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Submission of comments on GVP Module VI – Management and reporting of adverse reactions to medicinal products (EMA/873138/2011 Rev. 2)

Comments from: 
	Name of organisation or individual

	Barry Corbett, Professional Secretary, Guild of Healthcare Pharmacists


Please note that these comments and the identity of the sender will be published unless a specific justified objection is received (please see privacy statements: http://www.ema.europa.eu/ema/index.jsp?curl=pages/home/general/general_content_000516.jsp&mid and http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/02/WC500123144.pdf).
When completed, this form should be sent to the European Medicines Agency electronically, in Word format (not PDF) (see Introductory cover note for the public consultation of GVP under Practical advice for the public consultation: http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/02/WC500123145.pdf). 
1.  General comments

	Stakeholder number

(To be completed by the Agency)
	General comment
	Outcome

(To be completed by the Agency)

	
	
	


The Guild of Healthcare Pharmacists (GHP) supports the proposed changes made regarding the legal requirements affecting the collection, data management and reporting of suspected adverse reactions. The GHP also supports the recommendations regarding the reporting of emerging safety issues or of suspected adverse reactions occurring in special situations.

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)

	Lines 206-260
	
	Comment: Line numbers 192-193 states that the module does not address the collection, management and reporting of events but although a definition of an ‘adverse reaction’ is provided in VI.A.2.1 a definition of an ‘adverse event’ is not provided.
Proposed change:
Provide a definition of an adverse event i.e. An adverse event is any untoward medical occurrence in a patient or clinical investigation subject administered a pharmaceutical product and which does not necessarily have a causal relationship with this treatment.
	

	Line 232-233
	
	Comment:
We are pleased to see the inclusion of ‘medication error and ‘falsified medicinal product’
Proposed change (if any):


	

	Line 245
	
	Comment:

We suggest that an FII should be included  within the definition of ‘abuse’
Proposed change:

The definition of abuse should read “ This corresponds to the persistent or sporadic, intentional excessive use of a medicinal product or fabricated or induced illness (FII) or factitious disorder imposed by another person”
	

	
	
	
	

	Line 512
	
	Comment:
A full stop is missing in the sentence

Proposed change:

Place a full stop between the words ‘descriptors’ and ‘Furthermore’
	

	Lines 733-734
	
	Comment:

We suggest supply of e medicine under a patient group direction (PGD)should be included

Proposed change:

Add supply of a medicine under a PGD is added to the list of examples in brackets
	

	Line 1604
	
	Comment:
In addition to active substances should this line also include excipients?
Proposed change:

Line 1604 to read “For medicinal products, which contain more than one active substance or excipient”
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