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Background



— contains information about world-wide medicinal products intended for human use,
their active substances, and relevant classifications and groupings

— used to structure and analyze clinical trial and post-marketing safety data

— updated by Uppsala Monitoring Centre (UMC) on a regular basis and released twice
per year

B wd2012909cn_en.sas7hdat
B2 wd202003on_en.sas7hdat
B=: wd20200%cn_en.sas7bdat

— the following types of data records are available in WHODrug:
— Trade names

— Active substances (bases and salt variations thereof)

— Records representing defined groups of active substances and trade names (i.e. Umbrella Records).




How to understand
Information stored In
WHODrug
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Relationship between trade name/Preferred Name/ Preferred Base Name

Trade name

Preferred Name

Preferred Name Trade Name

CMBASPRF_CODE | CMBASPRF_CN | PREFNAME_CODE | PREFNAME_TERM_CN | TRADENAME_CODE | TRADENAME_TERM_CN
00000401001 FiETER 00000401001 FiEHER 00000401022 THERAFILM
00000401001 FBH/ER 00000401001 FBH/ER 00000401023 DIFENIDRAMMINA
00000401001 FET/ER 00000401001 FEH/ER 00000401024 DIPHENHYDRAMINUM
00000401001 - ETrEA 00000401001 AR 00000401025 DIFENHIDRAMINA [F B 1H78R]
00000401001 FBHER 00000401001 FEH/ER 00000401026 RESTAMIN KOWA
00000401001 HEH/ER 00000401001 FEH/ER 00000401027 ANTINAUSEANT
00000401001 FEH/ER 00000402001 B2 B7ER 00000402001 HEEREIeA
00000401001 FH/ER 00000402001 H S E7ER 00000402002 BENADRYL [£h8% 5 /B1v8R]
00000401001 FiETER 00000402001 H R ETIER 00000402003 INADRYL [hE&3 BT8R
00000401001 - EHER 00000402001 & BE SR T eA 00000402004 AMIDRYL
00000401001 FET/ER 00000402001 B /BB 00000402005 CYMADRYL [£h 58 - /8 176R)




ATC classification

— The Anatomical Therapeutic Chemical (ATC) classification system, f#Zl-ia7 -t F DX RARARERD

REG, RIEEEYRERINRERRFERESTER. BENEHFIEHRITSS. WHODug FE5T

ATC 32

— ATC levels:
T e o0 SR 1A A
NO2 HUWZ G %%, G734 > B T RIE ST YR IT R R 2 Wi AT B2
NO2A T =4, 2GR
NOZ2AA RARAS A is CpPUg, fheaigl)
NO2AAO1 el R, AR oA RIE Y

ATCERRSEATEHE WHODrug 1, TERAE T ATC ERFAFRBEEYRE. BT HIFEFRANE
MEVIERER E 5 2 BE ATC K8, WHODrug BEEA R — 1A RXE—RAE YR, Az ARE




— WHODrug 1d#FRFIBIERB DB E/D—1N ATC K18, UiEEUR ATC 5. WNRBTFHHEUERER, i
79 WHODrug iR B &ERIFE U9 ATC (U8, NISimZEEFEMERERIATC iEoEe (RIE=%K. F -4
E—%) -> this is how CM.CMCLAECD is based on

CMCLASCD| CMLVL1CD | CMLVL2CD | CMLVL3CD | CMLVL4CD |
AT6A A A16 AT6A
AD2BX A A02 A02B AD2BX

Va0 W W30




Timeline of Dictionary
formats



Release of B3/C3 Last release of full First release of full Final release of
format test files B2/C formats B3/C3 formats B2 format
July 2016 March 2017 September 2018

S ——————

B2 format released in parallel with B3/C3 formats

Figure 1. Timeline for rhk introduction of the B3/C3 formats.

B2-format files will be abandoned from March 2019 and onwards

B3-format of WHODrug Global will be required in FDA submissions for studies
starting after March 15, 2019




Differences between B2/C
formats & B3/C3 formats



What is B-formats, C-formats?

« The B-formats contains information about trade names, ingredients and ATC classification(s). The unique
key is the alphanumeric Drug Code;

« The C-formats contains all the B-format information (including the Drug Code) but has in addition
information regarding the countries in which the product is marketed, Marketing Authorisation Holders,
pharmaceutical forms and strengths. The unique key is the alphanumeric Medicinal Product ID.

B3

Drug Active

DrugCode  name  Substance(s) ATC

00764801074 Moveril  Thiocolchico- MO3BX, Other

side centrally acting
agents
C3
Marketing Medicinal
Drug Active Authorisation Pharmaceutical Product
DrugCode  Name  Substance(s) ATC Country  Holder Form Strength ID
00764801074  Moveril  Thiocolchico- MO3BX, Other Italy Acarpia Ampoules, A mg 1931652
side centrally acting servicos farm intramuscular
agents

Example 1. The record Moveril in the B3-format and in the C3-format in WHODrug.



Differences between B2/C formats & B3/C3 formats

1. Multi-ingredient salt/base relationship

— B2/C formats: Different salt variations of a substance combination are located on separate Drug Record
Numbers.

