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Uppsala Monitoring Centre

Have you heard of us?




THALIDOMIDE AND CONGENITAL
ABNORMALITIES

Sir,—Congenital abnormalities are present in appro
mately 1:59% of babies. In recent months I have observed
that the incidence of multiple severe abnormalities in
babies delivered of women who were given the drug
thalidomide (‘ Distaval ’) during pregnancy, as an g
emetic or as a sedative, to be almost 209%,.

These abnormalities are present in structures developgs
from mesenchyme—i.c., the bones and musculaturg
the gut. Bony development seems to be affected in 2
striking manner, resulting in polydactyly, syndactylyg
failure of development of long bones (abnormally s
femora and radii).

Have any of your readers seen similar abnormalitf
babies delivered of women who have taken thi™
during pregnancy ?

Hurstville, New South Walus, W. G. MCBRm‘

*+* In our issue of Dec. 2 we included a statemei’y 'm
from the Distillers Company (Biochemicals) Ltd. referrim\
to ““ reports from two overseas sources possibly associatify 9 = .I:
thalidomide (‘ Distaval’) with harmful effects on the & g nlng O

feertiie 1 earlv nreonancy ' Pendine fiirther investioa.




Uppsala Monitoring Centre

: "« + Not-for-profit organisation, WHO Collaborating Centre

« Scientific, technical and operational supportto WHO PIDMas the
WHO Collaborating Centre for International Drug Monitoring

 Custodian of VigiBase, home of WHODrug Global, proposed
maintenance organisation for ISO IDMP PhPID

*#1 «  Conducts PV research, method development, signal detection and
g communication

B .+ Provides education and training, 1T solutions to strengthen National
PV systems in the WHO PIDM

« Actively involved in global harmonisation efforts of ISO and ICH to
supportsafer medicines

cdisc






WHO Programme of International Drug Monitoring

2023 S ~

B 156 Full members
22 Associate members

Non-member



- VigiBase
%« Global database of ADRs and
..., i AEFIs

: « >36 million cases globally
i.... collected (7 mil. for vaccines)
e from 156 PIDM members

i« Supports national analysis,
: regional collaborations and global

referencing

« Complements statistical signal ViaiL

; igiLyze

detection and method (Z&)) A \10Drug Signal detection
development g and signal

. i =, management
Provides structured and coded — system for WHO
data ( ) PIDM

VigiBase

L]
Cd |SC *M ed DRA: Medical Dictionary for Regulatory Activities



Introducing WHODrug Global




.7, Standardizing drug information with medical
- coding...

Unprocessed data

i Verbatim Indication Country
e 4 report
L ADESTAN CREAM VAGINAL

1% TOPICAL CANDIDIASIS IPN

|eqo|o
SNIAOHM

AD ESTAN\/ DO1AC \/
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...allows for data aggregation and analysis...

EVNNS

Group by ATC based
on the labelled
indication

Analysis on different
levels of precision

Group medicines with
similar properties

cdisc



...and promotes safer use of medicines and
vaccines!

Identification of
drug—-drug
interactions or
adverse events Using WHODrug
Drug Code, ATC
classifications or SDGs

Data aggregation
& analysis

WHODrug
Global

Drug coding From a clinical trial or
post-marketing

} m E surveillance
(= ]

Drug data collection



=« Examples of use cases for WHODrug Global

t '+« Pre-marketing
* Coding of concomitant medications in clinical trials (via CDISC SDTM)
+ Use of WHODrug Global mandated by U.S. FDA and Japan's PMDA
... +Post-marketing

 |ICSR Reporting in E2B(R3)

« Patient reporting

« National PV Surveillance Systems
* Vaccine Surveillance



" Who uses WHODrug Global?

: i« Requested by industry and regulators
« Used by > 3000 industry organisations for identification and analysis of pre-
and post-marketing safety data

« Used by members of the WHO Programme for International Drug Monitoring



WHODrug Global — Coverage

621 570 drug names from 171 countries
In the September 1, 2023 release of WHODrug Global

cdisc
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foid harmonized drug names languages
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£ -
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Types of medicines in WHODrug

...x Conventional Vaccines

“ Her b al_ IMMUNAL
.~ medicines = medicines .

