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Submission of comments on GVP Module IX Addendum I – Methodological aspects of signal detection from spontaneous reports of suspected adverse reactions (EMA/209012/2015)

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 in this Addendum to GVP Module IX as it adequately describes the components of an effective system for routine scanning of accumulating data, and adequately lists the methodological aspects that should be considered in detecting potential signals.

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)

	Line 295
	
	Comment:

The list of examples should include falsified medicinal products as these are now mentioned in GVP Module VI
Proposed change:

Line 295 should read: “adverse reaction, e.g. abuse, misuse, overdose, medication error, occupational exposure, or falsified medicinal product.
	

	Line 296-297
	
	Comment:

Following on from the above comment, falsified medicinal products should be included
Proposed change:

Line should read: “IX. Add I.5.1 Abuse, misuse, overdose, medication error, occupational exposure or falsified medicinal product”
	

	
	
	Comment:
Proposed change (if any):


	


Please add more rows if needed.
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+44 (0)20 3660 5555
Send a question via our website www.ema.europa.eu/contact
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