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) Assumptions and Scope

= Assumptions: Audience is familiar with TMS,
TMS Lite Browser, WHODrug and MedDRA

= Scope: Mapping of MedDRA SOCs to
WHODrug ATC Level 1

©2006 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: Sunil G. Singh



OCUG 2006 Vancouver Cross-Relating WHODrug ATC Codes and MedDRA SOCs 19-SEP-2006

Why attempt to relate WHODrug
) and MedDRA

= Many organizations are coding medications
based upon indication in a study. Indications
can generally be coded to MedDRA SOCs while
medications can be coded to ATCs. A mapping
between SOCs and ATCs would then allow an
additional consistency check between the
medication and indication.

= In some cases, concomitant medications are
associated with specific AEs. Some organizations
may not consider an AE to be a “true” AE until
some medication was provided for the AE.
Having AEs associated to Conmeds provides an
ideal use for a mapping of SOCs and ATCs.
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) Mapping SOCs to ATC Level 1

OOOOOOO

Not a clear-cut mapping process and subject to
lots of interpretation

Small number of SOCs (26) and Level 1 ATCs (14)
so it is easier to map

Does not affect any coding from TMS perspective

Minimal impact on Dictionary updates as the
MedDRA SOCs and WHODrug ATC Level 1 have
been very stable

Mapping can be viewed in the TMS Lite Browser

Mapping can also be interrogated if customized
views of the WHODrug/MedDRA dictionaries are
used in SAS anaIyS|s
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A Possible Mapping of MedDRA

s to WHODrug ATC 1

) SOC

S50C

ATC

Alternate ATC

Blood and lymphatic system

BLOOD ANMD BLOOD FORMING

2 |disorders OHGANS
BLOOD AMD BLOOD FORMIMG
3 |Cardiac disorders CARDIOWASCULAR SYSTEM ORGANS
Congenital, familial and genetic
4 |disorders
5 |Ear and labyrinth disorders SENSORY ORGANS
s o TEMIC HORMOMAL
FREEP. EXCL SEX HORM.AMD
b |Endocrine disorders M= ULIN
7/ |Eye disorders SEMSORY DRGANS
ALIMEMNTARY TRACT AMD
g |Gastrointestinal disorders METABOLISM
General disorders and administration
9 |site conditions AR
ANTINEOPLASTIC AND
10 |Hepatabiliary disarders IMMLINORMODULATING AGENTS |WARIOLS
ANTINEOPLASTIC AND
11 |Immune system disorders IMMUMNOMODULATING AGENTS |RESFPIRATORY SYSTEM
ANMTIFARASITIC
PRODUCTS INSECTICIDES AMD |ANTINFECTHRVES FOR SYSTEMIC
12 |Infections and infestations REFPELLEMTS LISE
Injury, paisoning and procedural AMTINFECTVES FOR
13 |complications s e TEMIC LISE MERYOLS 5YSTEM
14 |Investigations
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A Possible Mapping of MedDRA
) SOCs to WHODrug ATC 1

SOC ATC Alternate ATC

14 |Investigations

ALIMEMNTARY TRACT AMD
15 |Metabolism and nutrition disorders METABOLISM
Musculoskeletal and connective

16 |tissue disorders MUSCULO-SKELETAL SYSTEM

Meoplasms benign, malignant and ANTINEQOPLASTIC AND = STEMIC HORMOMNAL
17 lunspecified {incl cysts and polyps)  [IMMUNOMODULATING AGENTS |PREF. EXCL SEX HORM. AMND [NSULIN
18 [Merous system disorders MERWDOUS SYSTEM

Pregnancy, puerperium and perinatal
19 [conditions

20 |Psychiatric disorders MERNWDUS 5YSTEM
GEMITD LIRINARY SYSTEM AND

21 |Renal and urinary disorders sExX HORMONES

Reproductive system and breast GENITO URINARY Y STEM AND
22 |disarders SEX HORMOMNES

Respiratary, thoracic and mediastinal
23 |disorders FESPIRATORY SYSTEM

=kin and subcutaneous tissue
24 |disorders DERMATOLOGICALS

25 |zocial circumstances
26 |Surgical and medical procedures MERWDOUS SYSTEM

BLOOD AND BLOOD FORMING
27 Vascular disorders DRGAMS
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Building the MedDRA/WHODrug
_ ) Relationships in TMS

= Define Cross Dictionary Links
= TMS => Definition => Define Dictionaries =>
Dictionary Link Tab
= Define a Named Relationship
= TMS => Definition => Define Named Relationships

s Define SOC Term to ATC Level 1 Term
Relationships in Repository Authoring

= TMS => Repository Maintenance => Repository
Authoring
= Alternatively, the use the TMS API
tms_load_dictionary.LoadRelation
pDefDictionaryld and pDefDictionaryRefId equal
to the separate WHODrug and MedDRA
dictionary IDs
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Define Cross Dictionary Links:
) MedDRA to WHODrug