JTYLENOL S8 | ics. _ Traditional

B s medicines
MUSCLE ACHES & PA 8 it

Acetaminophen

Extended-release tablets

Pain Reliever / Fever Reducer

ForUp to 8 Hours Relief of Minor Musde Aches & Pain
*(apsule-Shaped Bi-Layer Tablets

cdisc



s:';:;;:-ff Information in WHODrug

E i » iy

§orensd DRUG NAME ACTIVE ATC DRUG CODE

e INGREDIENT ~ CLASSIFICATION

@ » v b4 pis

COUNTRY OF MAH PHARMACEUTICAL PHARMACEUTICAL WHODRUG
SALE FORM STRENGTH MPID



WHODrug Formats

E i » T

ATC
CLASSIFICATION

ACTIVE DRUG CODE

INGREDIENT

DRUG NAME

o b . X F

COUNTRY OF MAH PHARMACEUTICAL PHARMACEUTICAL  WHODRUG
SALE FORM STRENGTH MPID

C3 format




Drug code in WHODrug

Sequence
Number 2

Record +
Number

001092 030
| Y ) l_...'....J

Ibuprofen Advil

cdisc
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" ATC in WHODrug

« Used to classify medications

according to their intended use

« All drugsin WHODrug are assigned FLUOXETINE
at least one ATC code

« All records are preferably assigned

ATC codes on the 4th level

« Allows for aggregation of similar drugs

cdisc



“." WHODrug Global Chinese

v Drug names, active substance(s), ATC code text, country and pharmaceutical form
are shown in Chinese for drugs approved in China

v All Chinese records have an equivalent English drug name in WHODrug Global
g connected by the drug code

A Simplifies coding and regulatory submission both inside and outside China

ST Drug code Drug Active ATC Country of Marketing Pharmaceutical ~ Strength Medicinal
: name substance(s) sales authorisation form Product ID
holder
® 00002701559 L[=E-S Z BhoR A7 BO1AC, Ml /MMrEEEMHIF, FE KIEHREBER REDE 100mg 1724492

o AEaWHODIUg TaErHRE N

Global

.. Chinese
00002701559 Bokey Acetylsalicylic BO1AC, Platelet China Yung shin CAPSULES, 100 mg 1724492
WHODrug acid aggregation inhibitors excl. ENTERIC-
Gtz heparin COATED

cdisc



CDISC and WHODrug Global
Meeting regulatory expectations with WHODrug




Regulatory expectations for WHODrug Global

» Regulatory expectations for the use WHODrug Global is present in several
countries, as standardised medicinal product data enables safety analysis
and identification of drug-related problems and the consequent
development of safer medicines

» Used in clinical trials to submit standardised drug information about concomitant
medications in SDTM CDISC compliant data sets when submitting NDAs

» Used to code drug information in ICSRs and AEFIs for post-marketing surveillance

cdisc



e Japan, PMDA - Notification on Handling of Submission of Electronic
. Study Data for New Drug Applications !

i = RSN DHHAE. BERUREMIZOWT

- HEEET 7 — & ZfEMT 288, CDISC [oh Wit SN A 5HFEE, ¥
.‘ . d. Controlled terminology, dictionaries and units that are recommended
‘ o When preparing electronic study data, encoded information must also be included
°.' for data that can be encoded using the controlled terminology recommended by the
. . CDISC, MedDRA for events, and WHODrug Global for drugs. The values are to be
' in SI units, in principle.

; i Please refer to the PMDA’s website (https://www.pmda.go.jp/) for the list of
SR acceptable codes.

@ A RIZHOWTII MedDRA, FFNZ-SVTIid WHODrug Global Z{ERA L T=—F
L e (ERAEERT —F 221 TiL, a—Feah/fFf#bLEHwa L, £/,
o:rvinncd HALIZ W T ST L ZERT 5 Z L2 FAIE T 5,

FEHAERLa—FO) A FioowWTiE, PMDA @2 7H 4
(https://www. pmda. go. jp/) &M+ 5 - L,



Japan, PMDA - pata standards Catalog?

