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Background

ÅMedDRA is successful because it is 
user-driven

ÅEarly days of MedDRA ïfilling in ñgapsò

ÅMore recently, changes of two types 
have become more prominent

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

ïñFine-tuningò of existing terms
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Change Requests and MedDRA 

Initiatives
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Changes per Version

Version Total changes
Total % Subscriber 

Requests
Total % Approved 

Subscriber Requests

13.0 2345 29.38% 22.93%

12.1 1486 44.28% 35.29%

12.0 2563 45.84% 34.71%

11.1 1412 75.85% 74.40%

11.0 1735 69.63% 68.21%

10.1 1710 67.66% 61.54%

10.0 1748 76.54% 72.94%
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Changes per Version (cont)

Version Total changes
Total % Subscriber 

Requests
Total % Approved 

Subscriber Requests

9.1 2113 85.61% 86.12%

9.0 2426 78.52% 77.95%

8.1 1607 89.79% 89.15%

8.0 2232 85.89% 84.66%

7.1 1638 83.52% 81.62%

7.0 2180 77.29% 75.24%

6.1 6421 25.34% 20.26%

6.0 4514 61.21% 56.19%

5.1 4267 83.45% 82.03%
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Definitions

ÅProactivity

ïMSSO making changes based on needs it
identifies

ÅReactivity

ïMSSO making changes strictly on request 
of users
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Pros and Cons of ñProactivityò

ÅPros:

ïAllows MSSO to make corrective changes it 
sees day-to-day 

ÅCons:

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

ÅPros:

ïSlow/moderate rate of change to MedDRA 
is helpful to many subscribers

ÅCons:

ïParts of MedDRA may remain inconsistent 
ïeven inaccurate ïuntil identified by 
subscribers
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Proactive or Reactive?

ÅThe reality is that ïcurrently ïMSSO is 
primarily reactive but also takes a 
proactive approach in a limited way as 
needed

ïE.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:
ïSubscriber request: a new LLT of Type 1 lepra reaction

under the PT of Borderline leprosy

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

ïRationale: ñThe 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 infectionsand HLT Allergic conditions NEC.ò

Proactive or Reactive?
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Example 2:

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

ïOutcome: 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?
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Proactive or Reactive? (cont)

ÅIs the current reactive/proactive stance 
of the MSSO acceptable?

ÅDoes the balance need to tip in the 
direction of more proactivity?

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

ïExpansion in scope of MedDRA

ÅPharmacogenomics

ÅHistology & imaging results

ïConsistency review & updates

ÅWording & implicit órulesô

ïAdditions, demotions & currency changes

ÅChanges in medical practice

Proactive or Reactive?
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ÅMSSO communicates with subscribers 
when making proactive changes

ïExpert panel

ïComplex change proposals

ïSupplemental terms list

ïWhatôs new document

ÅIs this communication helpful?

Proactive or Reactive?
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