
 

If not a member of the PL Directorate, receiver forwards query to a 
member of the PL staff 

Queries relating to rapid alerts or safety signals, safety recalls, 
urgent safety restriction follow-ups, non-urgent information 

requests, direct healthcare professional communication assessment, 
risk management plan or pregnancy prevention programme 

assessment, safety circular consultations and periodic safety update 
report are processed in line with the relevant Standard Operating 

Procedures 

3.  The PL member of staff processing the query collates relevant information taking into consideration data 
confidentiality and potential commercial sensitivity issues.  Responses from partial consultation with internal 

members of staff and/or external experts is collated at this stage 

2.  Does the PL member of staff receiving 
the query deem that he is adequately 

capable of sufficiently recording, 
processing and responding to the query 

put forth? 

The PL member of staff receiving the query forwards it to another 
member of staff for complete processing and recording or for partial 

consultation 

4.  Review of collated material for content quality, relevance, clarity and detail sufficiency 

5.  Compilation of response 

6.  Does the PL member of staff deem 
that the response demands internal or 

external review? 

The PL member of staff compiling the response 
forwards it for review to another member of staff 

and/or to an external expert and/or to the Medicines 
Review Committee 

7.  Updating/modification of response as/if necessary following receipt of internal/external contact comments and or those decided upon by the 
Medicines Review Committee Collation of any comments as arising and issue of response to sender 

8.  Does the PL member of staff 
deem that the response demands 

further action? 

9.  Case closed 

The PL member of staff recording and processing the 
query forwards any proposed action for review and 

decisions regarding its implementation to the 
members of staff within the PL Directorate and to the 

members of the Medicines Review Committee 

Implementation of proposed action as/if deemed 
necessary 

1.  Receipt of query 

NO 

YES 

YES 

NO 

YES 

NO 