- PMDA Data Standards Catalog (2023-02-28) - Terminology Standards

v Date Support Date Support
I Terminology Standard Version(s) Begins Ends Notes
(YYYY-MM-DD) | (YYYY-MM-DD)

When using the version
indicated in "Version(s)"
column, consult PMDA at the
consultation on data
preparation of the submission
of electronic study data.

Between 2009-02-17
CDISC Controlled Terminology (inclusive) and 2011-06-2016-10-01 2017-06-30
10 (exclusive)

CDISC Controlled Terminology 2011-06-10 or later 2016-10-01

MedDRA 8.0 or later 2016-10-01

WHODrug Global (since 2017 March)/ |2008:4

WHO Drug Dictionary Enhanced (2008-12-01) or later 2016-10-01

cdisc



Japan, PMDA -FaAQs on Electronic Study Data Submission?

Q4-7: In Section 4 (2) d of the notification on electronic study data, it states, that encoded
information must also be included for data that can be encoded using “the WHODrug Global for
drugs”. Please explain the background of the need to use WHODrug Global, and give an example
of how to store WHODrug Global data under the CM domain of SDTM.

A: In order to promote international standardization of clinical study data, and to allow cross-product
analyses in the future, use of WHODrug Global is required for electronic study data submission. It
is possible to use applicant-defined codes if no WHODrug Global equivalent codes are identified,;
in this case, it will be necessary to specify in the reviewer’s guide which applicant defined codes
have been assigned to which variables.

Table 4-7 presents examples of how to assign WHODrug Global codes to the CM domain of SDTM.
It 1s also necessary to store WHODrug Global ATC codes wherever possible.

In cases where it is impossible to identify the single ATC code in WHODrug Global due to not
collecting indication for use of the concomitant drug, please store not only single ATC code but also
all ATC codes that correspond to the drug using the “Supplemental Qualifier special-purpose
dataset”.

Table 4-7 Relationship between CM Domain and WHODrug Global

ariable Name ariable Label HODrug Global
ICMDECOD [Standardized Medication Name \Generic name
ICMCLAS IMedication Class IATC text
CMCLASCD IMedication Class Code IATC code

29
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U.S., FDA - Notice in the Federal Register4

Federal Register/Vol. 82, No. 204/ Tuesday, October 24, 2017/ Notices 49211

L Background

On December 17, 2014, FDA
published a final guidance for industry
entitled “Providing Regulatory
Submissions in Electronic Format—
Standardized Study Data” (eStudy Data
Guidance), posted on FDA's Study Data
Standards Resources Web page at
https:/fwww.fda.gov/forindustry!
datastandards/studydatastandards/
default htm. The eStudy Data Guidance
i he =

5
requirements of section 745A(a) of the
Foderal Food, Drug, and Cosmetic Act
for study data contained in NDAs,
ANDAs, BLAs, and certain INDs lo
CBER or CDER by specifying the format
for electronic submissions. The initial
timetable for the implementation of

be updated to list March 13, 2019, as the
“date support ends.” Studies that start
after March 15, 2019, will be required to
use the most current B3-format annual
version of WHODG.

Dated: October 18, 2017.
Leslie Kux,
Asseciate Commissioner for Policy.
[FR Doc. 2017=23029 Filed 10=23=17; £:45 am]
BILLING CODE #164-01-2

solely responsible for ensuring that your
application does not include any
confidential information that you ara
third party may not wish to be posted,
such as medical information, your ar
anyone else's Social Security number, ar
confidential business information, such
a5 a manufacturing process. Pleass nate
that if you includs your name, contact
information, or other information that
identifies you in the bady af your

wi

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2011-N-0278]

Trand Doan Nguynn Donhl of Hearing;

i
slud!-' data was December 17, 2016 (24
months after issuance of final guidance
for NDAs, BLAs, ANDAs, and 36
months for INDs). The eStudy Data
guidance stafes thal a Federal Register
notice will specify the transition date
for all version updates {with the month
and day for the transition date
carrespanding to March 15).

