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Pharm/T40 – Trial details and summary template 



Trial details and summary template
(to be used in conjunction with Pharm/S50 – Preparation, Review and Approval of Pharmacy Trial Instructions)

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&I Department’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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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&I Department 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&I Department website: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
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	This SOP 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
	Reviewers
	Details of significant changes

	1.0
	8th February 2016
	
	

	2.0
	19th February 2019
	
	Removal or protocol version number as not required. Change of author. Change of link to R&D website

	3.0
	11th April 2022
	
	Change of Trust name.

	4.0
	16th July 2025
	Rachel Spooner
	Change of author. Additional details of what should be included in each section of the SOP.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


York and Scarborough Teaching Hospitals 
NHS Foundation Trust

[Study Title]                         

IRAS no. []                                                      R&I Ref: []
Trial Details & Summary

[Site]

[Give a brief overview of the study under the following headings:

Summary
This section gives a brief overview of the background of the study, including the condition or participant group to be investigated.

Treatment Details

Include details of the specific IMP and any nIMPs used within the study, including doses and formulations, along with a description of the treatment groups/arms that participants may be randomised to for example. 

Details around the duration of treatment and any IMP pack sizes should also be included here. 

Study Schema

If applicable and appropriate, include a copy of the study design schema from the protocol or pharmacy manual if present. 

Objectives

Detail the primary objective(s) for the study.

Unblinding Procedure

Detail whether this is a blinded or open label study. If the study is open label, no further information is required to be entered here. If the study is blinded, include details on who has the responsibility of unblinding if required, and the process for this. 
Out of hours emergency unblinding –

Confirm with the individual whose responsibility it is to unblind (e.g. the PI) how they are contactable out of hours. Ensure the specific name of the PI/sub-I is detailed here, along with their pre-agreed contact details. 
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