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Overview

* Part |
» Adverse Events
» MedDRA Dictionary
» System Design
» Program Development

e Part Il
» DataFax Interface
» Difficulties Encountered
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Adverse Events (AE’S)

« Any complaint reported by participant or
diagnosis made by clinician

* Need to be coded

— Meet regulatory requirements for standardization
— Simplification of analyses

Massive Heart

Attack .
Myocardial

Infarction
M Cardiac
Disorders

Tachycardia

Tachycardia NOS
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Adverse Events Coding

» All major international regulatory
agencies have agreed that MedDRA is
the future for AE coding

» SCHARP system previously used
COSTART which had several limitations

« The move to MedDRA afforded
SCHARP the opportunity to improve the
system
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What IS MedDRA?

Medical Dictionary for Regulatory
Activities Terminology

Hierarchy of terms

Low Level
Term
: High Level System
Preferred High Level Group Organ
Term Term
Term Class
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MedDRA Example

Low Level
Term
Preferred = High Level o High Level = System
Term Term Group Term Organ Class
Ventricular

Cardiac » arrhythmias N Cardiac : Cardiac

arrest and cardiac arrhythmias disorders
arrest

Investigator Text: Massive arrest of heart
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Goals of the System

Optimize automation
— Exact matches without human intervention
— Interactive coding
* Multiple search criteria
» View complete mapping during coding
* Ability for coder to review an exact match
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Decision Point: Implement in SAS or
DataFax?

DataFax!

* Image can be seen by the coder during coding
MedDRA code stored in DataFax AE database
QC'’s can viewed or added at time of coding

Image with the code is available to anyone
authorized to view it
SCHARP statisticians and clinicians use DataFax to
view data
DataFax has built-in audit trail capabilities

* The SAS database matches the DataFax
database
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Requirements

» Necessary information to keep in the
database
* Preferred Term
» System Organ Class

» Source flag to track the coding process for
— Potential requests to MedDRA MSSO
— Site training to improve automated exact matches

* MedDRA version number (new version issued
quarterly)

« Capability to handle re-faxes

February 8, 2000 Fred Hutchinson Cancer Research Center

—)
Investigator Text Process MedDRA Term
Batch Coding
Streamlined
Igﬂaetggezz PreT::tion‘ AESE ID?t afFaX B 22
P ‘ Terms MEE=nRe =
Interactive
Coding
February 8, 2000 Fred Hutchinson Cancer Research Center

Implementing MedDRA Adverse Event
Coding into DataFax 5



DFUG 2000

February 6-9, 2000

Preparing MedDRA Terms

» Removes superfluous terms

» Those no longer used (from former coding
systems)

» Secondary mappings

« Automatically runs nightly
(accommodates version changes)

e Written in Perl

February 8, 2000 Fred Hutchinson Cancer Research Center

Batch Coding

» Attempts to match the Investigator AE
text with a MedDRA Low Level Term

» |f an exact match is found, the return
values are

— Preferred Term associated with the matching Low
Level Term

— System Organ Class
— Source flag
— MedDRA version number
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Batch Coding (continued)

» |f an exact match is NOT found, the
return values are

— "No exact match" instead of Preferred Term and
System Organ Class

— Source flag
— MedDRA version number

e Written in Perl
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Interactive Coding

Allows user to select an appropriate
MedDRA Preferred Term

Multiple search criteria
Written in Perl, Perl/TK

Consists of a GUI interface

The following is a series of screens from the
interactive coding program demonstrating how a
code is searched for and selected
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|= MedDRA Code Selection N
VERBATIM CODE: heart attack
Rapid Entry: |

Fuzzy Match Results ‘ Use Selected Term
Apnoeic attack
Biopsy heart
Biopsy heart abnormal Search by word
Biopsy heart normal
Congenital heart disease NOS
Heart & lung transplant Return to fuzzy match
Heart block congenital

Heart disease aggravated
Heart disease gonococcal NOS
Heart injury NOS

Heart rate

Heart rate abnormal

Heart rate decreased

Heart rate increased

Heart rate irregular

=

Search by S0C

Search by word starting with

Search by Lower Level Term

ilHeart rate normal ¥

= HIERARCHICAL CODES N
PREFERRED TERM:

HIGHER LEVEL TERM:

HIGHER LEVEL GROUP TERM:

SYSTEM ORGAN CLASS:

— MedDRA Code Selection ==
VERBATIM CODE: heart attack

Rapid Entry: |

Terms for selected SOC Use Selected Term
Bradycardia foetal A
Search by S0C

Bundle branch block NOS Y

Bundle branch block bilateral l Search by word

Bundle branch block left

Search by word starting with

Bundle branch block right
Cardiac amyloidosis Return to fuzzy match
Cardiac aneurysm

cardiac arrest

Cardiac arrest neonatal
Cardiac disorder NOS
Cardiac failure NOS
Cardiac Tailure aggravated
cardiac failure chronic
Cardiac failure congestive

Cardiac failure high output
Candines Fihrillatdnm NNC

Search by Lower Level Term

Select an SOC (use double-click)
Blood and lymphatic system disorders
Cardiac disorders
Congenital and familial/genetic disorders
Ear and labyrinth disorders
Endocrine disorders
Eye disorders
YllGastrnintestinal disnrders

[ 1=

HIERARCHICAL CODES
f| PREFERRED TERM: Cardiac arrest

HIGHER LEVEL TERM: Ventricular arrhythmias and cardiac arrest
HIGHER LEVEL GROUP TERM: Cardiac arrhythmias

SYSTEM ORGAN CLASS: Cardiac disorders

Implementing MedDRA Adverse Event
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MedDRA Code Selection
VERBATTM CODE: heart attack
Rapid Entry:

All terms containing: arrest Use Selected Term
{|Cardiac arrest
Cardiac arrest neonatal
FliCardio-respiratory arrest Search by word
[l Cardio-respiratory arrest necnatal
Erythroid maturation arrest
Myeloid maturation arrest Return to fuzzy match
Bl Neonatal respiratory arrest
Platelet maturation arrest
H|Respiratory arrest (exc heonatal) ‘Enter the word: |arresd
Sinus arrest

Search by SOC

Search by word starting with

Search by Lower Level Term

HIERARCHICAL CODES
PREFERRED TERM: Sinus arrest
HIGHER LEVEL TERM: Supraventricular arrhythmias
HIGHER LEVEL GROUP TERM: Cardiac arrhythmias
SYSTEM ORGAN CLASS: Cardiac disorders

— MedDRA Code Selection = I
VERBATIM CODE: heart attack
Rapid Entry:

All terms starting with: card Use Selected Term
Cardiovascular syphilis NOS n
Cardioversion
Carditis meningococcal NOS Search by word
Catheterisation cardiac
Catheterisation cardiac abnormal
Catheterisation cardiac normal Return to fuzzy match
Chemotherapy cardiotoxicity attenuatio
Congenital cardiac septal defect NOS
Congenital cardiovascular anomaly Nos | Enter the characters: |card
Congenital cardiovascular disorder NOS
Congestive (dilated) cardiomyopathy
Congestive cardiac failure aggravated I

Search by S0C

Search by word starting with

Search by Lower Level Term

Coxsackie carditis NOS
Cytotoxic cardiomyopathy
Diabetic cardiomyopathy

Lvrmannt = AT Y

>

= HIERARCHICAL CODES 2N
[l PREFERRED TERM: Congestive cardiac failure aggravated

HIGHER LEVEL TERM: Heart failure (exc ventricular failure) NEC

HICGHER LEVEL GROUP TERM: Heart failure (all forms)
SYSTEM ORCAN CLASS:

Cardiac disorders
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Interactive Coding (continued)

“Use Selected Term” button returns the values
* Preferred Term
» System Organ Class

» Source flag
 MedDRA version number
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DataFax Interface: Batch Coding

— DataFax Edit Check
— dfrun function (result of DFUG 1999 Wish List)

* Calls Perl batch coding program

» Passes arguments
— Investigator text
— Preferred Term*
— System Organ Class*
— Source flag*
*non-blank for re-faxes
— Executed at “plate exit” of second pass entry
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DataFax Interface: Batch Coding
(continued)

Receives back
e Preferred Term
» System Organ Class
» Source Flag
* MedDRA version number
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DataFax Interface: Batch Coding
(continued)