FDA currently supparts the use of
WHODG for the coding of concomitant
medications in studies submitted 1o
CBER or CDER in NDAs, ANDAs, BLAs,
and certain INDs in the elactronic
common technical document format.
Generally, the studies included in a
submission are conducted over many
years and may have used different
WHODG versions o code concomitant
medications. The expectation is that
sponsars and applicants will use the
most current B3-format annual version
of WHODG at the time of study e
However, thers is no requireme:
recode earliar studies. The transition
date for support of the most current B3-
format annual version of WHODG is
March 15, 2018. Although the use of the
current B3-format annual version of
WHODG is supported as of this Federal
Register notice and sponsors or
applicants are encouraged to begin
using it, the use of the most current B3-
format annual version will anly be
required in submissions for studies that
start after March 15, 2019. The (‘atalng
will list March 15, 2019, as the “date
requirement begins.” The Study Data
Technical Conformance Guide provides
addition information and
recommendations on the coding of

’Dmumlhn( medications (hﬂpslf

i i i

Final Det

posted an hitps:f/www.regulations. gov.
» If you want to submit an

pplication with confidential
information that you do not wish to be
made available to the public, submit the

appli:s(mn as a written/paper

sion and in the manner detailed

[saa “Written/Paper Submissions” and
“Instructions™).

AGENCY: Food and Drug A
HHS.
ACTION: Natice.

SUMMARY: The Food and Drug
Administration (FDA] is denying Trang
Doan Nguyen's (Nguyen's) request for a
hearing and is issuing an order under
the Federal Food, Drug, and Cosmetic
Act (the FD&C Act) debarring Nguyen
for 5 years from providing services in
any capacity to a person that has an
approved or pending drug product
application. FDA basas this arder on a
finding that Nguyen was convicted of a
misdemeanor under Federal law for
conduct relating to the development or
approval ofa drug product or otherwise
relating the regulation of a drug product
under the FD&C Act and that the type
of conduct underlying the conviction
undermines the process for the
regulation of drugs. In determining the
appropriateness and period of Nguyen's
debarment, FDA has considered the
relevant factors listed in the FD&C Act
Nguyen has failed to file with the
Agency information and analyses
sufficient to create a basis for a hearing
conceming this action.

DATES: The order is effective October 24,
207.

ADDRESSES: Any application by Nguyen
for special termination of debarment
under section 306(d) of the FD&C Act
(application) may be submitted as
follow:

Electronic Submissions

» Federal eﬁu}emnh'ng

1pe.
Submit w

en/paper submissions as

follows:

& Mail/Hand delivery/Courier (for
writlen/paper submissions): Dockets
Management Staff [HF A-305), Food and
Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852,

» FPor a written/paper application

i to the Dockets
Staff, FDA will post your application, as
waell as any attachments, except for
mfnnnahnn submitted, marksd and
as ial, if
as defailed in “Instructions.”

Instructions: Your application must
include the Docket No. FDA-2011-]
0278. An application will be placed in
the docket and, unless submitted as
“Confidential Submissions,” publicly
viewable at hitps:/fwww regulations.gov
or at the Dackets Management Staff
between 9 a.m. and 4 p.m., Monday
through Fridan

» Confidential Submissions—Ta
submit an application with confidential
information that you do not wish to ba
made publicly available, submit your
application only as a writlen/paper

submission. You should submit two
copies total. One copy will include the

you claim to be
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION.” The
Agency will review this copy, including
the claimed confidential information, in
its consideration of your application.
The second copy, which will have the
claimed confidential information

uctims frr sl:yl
“Sahies !

d blacked out, will be available
'w‘lh: viewing an ed on
weww.regulati Caly
as to the
M n

aati
lay

“The expectation is that sponsors
and applicants will use the most
current B3-format annual version of
WHODG at the time of study start.”

‘...the use of the current B3-format
annual version of WHODrug is
supported as of this Federal Register
notice and sponsors or applicants are
encouraged to begin using it”

.the use of the most current B3-
format annual version will only be
required in submissions for studies that
start after March 15, 2019.”



