDS

* e-identifier of eCTD is under electronic
application registration number

* Application details : Not onlylist in
eCTD leaf, one should fill out the
electronic application form

* Store separate documents and materials
not defined in advance within eCTD, but
also can be submitted outer eCTD

FDA, etc.

* e-identifier of eCTD is the same as
application registration number

* Application details : only list in eCTD
leaf

e Store separate documents and

materials not defined in advance
within eCTD
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6. CDISC Status in Domestic
Pharmaceutical Industry



IwEMwCOR COnC DEX DaN

COISC FHLH U 2T& AN NIX A 48 < 490 Population > < Response >
T ETE ; . , KPBMA : 200 company 44 Companies responded (9%)

Korea Pharmaceutical and Bio-Pharma Manufacturers

g2f =NESYY

vrvs e ae o3 YD e e $28 e ' Association
PR —p—— . KRPIA : 50 company 1 Phama euticl Company
g gsEM goo g m Korean Research-based Pharma Industry Association  CRO
e KoBIA : 170 company e
ol et Lo ; Korea Biomedicine Industry Association
o o S S 1 KSQA: 70 company
X Ko STO WE NEETEW g i Il The Korean Society of Quality Assurance

I BRIl e Y l M =@®DomesticCompan
I o= k < Per|0d > -@GIobaICompar?y '
'23.8.22 ~ 9.22

e oo o | D < Method >
Email survey through 4 associations

- T ——— W—-—'-—!:




Experience & Purpose of use CDISC

* CDISC Utilization experience * CDISC Utilization Objectives in the
=3 Yes .
4 N industry
\ @ Non response, etc 14
12
10
e (importer) CDISC Utilization experience of \ :
headquaters ) .
=@ Yes 0
"2 No 1
B (D) Domestic B (2) Oversea M 3 Inner data standardization

(4) Research only ® (5 Technology transfer ¥ (& etc.




Experience with CDISC

e Cumulative number of studies e Number of studies with CDISC in
with CDISC 22 years

Type Min Mean Max sum respondent Type Min Mean Max sum respondent
(D Pharmaceutical (D Pharmaceutical
Company 1 8.3 25 83 10 Company 1 2.2 4 13 6
@ Importer 900 900.0 900 900 1 @ Importer 240 240 240 240 1
® CRO 37 70.8 153 283 6 ® CRO 5 26 51 130 5
@ other 4 4.0 4 4 2 @ other 2 2 2 2 1

Total 1 79.4 900 1,270 19 Total 1 29.6 240 385 13




Submissions by Regulatory Agency

* The number of submissions to * Number of CDISC by application
regulatory authorities using type
Regulatory @ @ ©) Total Pharmaceutica Biological ~ Advanced General Specialized Initial Amendment
Agency Pharmaceutical Importe CRO | Products Products  BiopharmaceuPhamaceuticePharmaceutica Submission  Submission
Company r ticals Is Is

@) 44 14 0 0 58 38 1
FDA 7 2 3 12 Pharmaceutical
PMDA 1 2 1 5 Company

@ Importer 0 0 0 0 89 278 2
EMA 1 1 1 3
NMPA ) 2 ) 2 (3 CRO 101 13 17 0 0 0 0
MFDS 1 - - 1 Total 145 27 17 0 147 316 3
Other 1 1

Total 10 7 6 23




Preference

* Positive/Negative perspectives * The burden associated with the
regarding the utilization of CDISC utilization of CDISC in regulation
in regulation.

Ve Negativ very Non Burdensom very Non
Business Type ry positive  Neutral g Negativ  respons Total Business Type Notatall Not Neutral Burdensom Total
Positive e o o e o response

@ @

Pharmaceutical 0 9 6 3 3 1 22 Pharmaceutical 0 1 9 5 6 0 22
Company Company

@ Importer 2 0 0 1 0 0 3 @ Importer 1 0 1 1 0 0 3
®) CRO 6 2 7 0 0 0 15 ® CRO 6 0 5 3 1 0 15
@ other 1 2 0 0 0 1 4 @ other 1 1 1 0 0 1 4

Total 9 13 13 4 3 2 44 Total 8 2 16 9 7 1 44




Cause of Burden

* Burden Cause * CDSIC-related organization and budget
Burden Cause Response Count
Cost burden 14 Business Type @ Yes @ No respondent
Time burden 7
. @

Insufficient manpower 6 Pharmaceutical 6 16 22
Lack of experience 5 Company

2 1 3
Lack of expertise, High complexity, Educational burden 2 @) o
Difficulty in updating SDTM versions, ® CRO > 10 15
Burden of managing raw and analysis data through SDTM, @ other 2 2 4
Different standards across regulatory agencies, 1 Total 15 29 44

