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Coding and data quality

Last European MedDRA User Group 
webinar focused on Data Quality
• Introduction to PTC Companion document 

with focus on data quality 
• Industry perspective presentation on 

MedDRA coding data quality

The webinar was recorded and can be 
accessed on https://www.meddra.org/user-
groups
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Define safety 
profile

Define study 
population

Show efficacy

1st risk based decision:
where to put coding / 
review efforts?



Page

Data collected in CRF
•CRF design is important and good design helps generate high quality 
data

•Training on collection of data equally important 

Data documented in database and processed
•Coding
•Statistical analysis including imputation methods 
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Technical measures for 
consistency / automation: 
•Use of synonym lists
•Use of coding conventions
•Standard terms to be queried
•Unique verbatim coding

Investigator
Data-

management 
vendor

Internal data-
management

Safety/
clinical 

scientist

Queries
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Investigator:
Fills CRF

Answers queries

Datamanagement 
vendor:

•  Database entry
• Coding
• Initial queries

Internal 
datamanagement:

Apply technical 
measures to support 

coding incl. coding 
review

Safety scientist:
• Coding review 

(100% based on 
unique verbatim)

• Queries via DM

Queries

For consistency / 
automation: 

• Use of synonym 
lists

• Use of coding 
conventions

• Standard terms 
to be queried

• Unique verbatim 
coding

Duplicate work 
–coding redone
-check  
reviewed

Complicated 
and resource 
intense process 
not providing 
exp. quality

Surrogate 
marker 
checked for 
overall quality 
of safety data

Queries for all 
concepts on  
list  
superfluous 
queries

Where does process help / 
handicap?
What to focus on?
Who to do what?
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Can we explain findings better, if we 
know them early?

Randomized, open-label ICT with 2 
treatment arms with different opioid 
medications:
Fatigue expected to occur, but in 
previous trials only 7% (light green) 
and 9.4% (dark green)

Not picked up in data review 
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Could better coding prevent discussions?

• Product bought from another company with 
full clinical package

• New submission planned to include further 
population of patients

• Discussion on painful application: 
what do we need to look at?
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Meaningful to invest efforts in:
• Drug specifics
• Trial specifics
• Frequently reported terms –

which will need to be analyzed 
for the safety profile

• Medical concepts of importance
• See the complete picture

Coders are specialized in coding –
Drug safety/Clinical scientists are not!

Basic assumption: 
Data management vendor will do a 
good job in coding
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Risk based review of safety data

Prioritization
•Medical concept of the reported AE
•Designated medical events (DME)
•Product-specific keep-under-review (KUR)
•Relevant aspects of the trial and/or product

•Frequency of the event
•Severity of the event
•Causal relationship
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Examples
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How to use MedDRA in this context?

Code lists for DME/KUR and other product 
specific lists e.g. listed events
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•Approach needs thinking – no one fits all approach!
•What do I know/don‘t know? – where to focus for gaining 
knowledge?

•What do I expect to see in the population? Background 
diseases?

•What is occurring more frequently than expected? Unknown 
unknowns?

•What are concepts always suspicious AND relevant?
•Do I have enough information within the CRF or do I need to 
find out more to characterize a signal?  potentially query
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Postmarketing – Quality review of coding

Prioritization needed:
•Case type (e.g. 100% SUSARs, x% SAEs, x% non-serious cases)
• Identification of Index and ‚Striking‘ cases during case processing –
leading to ICSR review by product responsible

•Cases for certain topic of interest are being reviewed during signaling 
by product responsible Drug Safety Scientist

 Implementation of E2B R3 will provide the possibility of easier quality 
improvements in ICSRs
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