U.S., FDA - Data Standards Catalog®

FDA Data Standards Catalog v10.1 - Submission Data Terminologies

For full description of column headings, see Instr. & Column Descriptions tab

Date Date
- . - P . Accepted Date Support, Dutaﬁu e - " - Statutory, Regulatory, or Statutory, Regulatory, or - - " -
Use [ Teminologyl Organization(s) & Ve (‘). FDA Center(f B - | RWU.[TCT[T‘E Requiremenf Examples of Use [ - | Guidance Authority S = Guid: Authority S [ - ] Information Sources  [E Information Sources (&

- Current Version- HES ES Use in SDTM CMDECOD and . Study Data Technical
Medication WHODrug Global umc B3 format CBER. CDER 03/15/2018 03/15/2019 CMCLAS Standardized Study Data WHGDrug Global Conformance Guide

Version(s)

Begins [10] [11]

Use in SDTM CMDECOD and

Current Version- CMCLAS
WHODrug B3 format 03/15/2019
Global

cdisc



U.S., FDA - Study Data Technical Conformance Guide®

6.4.2 WHODrug Global

6.4.2.1 General Considerations
World Health Organization (WHO) Drug Global® is a dictionary maintained and updated
by Uppsala Momitoring Centre. WHODrug Global contains unique product codes for
wdentifying drug names and listing of medicinal product information, including active
ingredients and therapeutic uses.

Typically, WHODrug Global is used to code concomitant medications. The variable --
DECOD should be populated with the active substances from the WHODrug Global
Dictionary, and --CLAS populated with the drug class.

When using WHODrug Global, --CLAS is recommended to be populated with the
Anatomic Therapeutic Chemical (ATC) class most suitable per intended use, and the
remainder of the ATC classes, if any, placed in SUPPCM. Alternately, the use of the

: SUPPCM or FACM domains to populate all ATC Classes associated with the --DECOD
. value is acceptable. ATC classes should be submitted at the fourth level or most specific
A available as defined within WHODrug Global.

Generally, studies included in a submission are conducted over many years and may have
At used different WHODrug Global versions to code concomitant medications. The

: expectation is the most current B3-format annual version of WHODrug Global at the
B . time of study start will be used to code concomitant medications. There is no requirement
to recode earlier studies to align with the WHODrug Global version of later studies.




. CMDECOD

o

... Active substance .o. - ‘o -oo Dr%fsr(;ed
.. I I

i

. ..... H Active substance variation Paristion
T

& vl

- Zorvolex Voltaren rapid
D Product name 003723 01119 003723 04 332

» Preferred Name in WHODrug is always generic
* Preferred names (bases and variations) can be identified by the drug code with seq2=001
» Preferred base will have seq1=01 as well as seq2=001

« Can be retrieved from DD(B3 format) file or MP(C3 format) file

cdisc



Active substance

Active substance variation

Product name

Diclofena Preferred

00 01 OO0 base
|

Preferred

O variation

Zorvolex

Voltaren rapid

003723 01119 003723 04 332

—~Fe\ T ==

PHARMY‘PJJER!GNE
- Voltaren
BT ot Rapid 12.5 S
18 mg Diclofenac potassium 125mg
P‘é Back and Muscle Pain elie
Bl 50 Capseles

i @ IROKO™

34



CMDECOD longer than 200 characters

f  For drugs with many ingredients, the generic name in WHODrug can
...+ belongerthan 200 characters

..+ Supplemental dataset needs to be utilized in this scenario

« SDTMIG v. 3.4 states that the text should be truncated between
words (4.5.3.2 Text Strings Greater than 200 Characters in Other Variables)

» “Semicolons separate ingredients so text should be truncated after
semicolon closest to 200 characters to improve readability”

cdisc -



Table 1. lllustration of SOTM dataset where CMDECOD is longer than 200 characters.

USUBIID

CMSEQ

CMTRT

CMMODIFY

CMDECOD

CMCLAS

CMCLASCD

AB-21-01

1

Ascorbic acid;Biotin;Calcium;Carbohydrates nos;

Chloride;Choline;Chromium;Colecalciferol;

Copper;Cyanocobalamin;Docosahexaenoic acid;

Fats nos;Folic acid;Fructooligosaccharides;

lodine;lron;Magnesium;

Table 2. lllustration of supplemental dataset for CM domain where CMDECQOD is longer than 200 characters.

