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	Study Title: STRESS Trial: Study into the Reversal of Septic Shock with Landiolol (Beta Blockade)

	EudraCT number: 2017-001785-14
	Sponsor Ref: RRK5911

	Chief Investigator:
	Dr Tony Whitehouse


									
	 Section 1: Protocol
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Y / N / n/a

	1.1
	Trial Summary/Flow diagram
	Copy
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	1.2
	Current approved protocol 
	Copy
	Y

	1.3
	Previous approved versions of protocol 

	Copy
(if relevant to site)
	

	Section 2: Approvals
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Y / N / n/a

	2.1
	MHRA approval documents (initial & amendments)
	Copy
	Y

	2.2
	HRA and REC approval documents (initial & amendments)
	Copy
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	2.3
	NHS Trust confirmation of Capacity and Capability to host the study
	Copy
	

	Section 3: Trial Contact Information / Training / Correspondence
	
	Present
Y / N / n/a

	3.1
	Main STRESS-L contact details
	Copy
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	3.2
	Local contact details
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	3.3
	Site Responsibilities (Delegation) Log/CVs/GCP
	Original
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	3.4
	Study specific Pharmacy Staff training log
	Original
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	Correspondence/Notes to File
	Copy
	

	3.6
	Training/Initiation visit slides
	Copy
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	3.7
	Site visit log
	Copy
	Y

	Section 4: Guidelines
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	STRESS-L IMP Management Manual
	Copy
	Y

	4.2
	Sample of labels
	Copy
	Y

	4.3
	Any other relevant guidelines/SOPs/trial specific instructions
	Copy 
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	Section 5: Randomised Participants
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	5.1
	Randomisation confirmations
	Copy
	

	5.2
	Patient ID log
	Copy 
	Y

	Section 6: Summary of Product Characteristics (SPC)
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Y / N / n/a

	6.1
	Current SPC for Landiolol Hydrochloride 300mg
date of text:
Previous versions of SPC (superseded)

	Copy 
	Y

	6.2
	Investigational Medicinal Product-Dossier (IMPD) and updates

	Copy
	Y



	Section 7: Receipt and Storage Records for IMP
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	7.1
	Correspondence with coordinating centre and drug management company regarding IMP delivery
	Copy
	

	7.2
	IMP dispatch form / delivery note / record of confirmation of receipt
	Original
	

	7.3
	Manufacturers Authorisation
Certificates of analysis
QP certificate / regulatory release
	Copy
Copy
Copy
	Y
Y
Y

	7.4
	Temperature log
Temperature Excursion / Recall Procedure Instructions
Temperature deviation documents/correspondence
	Original
Copy
Original
	Y



	Section 8: Dispensing / Inventory
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Y / N / n/a

	8.1
	Dispensing procedure
	Copy
	

	8.2
	Example of prescription
	Copy
	n/a

	8.3
	Blank dispensing worksheet(s)
	Copy
	

	8.4
	Completed prescriptions
	Original
	n/a

	8.5
	Pharmacy IMP Inventory Log
	Original
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	8.6
	ICU IMP Inventory Log (original in ISF)
	Copy
	

	Section 9: IMP Destruction
	
	

	9.1
	Procedures / Local Policies / Documentation for IMP destruction
	Original
	

	9.2
	IMP Destruction Log
	Original
	Y
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Third Party Logo

These are used with third party applications such as joint projects with external organisations and businesses. These
should not be used on internal communications documents. There are colour and mono versions of this logo
available depending on your requirements. There are also versions of the logo available that say University of
Warwick when you are talking to audiences who may not be familiar with Warwick.
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The Keyline logo
There are two versions of the keyline logo, a long and short version.

The long keyline should be used for internal documents and is primarily designed for Office applications e.g. forms
and reports when no other logo is used alongside t.

The short keyline should be used on internal documents when you are using it alongside a trial logo and/or a third
party. If the document is an external facing document in that instance use the third party logo.
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