Anticipated challenges in CDISCadoption from clinical planning,

Lack of perceived necessity




Readiness

* |If submission of CDISC becomes e |f it is difficult to submit the CDISC

mandatory in Korea, can a right away, how much time will take?
company submit CDISC
. . @ Pharmaceutical
immediately? @ importer ®cro
Company
Average Duration
@ @ @ (Years) 20 5.0 20
Business CDISC Prepared CDISC Preparedbut ~ CDISC Not Prepared No Total
Type and Immediately Time Required for RA and Significant Time Response Compani ..
Submittable Review, Decisionon  Required es o Ot h ero p INIONS
Submission Scope, efc.
; Content Respondent
@ Pharmaceuti 5 4 16 1 23 : : : . pol
cal Company Time-consuming for CRO preparation, data review, etc. 5
Ready for immediate submission if using the same criteria and form
) Importer 0 2 1 0 3 +t asthe FDA 1
3 cro 6 0 9 0 15 Time required for RA review, decision on submission scope, etc., if s 1
@ Other 1 0 1 2 4 eparate criteria established by MFDS
Total 9 6 57 3 w“ Intemal infrastructure construction required 1
Can be known depending on the trial submission 1
Depends on the requirements of the MFDS 1
Clinical Trials 1




CDISC application areas in industry

@
. @ ©) @
Type Pharmaceutical Importer CRO Other Total
Company
Clinical
(STDM, 7 1 2 2 12
ADAM)
Non-
clinical 2 1 4 1 8
(SEND)

. I Number of mentioned
Therapeutic Indication
study
Antineoplastic Agents 11
Vaccines and Viruses, Gastrointestinal disorders 5
Cardiac disorders 3
Endocrine disorders, Metabolism and nutrition disorders, 5
Nervous system disorders, Respiratory disorders
IPF, Idiopathic Pulmonary Fibrosis, Microbiome, Osteoarthritis,
Endocrine, Cerebrovascular disorders, Botulinum toxin,
Genitourinary disorders, Obesity, Live Biotherapeutic Products,
Cell Therapy Products, Inflammation, Nutrition and 1

Metabolism Disorders, Autoimmune disease and antibody
therapy, Pain, Skin, Synthetic drugs, Anti-inflammatory agents,
Orphan drugs




CDISC implementation & Software

* CDISC implementation stage e Software
®© @ ® SW User
Business Type Study Design  Study Execution ~ Post study
closure SAS 17
(D Pharmaceutical 1 Submit, Savante 2
Company 4 ? Bluepine, DataDefine, imtrial, 1
@ Importer 2 2 P Python, R, Safesoft,
(3 crO 1 3 6
@ Other 0 1 0

Total 4 10 17




Positive expectations for CDISC adoption

and Requests to MFDS

Category

Proposed Suggestions

Responses

Expected Benefits Respondent
Increased operational efficiency through data standardization 19
Global-level data construction 13
Reduction in review period 14
Online archive of data 4
Securement of high-quality data 2
Ease of global expansion and increased efficiency in related operations 2
Predictive data provision based on artificial intelligence 1
Global regulatory harmonization 1
Shortening of analysis/review period 1
Increase in revenue due to diversified business 1
Unlimited data processing and analysis capabilities 1

Education and
Training

CDISC Adoption
Difficulties

Manual and Standards
Application

System Building
Soliciting Opinions

Other Opinions

Training and education for specialized personnel related to CDISC submission

Request for mandatory adoption three years ormore after sufficient recommendation period
Gradual adoption needed dueto the need for clinical design (approval schedule/CRO cost) for CDISC
Request for gradual adoptionasitis difficult for all pharmaceutical companies

Small companies face outsourdng burden when CDISCis introduced domestically

Immediate application of CDISC requires time and procedures for company system changes and
construction

Long-Term Approach Needed

Detailed guidelines and manuals for CDISC submission requested

Request for guidelines specifying compatibility with FDA standards, allowing full English usage, and not
mandating Korean as NMPA

Applying allCDISC specifications domestically is difficutt, and thereis a hope to avoid strict verification
of all standards

Request for guidance on regulatory evaluation contents (safety based on SDTM review)

Awareness needed thatstandardizing alldata per study is nat feasible

Application of the same guidelines and standards as FDA

Mandatory compliance rules and selection of target data required for adoption

Notification and promotion of the necessity before domesticapplication

Consideration for companies difficult to complywith policies, focusing on export-oriented operations
Building a system thatallows easy andaccurate submission

Soliciting opinions on industry conditions and voices (cost, education, timing of CDISC obligation)
Hope for CDISC activation and mandatory adoptiondomestically

Desirefor quickimplementation

Activation of existing eCTD

5

R R RN

N

PR W WR R R R R R R




Summary of survey resuits

CDISC Utilization Objectives:

* Primary objectives in the industry are, in order of priority, 'Overseas
Regulatory Approval,' 'Internal Data Standardization,' ‘Research,’
"Technology Transfer,' and 'Domestic Regulatory Approval.'