USUBJID | RDOMAIN | IDVAR IDVARVAL | QNAM QLABEL QVAL

AB-21-01 | CMm CMSEQ |1 CMDECOD1 | Standardized Manganese;Nicotinic acid;Pantothenic
Medication acid;Phosphorus;Phytomenadione;
Name 1 Potassium;Proteins nos;Pyridoxine;

Retinol;Riboflavin;Selenium;5odium;

Thiamine;Vitamin e nos;Zinc

36



Myocardial
infarction

AO01AD, Other agents for local oral treatment
BO1AC, Platelet aggregation inhibitors excl. heparin
MO2AC, Preparations with salicylic acid derivatives

NO2BA, Salicylic acid and derivatives official

cdisc



COISC Study Data Tabulation Model Implementation Guide: Human Clinical Trials (3.4 Final)

For example,

« EGTESTCD = "SPRTARRY", EGTEST = “Supraventricular Tachyarrhythmias®, EGORRES = "ATRIAL
FIBRILLATION"

« EGTESTCD ="SPRTARRY", EGTEST = "Supraventricular Tachyarrhythmias", EGORRES = "ATRIAL

FLI =R"

When a finding can have multiple results, the key structure for the findings dataset must be adequate to distinguish
between the multiple results. See Section 4. 1.9, Assisning Natural Kevs in the Metadata

4.2.8.3 Multiple Values for a Non-result Qualifier Variable

The SDTM permits | value for each qualifier variable per record. If multiple values exist (e.g., due to a "Check all
that apply" instruction on a CRF), then the valve for the qualifier variable should be *MULTIPLE® and SUPP--
should be used to store the individual responses. It is ded that the SUPP-- QNAM value reference the
corresponding standard domain variable with an appended number or better. In some cases, the standard variable
name will be shortened to meet the 8-character variable name requirement, or it may be clearer to append a
meaningful character string a3 shown in the second Adverse Events { AE) example below, where the first 3
characters of the drug name are appended. Likewise, the QLABEL value should be similar to the standard label. The
wvalues stored in VAL should be consistent with the controlled terminology associated with the standard variable.
See Section 84, Relating Non-standard Variable Values to a Parent Domain, for additional guidance on maintaining

i
ﬁ

MULTIFLE

Licalion of the Reacion 1 FACE
AELOCZ
Locaion of fie Rescion 3

In some cases, values for OQNAM and QLABEL more specific than these may be needed

i

For example, a sponsor might conduct a study with 2 study drugs (e.g., open-label study of Abeicin + Xyzamin), and
may require the investigator assess causality and describe action taken for each drug for the rash:

ae.ipt
[EETERM THEREL _ TAEACN |

[RASH  |MULTWFLE |WTLE

SUPPTE_XpT

[GHAW  [GIABES GNAL

AERELAEC | Causality of Abcicin POESIELY RELATED
AERELXYZ | Causallty of Xyzamin UNLKELY RELATED
[AEACMABC | Acion Taken wih Abcicn | DOGE REDUCED
[AEACKEYZ | Acion Taken with Xyzamin | DOSE WOT CHANGED

In each of these examples, the use of SUPPAE should be documented in the Define- XML document and the
annotated CRF. The controlled terminology wsed should be documented as part of value-level metadata.

If the sponsor has clearly documented that one response is of primary interest (e.g., in the CRF, protocol, or analysis
plan), the standard domain variable may be populated with the primary response and SUPP- may be used to store
the secondary responsa{s).

[AETERM [AEmEL AEACH
[RasH — [POCSIELY RELATED DOSE REDUCED

T 2021 Cliveal Data Inlerchangs Standards Canscrtium, Inc. Al ights reserved Page 35
1-29

\_

variable perrecord. If multiple valuesexist (e.qg.,
due to a “Check all thatapply”instructionon a
CRF), thenthe value for the Qualifier variable
should be “MULTIPLE”and SUPP--should be
used to store the individual responses.

( The SDTM permits one value for each Qualifier \

J

cdisc

CDISC — SDTM Implementation Guide’

\_

response isof primary interest (e.g., inthe CRF,
protocol, or analysis plan), the standard domain
variable may be populated with the primary
response and SUPP--may beusedto store the
secondary response(s).