— B3/C3 formats: the relationship between salted and unsalted substances is applied for multi-ingredient
records




B2/C formats

Preferred Name

Trade name

Generic name

( 072203 01 001- Starpress r )

672203 01 002- Cardace Meto)

C}?ZZOS 01 004-

Metoprolol succinate w/Ramipril

)

Preferred Name

( 081683 01 001- Met XLR )

Generic hame

Trade name

(081683 01 002-

Metoprolol tartrate w/Ramipril)

(081683 01 003- Sustameto R)

Preferred Base Name

Preferred Salt Name (

Preferred Salt Name (

B3/C3 formats

Preferred Base Name (140048 01001 - Metoprolol;RamiprD

140048 02 001-
Metoprolol succinate;Ramipril

Trade name

Trade name

(140048 02 002- Starpress r )

(140048 02 003- Cardace Meth

140048 03 001-
Metoprolol tartrate;Ramipril

Trade name

Trade name

(140048 03 004 - Sustameto R )

C140048 03 005 - Met XL R)

CMBASPRF_CODE

CMBASPRF_|

PREFNAME CODE|

PREFNAME_TERM_EN

TRADENAME_CODE

TRADENAME_TERM_EN

PREFMNAME PREFMNAMD | TRADEMNAM | TRADEMNAD
STARPRESS R 07220301 STARPRESS R 07220301001
STARPRESS R 07220301 CARDACEMETO 07220301002

PREFMAME PREFMNAMD TRADEMAM TRADENAD
MET XL R 08168301 SELORAM 08168301005

METOPROLOL
MET XL R 08168301 TARTRATE 08168301002
WIRAMIPRIL
MET XL R 08168301 MET XL R 08168301001
MET XL R 08168301 PROLOMET R 08168301004

14004301001
14004801001
14004301001
14004301001
14004801001
14004301001
14004301001
14004801001
14004301001
14004301001
14004801001
14004301001

METOPROLOL:RAMIPRIL
METOPROLOL:RAMIPRIL
METOPROLOL,RAMIPRIL
METOPROLOL:RAMIPRIL
METOPROLOL:RAMIPRIL
METOPROLOL,RAMIPRIL
METOPROLOL:RAMIPRIL
METOPROLOL:RAMIPRIL
METOPROLOL,RAMIPRIL
METOPROLOL:RAMIPRIL
METOPROLOL:RAMIPRIL
METOPROLOL,RAMIPRIL

-~

14004501001
14004501001

14004502001

4004302001
4004802001
4004302001
4004303001
4004803001
4004303001
4004303001
4004803001

TSI

Preferred Salt Name

METOPROLOL,RAMIPRIL 14004801001 METOPROLOL,RAMIPRIL
METOPROLOL,RAMIPRIL 14004801002 EBEEST R
_ METOPROLOL SUCCINATE.RAMIPRIL |14004802001 METOPROLOL SUCCINATE;RAMIFRIL
METOPROLOL SUCCINATE.RAMIPRIL §14004802002 STARPRESSR
METOPROLOL SUCCINATE.RAMIPRIL 14004802003 CARDACEMETO
METOPROLOL SUCCINATE,RAMIPRIL §14004802004 BETACME R
METOPROLOL TARTRATE.RAMIPRIL §14004803001 METOPROLOL TARTRATE;RAMIPRIL
METOPROLOL TARTRATE.RAMIPRIL §14004303002 SELORAM
METOPROLOL TARTRATE;RAMIPRIL §14004503003 PROLOMET R
METOPROLOL TARTRATE:RAMIPRIL §14004803004 SUSTAMETOR
METOPROLOL TARTRATE.RAMIPRIL §14004503005 MET XLR
METOPROLOL TARTRATE,RAMIPRIL 14004803006 ACE REVELOL
Trade name




2. Non-unigue names

— B2/C formats: Non-unique names are made unique in the B2-format by the addition of/ DRECNOSEQ1/

after the trade name.

— B3/C3 formats: To facilitate review, this is replaced by [INGREDIENT(S)] in the B3-format. If more than

one ingredient they will be written in alphabetical order, separated by semicolons

Table 1. Non-unique names in the B2-format.

Drug Code Drug name Ingredients
000668101261 ZYFLOX /00668101/ Norfloxacin
00697202724 ZYFLOX /00697202/ Ciprofloxacin hydrochloride i

Table 2. Non-unique names in the B3-format.

Drug Code

00668101261

Drug name

ZYFLOX [Norfloxacin]

Ingredients

Norfloxacin

000697202724

ZYFLOX [Ciprofloxacin hydrochloride]

Ciprofloxacin hydrochloride

Preferred Name




3. Multi-ingredient Generic Names

— B2/C formats: separated substance names in alphabetical order by w/
— B3/C3 formats: separated substance names in alphabetical order by semicolon

Table 3. Comparison of Generic Names in the B2/C and B3/C3 formats.

Format Generic Name

B2/C Glimepiride w/Metformin hydrochloride

B3/C3 Glimepiride;Metformin hydrochloride




4. Field length

— B2/C formats: the generic record may show truncated generic names due to the character limitation of
45 in the B2-format and 80 in the C-format.

— B3/C3 formats: both these issues are resolved

B2-format B3-format

Field length ‘drug name’ 45 1500

Field length ‘ATC text’ 50 110

C-format C3-format

Field length ‘drug name’ 80 1500




Any guestions?
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