= TMS => Definition => Define
Dictionaries => Dictionary Link Tab

rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrr

rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrr

Jictionaries -

| % Geographies

= % MedDREA Primary Path

B [E PTS0C
'é}System Organ Class

'é-‘%—éHigh Level Group Term

'é‘%—éHigh Level Term
'é-‘%—éF‘referred Term

Base Dictionary | “irual Dictionary i Dictionarny Link

Link Type To Dictionary

- |'Ia“4HCIDrug B2 Format, pax ATC f=

I—“IE Yerbatim Term

o=FB Preferred Term

1]

Lovvest Level Term

| YTy tmulemdive Tmuvee
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Define Cross Dictionary Links:
) WHODrug to MedDRA

19-SEP-2006

= TMS => Definition => Define
Dictionaries => Dictionary Link Tab

e—?—% WHODrug B2 Format, MAX ATC PL 200731

'f—}‘— ATE Group Level
AT
B-£ATC2
5 ercs
L. catcs
p .-

=it Preferred Mame

J;--{Synnnym
-i-+i:Drug Constituents

I—::-----Sc:ur::e of Drrug
=-[Z] Werkatim Term Classification Levle

Pretferred Mame
’J;--{Synnnym
=Lt hwenm ettt iard =
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_ ) Define a Named Relationship

s TMS => Definition => Define Named
Relationships

Mamed Relationship Multi Display Mamed Relationships
Indicatar Feciprocal Indicator
HET MHGDHUG_MEDDHA Maime EEDDHA_WHGDHLIG
Many Cardinality 7 v Many Cardinality? iv*
Detail=
Relationship Code bﬁ-.IHDDHLIG ATC TO MEDDRA, SOCMEDDRA SOC TOWHODRUG ATC MAPPIMNG
Type | Standard hd
Shart Mame [M102 Internal ld 121
Activation Rule |
Category |
Description
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- Define SOC Term to ATC Level 1 Term
_ ) Relationships in Repository Authoring

= TMS => Repository Maintenance => Repository
Authoring

=« Set the Domain, Dictionary and Level, and query for the
MedDRA SOC in the upper block.

= Note that both the WHODrug and MedDRA dictionary
must share a common domain

haster Cuery | Terms ~|  Currency | Currert Source | Al Data ~|  Rel Level -
Groug |MEDDRA, 4G ~| Domaird | MEDDR.A_DOM ictionary | MedDRA Primary Path | |Level SOC-System Organ ... |

Terms Multi Display Terms

TernI |Cardiau: disu:urders|

Cods | I | Alt. Code | o

Comment Text |
Level | ~|  Category | Status | Trans.id |

Approved? W Global? [ Type | SubType E
Walug_1 | Walug_2 | Walug_3 | Walug_4 |

Error Msg |
Created By | Creation | walid urtil | Deleted By |
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Define SOC Term to ATC Level 1 Term

) Relationships in Repository Authoring

s Insert a new record in the lower block

s Sett
= Sett
= Sett

ne dictionary to WHODrug
he direction to “"To”

ne Relationship to MedDRA-WHODrug (created

in Define Named Relationships)
= Set the level to ATC1

= Choose the corresponding ATC 1 term
= Save record and press Transfer Data
= Re-Query to verify that Transfer was successful
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- Define SOC Term to ATC Level 1 Term
_ ) Relationships in Repository Authoring

Terms
Term |Cardiac disorders
Code [10007541 Id |518 At Cade 5.0 oL | -
Comment Text
Level | SOC-System Organ ... - Categaory | Statusz Tranz.id
Approved? W Global? v Type |Dictionary Term | SubType |External -
Walue 1 |Card ‘-.-’alue_?' Value 3 Walue_d
Error M=g
Crested By |[TMZ= Crestion ||:|1 -SEP-2003 17:05:04 Walid until |15-AUG-3501 00:00:00 Deleted By |
Felations
Dictionary [vwHODruy B2 Format... « ||  Direstion| | To ~ | [Relationship | MEDDRA_WHODRU... =) Level!mm-mm | |
Relation fCARDICWVASCULAR SYETEM I |I I |
Code |2 Il |947632 Alt. Code | DL |insert -
Dictionary v] Lewvel [ v] Status
Comment Text Error Mag
PL? [ DPL? [ Global? W Type |Dictionary Term v] SubType 'c.;.mpany - Tranz.id
Crested By | Cresation “alic urtil Deleted By
Approved? W DL Ilnser‘t | Gt W Status Categary Tranz.id
“alue 1 “alue 2 Walue 3 “alue 4
Error kg Crested By Crestion

Maintenance Wizard High Level Oms Check Data Informative Hotes Transfer Data
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Examination of the WHODrug

19-SEP-2006

J MedDRA relation in TMS Lite Browser

Terminology Search = Term Details

Term (Today)

