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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) 
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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) 

8.21  Comment:   
Chapter 8.21 states that: “Any retrieval of product from the 
distribution network as a result of a quality defect should be 
regarded and managed as a recall.” 
 
Does this include samples returned for complaint 
investigations?  Please clarify that products returned as 
samples for complaint investigations would be excepted. 
 
Does this also mean that product being sent in quarantine (for 
example under the provisions of GMP Annex 3, 39(a)) that 
fails QC is considered a recall?   
If this is the case, then this would mean that the Competent 
Authority would need to be notified of such events.  Please 
clarify  
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