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Comments from:

	Name of organisation or individual

	European Association of Hospital Pharmacists


Please note that these comments and the identity of the sender will be published unless a specific justified objection is received.

When completed, this form should be sent to the European Medicines Agency electronically, in Word format (not PDF).
1.  General comments

	Stakeholder number

(To be completed by the Agency)
	General comment (if any)
	Outcome (if applicable)

(To be completed by the Agency)

	
	Overall the document appears well constructed, and the description that exists for the role of the pharmacist within good clinical practice is welcome, although opportunities for improvement exist, as set out within our two suggested changes.
	


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)

	289
	
	Comment: The glossary does not currently give definition to the term ‘hospital pharmacy’. We suggest this be added. An alternative descriptive term could also be ‘institution pharmacy’.
Proposed change (if any): 
Insert

“Hospital Pharmacy

The service where investigational products are sent by the sponsor to the institution.”

(Alternative suggested term – Institution Pharmacy)
	

	727-737
	
	Comment: This is an important part of the document to ensure that lines of responsibility are clear to all. “other appropriate individual” is markedly unclear in respect to which individual that is. Logically it could be anyone and this appears inappropriate in respect of good regulation of an important patient safety issue.

Proposed change (if any): Remove “or other appropriate individual” at line 727 and 730

	


Please add more rows if needed.
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	Telephone

+44 (0)20 3660 6000

Facsimile

+44 (0)20 3660 5555

Send a question via our website www.ema.europa.eu/contact
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