4 If the sponsorhas clearly documentedthat one )

J

Uppsala
Monitoring
Centre



AB-21-01

AB-21-01
AB-21-01
AB-21-01

AB-21-01

cdisc

CM

CM

CM

CM

Aspirin
protect

CMSEQ

CMSEQ

CMSEQ

CMSEQ

Aspirin INIWIEEUYIET0l Platelet aggregation inhibitors excl. heparin

protect

1 CMCLAS2
1 CMCLSCD2
1 CMCLAS3
1 CMCLSCD3

CMCLAS

CMCLASCD

Medication
Class 2

Medication
Class Code 2

Medication
Class 3

Medication
Class Code 3

QVAL

Other agents for local oral treatment

AO01AD

Preparations with salicylic acid
derivates

MO2AC




U.S., FDA - validator rules?

version 1.6, finalized December 2022

ValidatofB  Publisher Publisher I FDA Validator Rule Message FDA Validator Rule Description Domains

Rule ID

A Walue for the Standardized Medication Name (--DECOD] variable must be populated

o.. SD1344 FDA FDABO17 Value for --DECOD not found in WHODrug dictionary  |using a Drug Name from the WHO Drug dictionary version specified in the define.xml. [CM

$ Value for the Medication Class (--CLAS) variable must be populated using ATC Text

: . 5D134s FDA FDABOL7 Value for --CLAS not found in WHODrug dictionary from the WHO Drug dictionary version specified in the define.xml. CM

0 Value for the Medication Class Code (--CLASCD) variable must be populated using ATC

‘.. SD1346 FDA FDABO17 Value for --CLASCD not found in WHODrug dictionary |Code from the WHO Drug dictionary version specified in the define.xml. CM

FDABOL7 Controlled terms should use the exact term (case, spelling, and punctuation) used

by the terminology maintenance organizations (e_g.. MedDEA, CDISC controlled
terminology).

cdisc



China, NMPA - Guidelines for submission of clinical trial data

o, B MR P S e W R A S S o BB B
e MR, ETRASRD BOHAKE, BFE. BHK
et R Bk BT R HTIN, ARRREARNER, B
e BRI TR E TR LT ORRLRED, HlAEY
b YA R4 ARSI . MBS R RS, RE
e B R T AR BT L BA, o s 75 o [E % 3t
R ( Medical Dictionary for Regulatory Activities, MedDRA ) %.
Provisional translation:
i In order to meet the data submission requirements,
P e T e e A e S iandalCized o Soded

cdisc



China, NMPA - Guidelines for submission of clinical trial data®
B BXHBEP TS UTHERA DX KEEFEER

fied ORI RS G LR SN

ot Hh M T LR,

Provisional translation:
At least the following content in the submitted database should be in Chinese: data set labels
: : and variable labels; names of adverse events, names of concomitant drugs, and names of
A 2F medical history appearing in clinical summary reports and other documents.

The provisional translation is unofficial and is provided solely to create a basic understanding

WHODrug Global Chinese allows for retrieval of
applicable drug information in Chinese language




Supporting data submission in dual languages

REPORTED TERM

VFEND
,. .. : e ,
e CODED DRUG NAME IN WHODRUG GLOBAL
e,
P DRUG NAME | ACTIVE INGREDIENT [ ATC CODE/TEXT DRUG CODE

VFEND Voriconazole JO2AC, Triazole derivatives 01510101002

DRUG ACTIVE ATC CODE/TEXT DRUG CODE DRUG ACTIVE ATC CODE/TEXT
NAME INGREDIENT NAME INGREDIENT

s i B R 37 R JO2AC, = ST 01510101002 VFEND Voriconazole JO2AC, Triazole derivatives

GO

SDTM
compatible
outputin
Chinese

SDTM
compatible
outputin
English
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3) FAQs on Electronic Study Data Submission (as of Oct 2023)
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https://www.pmda.go.jp/files/000247154.pdf
https://www.pmda.go.jp/files/000247154.pdf
https://www.pmda.go.jp/english/review-services/reviews/0002.html
https://www.pmda.go.jp/files/000264582.pdf
https://www.federalregister.gov/documents/2017/10/24/2017-23029/electronic-study-data-submission-data-standards-support-for-version-update-of-world-health
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
https://www.cdisc.org/standards/foundational/sdtmig/sdtmig-v3-4
https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources
http://law.pharmnet.com.cn/laws/detail_4692.html
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