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Background

•MedDRA is successful because it is 
user-driven

•Early days of MedDRA –filling in “gaps”

•More recently, changes of two types 
have become more prominent

–Changes that increase scope (e.g., 
medication errors, product quality terms)

–“Fine-tuning” of existing terms
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Change Requests and MedDRA 

Initiatives
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Definitions

•Proactivity

–MSSO making changes based on needs it
identifies

•Reactivity

–MSSO making changes strictly on request 
of users
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Pros and Cons of ñProactivityò

•Pros:

–Allows MSSO to make corrective changes it 
sees day-to-day 

•Cons:

–Risk that MSSO may overreach, making 
changes that are not useful to subscribers
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Pros and Cons of ñReactivityò

•Pros:

–Slow/moderate rate of change to MedDRA 
is helpful to many subscribers

•Cons:

–Parts of MedDRA may remain inconsistent 
–even inaccurate –until identified by 
subscribers
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Proactive or Reactive?

•The reality is that –currently –MSSO is 
primarily reactive but also takes a 
proactive approach in a limited way as 
needed

–E.g., if adding a new PT per request of 
subscriber, MSSO may move existing LLTs 
to it, even if not requested by subscriber
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Example 1:
–Subscriber request: a new LLT of Type 1 lepra reaction

under the PT of Borderline leprosy

–Outcome: New PT of Type 1 lepra reaction was added 
under the HLT of Leprous infections

– Rationale: “The proposal to add a new LLT Type 1 Lepra reaction is 
approved but not as requested. Type 1 lepra reaction and Type 2 lepra 
reactions are distinct complications of leprosy and thus deserve a separate 
PT status. Therefore, Type 1 lepra reaction will be added as a PT to primary 
HLT Leprous infections; secondary HLT Peripheral neuropathies NEC. Newly 
added PT Type 1 lepra reaction will also be linked to HLT Skin and 
subcutaneous tissue bacterial infections and HLT Allergic conditions NEC.”

Proactive or Reactive? (cont)
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Example 2:

–Expert panel suggestion: all unqualified 
abbreviated terms which could be interpreted as 
either a test or infection be made non-current

–Outcome: LLT HTLV-I was made non-current.  
The change was made proactively following a 
subscriber request to add the LLT HTLV-1 carrier
when placement of the new term was decided. 

Proactive or Reactive? (cont)
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Proactive or Reactive? (cont)

•Is the current reactive/proactive stance 
of the MSSO acceptable?

•Does the balance need to tip in the 
direction of more proactivity?

–If so, how should this be approached from 
a subscriber perspective?
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Examples of other potential proactive changes

–Expansion in scope of MedDRA

•Pharmacogenomics

•Histology & imaging results

–Consistency review & updates

•Wording & implicit „rules‟

–Additions, demotions & currency changes

•Changes in medical practice

Proactive or Reactive? (cont)
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•MSSO communicates with subscribers 
when making proactive changes

–Expert panel

–Complex change proposals

–Supplemental terms list

–What‟s new document

•Is this communication helpful?

Proactive or Reactive? (cont)
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