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1.  General comments 

Stakeholder number 

(To be completed by 
the Agency) 

General comment (if any) Outcome (if applicable) 

(To be completed by the Agency) 

 We welcome this statement. Dose finding is 
one of the most difficult steps in drug 
development and the note provides a 
realistic assessment of the value of one 
flexible and useful approach to dose finding 
(the MCP Mod approach). It would be 
helpful to future potential users of this 
approach if the agency could state whether 
it would be prepared to consider the use of 
doses in subsequent stages of development 
that were identified by this method 
although not actually studied in Phase II. 
For example if the method suggested that 
the optimal dose would be one between 
two of the doses actually studied. 
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2.  Specific comments on text 

Line number(s) 
of the relevant 
text 

(e.g. Lines 20-
23) 

Stakeholder 
number 

(To be completed 
by the Agency) 

Comment and rationale; proposed changes 

(If changes to the wording are suggested, they 
should be highlighted using 'track changes') 

Outcome 

(To be completed by the Agency) 

  Comment: 
 
Proposed change (if any): 
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