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Pharmacy Monitoring Form
(to be used in conjunction with Pharm/S76)

IT IS THE RESPONSIBILITY OF ALL USERS OF THIS SOP TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and R&D Newsletter for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: www.northyorksresearch.nhs.uk/sops.html

	SOP Reference:
	Pharm/F97

	Version Number:
	1.0

	Author:
	Michelle Donnison

	Implementation date of current version:
	12th April 2015


	Approved by:
	Name/Position:
	Jax Westmoreland, Principal Pharmacist, Clinical Trials & Research

	
	Signature:
	Signed copy held by R&D Unit

	
	Date:
	12th March 2015

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
	Signed copy held by R&D Unit

	
	Date:
	12th March 2015


	This SOP will normally be reviewed every 2 years unless changes to the legislation require otherwise


Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Details of significant changes

	1.0
	12th April 2015
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	Name of clinical trial
	

	EudraCT number
	

	Name of Principal Investigator 
	

	Specialty
	

	Location of Investigational Medicinal Products (IMPs)
	


Pharmacy file
	Is the research pharmacy file present?
	

	Is the study-specific SOP stored within the file?
	

	Is a copy of the delegation log available? 
	

	If labels are provided by the Pharmacy clinical trials team, is a sufficient quantity of labels available?
	

	If a prescription has been provided, is this available and does the version match the current version stored in the pharmacy file held with the Pharmacy team?
	


Storage
	Are the IMPs in the agreed, secure storage location, and clearly marked as for the clinical trial?
	 


Temperature monitoring (if applicable)

	Has the temperature been monitored manually by the research team/delegated team at a frequency agreed in the study-specific SOP?
	

	Have any manual entries been missed (excluding weekends and bank holidays)?
	

	Have there been any temperature excursions? If so, were they reported and was the IMP quarantined in accordance with Pharm/S59?
	

	Is the temperature monitoring device working and within its calibration date?
	


Expiry date check

	Are all Investigational Medicinal Products within a suitable expiry date?
	 


Accountability logs

	Is the master drug accountability log maintained by the research team correct? 
	

	If applicable, has the patient specific drug accountability log been completed correctly? The pharmacy clinical trials team may complete this if agreed in the study-specific SOP.
	

	Has all additional documentation been completed in accordance with the study-specific SOP (if applicable)?
	


Patient returns

	Do patient returns need to be transferred to pharmacy?
	  


Document any issues found in the sections below, and create action points for the appropriate team to resolve the issues.

Comments 

	


Actions for research team

	Action


	Name of team member to complete

	Date to be completed by
  


Actions for pharmacy

	 Action

  
	Name of team member to complete

	Date to be completed by
  


	Print name
	

	Sign
	

	Date
	

	Planned date of next visit (and add to pharmacy diary)
	


A copy of this form should be sent to the research team, and the original should be filed in the pharmacy file.
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