Exact match found
* No code exists in current DataFax record:
returns search result
* Prior code exists: returns search results and
additional flag, indicating a re-fax
Exact match NOT found

* No code exists in current DataFax record:
returns “No exact match”

* Prior code exists: returns original code and
additional flag, indicating a re-fax
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DataFax Interface: Interactive Coding

— DataFax Edit Check

— Auto-launch Perl interactive coding program if
DataFax MedDRA code field = “No exact match”

— Review/recode of prior coding: user initiates
recode by response to dfask query

— dfrun to launch Perl interactive coding program
— Pass Investigator text
— Receive back search results

— Executed at “field enter” with validation level
greater than second pass
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DataFax Interface: Hidden Fields

Store MedDRA information in the
DataFax AE database

— Source flag~version number
example: E~02.3

— Preferred Term~System Organ Class
example: Nausea~Gastrointestinal Disorders

DataFax edit check skips hidden fields
during first and second pass entry
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SCHARP vs. Site Forms

]
File 3et Record QC Window Misc ﬂelpl

HIVD16 NS Pilot

Enmoliment ID

2000001

Humber

R IR IR IR AN INN 1N B2

AE (421)

Pilot Safety Study

Page

Note: Number
pages sequentially
1, within

Pariizipam Humber Chk,

lllness/AE Per Visit each visit

FiagVersion (#1) wecora #1) Dysuria Renal and urinary disord

Onsat Date: oul Date:
lliness / Adverse Experience #1 nsat Date tcome Date:

Leave blank for *Continuing.”

Relationship 1o Study Drug

Treatmant
Swudy Drug Administration

Mari all that apply.
Siads 1- Mikd [ Dsfiniely retated o changs Nane Santinuing
Giade 2 - Modeiate [ Pratably related [ Zeduced Fesalved
Siade 3 - Savere

NewProlinged
[ Fossibly miad O +a [ Hasprazaton Jeath *
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SCHARP vs Site Forms

HIVNET st and Clinical C ing Cemer liness/AE (AE-1)
(NN IR IDE I IN IDN BN kAN poage [
HIWOZE 044) HE (421) fota: Muvbar pages saquantally 5, 2, 3 wibin

Partcigam 0 S Contat Date
OJoJo-[ T T T T F[ ] wnessme (I
SiteHumba Fautisignt Humbar Chk a R 1y

frrstuctions: Fax Tus form o Daiaras whawever & iew (hessihE s reconded or Biformaiion o iins foemn s updhited.
Fax okl Dages Witk new endries or revisions.

lliness / Adverse Experience #1 Ozt Daes ity

10 IS T G

Gixgriasis or S ynpton Diagneds s profrad? it e = ad i W
Relvtionship o Study Diung Troamon

Scverity Study Do Advninis tration P e ngpdy. Oucorc

[ srde 1 - mia [ oetinieaty relared [ #o change [ nane [ contnuig

[] crds 2 - Moderee [ Probabiy related [] Medicationt=) i [ resalead+

[ arde 3 - Severe [ rossibly relared [ Heu [ Hmerelonasd [ oean*

] it [ o B R L o [

[] Grdes - nearn [ wes [ Sher o s .

Complate Cudeona Dt
T Bapart 2r vow AE.

Staff 1D l:l:l

* Connplato Dicconkimation
o VassinalianTars.

Serions Advase Experionce? [ O
I pos, conaplote SAE forna s =
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Uh-Oh! Hidden Driveway, Motorized
Vehicles Only

» DataFax record length limitation (related
to RPC)

— Dependent on the DataFax and operating system
versions (1024, 2048, etc)

— Remedy: Don't store High Level Term and High
Level Group Term ( MedDRA database allows
easy merging outside of DataFax)

* Minimum DataFax version requirements
v3.4-002 for dfrun and dfask edit check functions
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Uh-Oh! Slower Traffic Keep Right

» Speed
— Programs are slowed by the large number of
terms in MedDRA
— Remedies
* Remove superfluous terms
« Utilize local storage
» Customized data structures
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Summary

Automatic exact matches

User-friendly GUI interface for
interactive coding

DataFax strengths utilized
Regulatory requirements met
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