Term I Cardiac disorders I

Terminalogy  MedDRA Primary Path Level System Organ Class
Approved  Yes Term subtype External

Term Details

[ Terms Viewed

e Cardiac disorde

¥ Related terms

Level ITerm Relation Domain Related term Level
Cardiac disorders Strong Cardiac neoplasms HLGT
Cardiac disorders strong Cardiac arrhwthmias HLGT
Cardiac disorders Strong Coronary artery disorders HLGT
Cardiac disorders otrang Congenital cardiac disorders HLGT
Cardiac disorders Strong Endocardial disorders HLGT
Cardiac disorders otrang Cardiac disorder signs and symptoms HLGT
Cardiac disorders Strong Pericardial disorders HLGT
Cardiac disorders otrang Hear failures HLGT
Cardiac disorders Strong Myocardial disorders HLGT
Cardiac disorders strong Cardiac valve disorders HLGT
Cardiac disorders WHODREUG WMEDDREA, CARDIOYASCIULAR SYSTERM WHOBZFL-ATC
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Terminology Search = Term Details

Term (Today)

[3) Terms Viewed

AT s CARDIOWASCULAR
S STEM

o Cardiac disorders

Term ICARDIDUASCLILAR SYSTEM I

WHODrug B2 Format, MAX Lavel
ATC PL 200101

Approved  Yes Term subtype External

Terminology

BTerm Details

¥ Related terms

Level |Term Relation Domain |Related term Level
CARDIOVASCULAR SYSTEM  Strong SERUM LIPID REDUCING AGEMTS ATC2
CARDIOVASCULAR SYSTEM  Strong CARDIAC THERAPY ATC2
CARDIOWASCULAR SYSTEM  Strong AGENTS ACTING OM THE REMIN-ANGIOTEMSIN SY STEM ATC2
CARDIOVASCULAR SYSTEM  Strong ANTIHYPERTEMSIWES ATC2
CARDIOWVASCULAR SYSTEM  Strong CALCIUM CHANNEL BLOCKERS ATC2
CARDIOVASCULAR SYSTEM  Strong DIVRETICS ATC2
CARDIOVASCULAR SYSTEM  Strong BETA BLOCKING AGENTS ATC2
CARDIOVASCULAR SYSTEM  Strong PERIPHERAL “ASODILATORS ATC2
CARDIOVASCULAR SYSTEM  Strong WASOPROTECTIVES ATC2
CARDIOWASCULAR SYSTEM  Strong CARDIOYVASCULAR SYSTEM DRUGS P
CARDIOVASCULAR SYSTEM  Strong CIRCOVEGETALIM COMPOS[TUN P
CARDIOWVASCULAR SYSTEM  Strong YEMO-ELAN DRAGEES P
CARDIOVASCULAR SYSTEM  Strong CARDIOSERPIM P
CARDIOVASCULAR SYSTEM  Strong EMIPORIDE P
CARDIOVASCULAR SYSTEM  Strong CARDANAT /OLD FORM/ P
CARDIOVASCULAR SYSTEM  Strong YEMO-ELAN DROPS ORAL P
CARDIOWASCULAR SYSTEM  Strong DLXOR P
CARDIOVASCULAR SYSTEM  Strong RUTIBAL P
CARDIOWVASCULAR SYSTEM  Strong ATRIAL NATRILURETIC PEFTIDE Py

ICARDIOVASCULAR SYSTEM

Cardiac disorders

MEDDRA-SOC |
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Possible ways of Extending the
) WHODrug/MedDRA Mapping

= There are 19 exact matches between WHODrug ATC level 3
descriptions and MedDRA HLGTs (WHODrug 1Q2006 and
MedDRA 9.0). But these mappings do not make logical sense
because they are coincidental matches (such as Zinc, Vitamin
K, etc)

= Any such mapping has to be reviewed for medical and logical
consistency

= However, a comparative analysis could be made of all of the
HLGTs in MedDRA with the ATC text descriptions.

= There are potentially many more matches if the join criteria
between WHODrug and MedDRA terms can be extended.

= This could be accomplished by using Oracle Text searching
and matching, such as fuzzy matches or CONTAINS matching,
which uses an English lexer for context-based matching by
definition.

©2006 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: Sunil G. Singh 17




OCUG 2006 Vancouver Cross-Relating WHODrug ATC Codes and MedDRA SOCs 19-SEP-2006

J Conclusions

= Some additional study data validation
relating to AEs and medications can be
facilitated with mapping MedDRA SOCs
and ATCs.

= More careful studying of possible
mappings may lead to more precise study
data validation checks in the future.
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) Question and Answers

All follow-up questions, please contact:

Sunil G. Singh
singh@clinicalserver.com
+1-860-983-5848
+1-888-463-4751
+91-98-181-34-017

Stephan Kromov

skromov@clinicalserver.com
+1-215-353-0811

Dr. Letian Liu

lliu@clinicalserver.com
+86-134-0212-4879
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