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Pharm/F04 – Clinical Trials Prescription Risk Assessment Form



Clinical Trials Prescription Risk Assessment Form
This form is to be used in conjunction with SOP Pharm/S73 - Clinical Trial Prescription Risk Assessment – Professional verification & Final Check of Clinical Trial Prescriptions
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS FORM TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse 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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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: https://www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	Pharm/F04

	Version Number:
	1.0

	Author:
	Poppy Cottrell-Howe

	Implementation date of current version:
	28th September 2020


	Approved by:
	Name/Position:
	Stuart Parkes – Deputy Chief Pharmacist 

	
	Signature:
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	Date:
	27th August 2020

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
	[image: image2.emf]

	
	Date:
	14th September 2020


	This Form will normally be reviewed every 3 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
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Clinical Trial prescription risk assessment form

	Trial Name/ Acronym
	

	EudraCT Number 
	

	R&D Reference Number
	

	Principal Investigator
	

	Sponsor
	

	Site
	

	Commercial / Non Commercial
	


	Professional verification Assessment
	Yes/ No

	Does the prescription require a dose calculation to be performed (i.e.: dose based on weight, surface area, renal function etc.)?
	

	Is the prescription for systemic anticancer therapy? 
	

	Is the determination of treatment randomisation and /or dose made by Pharmacy? 

(i.e. Not solely obtaining a kit number)
	

	Does the prescription contain a controlled drug?
	

	Any other reason – specify:____________________________________________
	


	If ‘yes’ is given as the answer to any of the questions above, the prescription must be professionally verified by a registered Pharmacist. If the prescription is for systemic anticancer therapy it must be professionally verified by a suitably trained registered Pharmacist competent to check chemotherapy.


	Final Check Assessment
	Yes/ No/ N/A
	Comments
	Category of risk

High/Low

	Has the Sponsor specified in writing that prescription dispensing has to be final checked by a registered Pharmacist and can provide valid reasons for this?
	
	
	

	Does the Deputy Chief Pharmacist have any concerns / comments that may deem the study high risk? If so state them on an attached sheet.
	
	If yes, can these be overcome? List risk reduction measures below/on an attached sheet and enter ‘Low’ in the ‘Category of risk’ box otherwise enter ‘High’.
	

	If the prescription will contain systemic anticancer therapy and will be professionally verified by a suitably trained registered Pharmacist competent to check chemotherapy. Confirm if Clinical Trial Pharmacy Technicians who are ACT accredited will be final checking the prescription.
Yes (      No(       N/A(



	Risk assessment outcome:       Low (       High (


	(If assessment outcome is Low – appropriately trained pharmacy clinical trials technicians can check the above trial. 

If assessment outcome is High – then a pharmacist must check the above trial).

Risk assessment performed by: 

__________________ (sign)_______________ (print) Date: __ __ /__ __ __/__ __ (dd-mmm-yy)

Checked by Deputy Chief Pharmacist:

__________________(sign)________________ (print) Date: __ __/__ __ __/__ __(dd-mmm-yy)                                                                                                                           



If the study is categorised as ‘low risk’ (i.e. ‘low’ entered in both ‘Category of risk’ boxes) then a Clinical Trials Pharmacy Technician who is ACT accredited to check clinical trial prescriptions or a registered Pharmacist may carry out the final check of the prescription, without the need for a professional verification. 

If categorised as ‘high risk’ (i.e. ‘high’ entered in either ‘Category of risk’ box) then the trial must be final checked by a registered Pharmacist only.

NB: the category of ‘low risk’, if allocated as part of this assessment, is not valid in the following circumstances:

Prescriber has made an amendment to the prescription, which moves the medication prescribed (e.g. item, dose, directions, and quantity) away from that quoted within the dispensing details/study protocol.

In these instances this must be brought immediately to the attention of a member of the Clinical Trials Pharmacy Team.

The protocol or sponsor must be referred to in this situation and, if necessary, the prescriber or Principal Investigator contacted if the medication prescribed is not that referred to in the protocol and is not covered by any allowed modifications.

Store this completed form in section 4 of the pharmacy site file along with a copy of the sample prescription for the study.
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