CDISC Utilizationin 2022:

* In 2022, CDISC utilization counts are reported as 13 cases for
domestic pharmaceutical companies (6 companies), 240 cases for
importers (1 company), and 130 cases for CROs (5 companies).

CDISC Applicationin Therapeutic Areas:

* The CDISC application is diverse, covering 26 therapeutic areas, with
the top 5 being 'Anticancer Drugs and Tumors,' 'Vaccines and
Viruses,' 'Digestive System,' 'Cardiovascular System,' and a group of
four including 'Endocrine System,' '"Metabolic Disorders,' 'Neurology,'
and 'Respiratory System.'

Experience of Domestic Pharmaceutical Companies with
Regulatory Agencies:
*  Domestic pharmaceutical companies report having submission

experience with regulatory agencies such as FDA, PMDA, EMA, and
NMPA.

* Preference and Concerns Regarding CDISC Regulatory
Application:

* The preference for CDISC regulatory application is positive, with
79.5% expressing a 'Very Positive' or 'Positive' stance. However,
concerns about the burden are notable, with 36.3% finding it 'Very
Burdensome' or 'Burdensome.' Main concerns include cost,
workload, manpower, and lack of experience.

* CDISC Regulatory Application Scope:

* Respondents consider the application scope appropriate for 'New
Drugs,' 'Clinical Trial Plans," and 'Biological Products.' There is a
desire for gradual expansion of the application scope.

* Readiness and Time Estimates for CDISC Mandatory
Submission:

*  Only 20.4% of the industry feels immediately ready for CDISC
mandatory submission, while 61% expect a significant amount of
time to be spent on preparation. The average estimated time for
industry readiness is around 2 years.



Status of CDISC in Korea

7. Implications and Conclusions



Implications

* Industry Snapshot

* Only 20% (6 companies) are currently ready for "immediate submission" under CDISC mandatory adoption, revealing
a modest preparedness level.

* Anticipated average preparation time is around 2 years, underscoring the significant commitment required.
* Despite challenges, certain industry leaders are taking proactive steps in CDISC adoption.

* Industry acknowledges the need for substantial preparation, including specialized personnel, organizational
adjustments, and budget considerations.

* Key players are already at the forefront of CDISC implementation.

e Strategic Industry Approach
* Industry prioritizes leveraging specialized knowledge and experience, with a focus on new drug development.
* Emphasis on knowledge dissemination and gradual expansion of CDISC application scope.

e Stance of MFDS

* MFDS concerns about the potential impact of immediate implementations of standardized systems.

* Call for regulatory policies balancing industry needs and compliance, including sufficient recommendation periods,
gradual application, and criteria alignment with industry expectations.

* Collaborative approach suggested, involving industry stakeholders in CDISC standards formulation for mutual
understanding and industry compliance.



MFDS's Position on CDISC Standards

e Support for CDISC Activation * Consideration of Industry Environment
* MFDS expresses support for the activation of CDISC * Recognizingthe industry's unique characteristics,
within the industry, aiming to foster the adoption of MFDS aims to tailorthe CDISC implementation
standards. environmentto suit industry needs, emphasizing

* Mitigating Hurdles in Standard Adoption practical feasibility and efficiency.

e Striving to introduce minimal standardsto prevent * Focus on Key Research Areas

obstaclesin the industry's adoption of CDISC, MFDS * Prioritizing key research areas such as therapeutic
emphasizes a facilitative approach. indications, MFDS underscores the importance of
. . . . aligningstandards with the industry's primary areas
* Collaboration with Foreign Regulatory Bodies ofigntergest ysP Y
* Whileintroducing minimal standards, MFDS seeks to L

provide sufficient information for effective * Phased Application of CDISC Standards

communication with foreign regulatory bodies,  MFDS acknowledges the need for considering

facilitatingentry into international regulatory various stages of CDISC standard application,

frameworks. spanning from the early stages of research to post-

study data transformation. This comprehensive
approach aims to clarify the scope and timing of
standard application.
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