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New clinical trial regimen request (Aria MedOnc)

	Trial name:
	

	Protocol version number the trust will open on:
	

	Protocol attached 
	Must be attached in the email 

	Pharmacy manual version number the trust will open on:
	

	Pharmacy manual/pharmacy documentation/HRA technical review attached and any appropriate information (SIVs, emails etc)
	Must be attached in the email 



	Tumour site 
	e.g. Lung 

	Name of PI who will do consultant check on Aria
	Haematologist/Oncologist
 


	EudraCT number
	 

	NIHR / NIHR adopted trial? 
	Yes/No

	Commercial?
	Yes/No

	Managed by early phase trials team?

	Yes/No

	CRA / sponsor trial administrator      
	Full contact details:
 

	If applicable, indicate stage of the trial opening at the trust

Complete all that are relevant
	Which cohorts have completed: 
Is trust taking part in all arms:  
Cohorts opening at the trust: 
For consultant choice of regimens, specify:  
Doses are we starting / opening on: 

	Funding

List every agent / regimen
	

	· Drug supplied free from sponsor
· Reimbursed by sponsor or other route as per contract
· NHSE funded - check that drug is being used for exactly the same indication and same patient population as in SOC.
NB. If agent for SOC requires a Blueteq form completing check all trial patients would meet all Blueteq criteria exactly. If all Blueteq criteria aren’t met exactly, or extra agents are being added in check Sponsor has submitted Trial protocol to NHSE, and NHSE have agreed funding for the Blueteq drug in this specific Trial (usually the Blueteq criteria are updated accordingly). NHS England » Cancer Drugs Fund list

	Post trial closure - continuing supplies


	Patients cannot move to NHSE commissioned treatment (commercial) during or at the end of trial, unless sponsor has agreed this with NHSE prior to opening the trial. Check sponsor has confirmed continuation, where applicable. 




REGIMEN + AGENT INFORMATION 
repeat per regimen
	Regimen Name+ Agent(s)
List
	

	Agent name 1
Pharmaceutical form
Unit/vial strengths/pack size 
eg. injection / infusion / capsule / tablet / other
	

	Agent name 2 etc.
Pharmaceutical form
Unit/vial strengths/pack size 
Complete for each agent
	

	Specific order of agent administration 
List sequentially per regimen
	

	Starting dose / frequency
Route
Diluent + volume 
Administration duration
Drug delivery system
List sequentially per regimen
	As per pharmacy manual / complies with local agreements / aseptic unit





	Specify if different volumes are needed for different doses. Adhere to volumes used in standard practice if possible 
TVCA website, Cancer SACT diluents Chemotherapy (SACT) - thamesvalleycanceralliance.nhs.uk
(NHS commissioning » Dose banded chemotherapy standardised product specifications (england.nhs.uk)	Comment by Coutts Sally (RTH) OUH: The national dose specs are being updated and I am not sure they will be hosted here, however I will be keeping this document updated as they are released.

	Specific calculations specified in trial protocol
	eg. BSA (default on Aria is Dubois), CrCl (default on Aria is Wright)


	Specific incompatibility
List every agent
	

	Cycle length
Number of cycles
List per regimen
	  



	Dispensing visits
List every regimen
	

	IMP / NIMP 
List every agent and specify IMP or NIMP
	

	Compounding
List every agent
	Inhouse / outsourced to external provider eg Baxter, Bath ASU


	Specific agent 
rounding/banding/capping
List every agent
	Confirm with protocol /pharmacy manual/sponsor/ aseptic unit 


	· N/A
· Not allowed
· Adhere to National dose banding (TVCA website, Cancer SACT Dose Bands Chemotherapy (SACT) - thamesvalleycanceralliance.nhs.uk) where possible and push back to Sponsor
· Protocol specific
· If no information available please check with Sponsor where applicable

	Administration info on Aria
List for every agent
e.g. filters, rates, spacing between drugs
	As per protocol / pharmacy manual - do not to include any trust specific details except for early phase trials, which would only be open in 1 centre 
 

	SUPPORT MEDICATION
Must be confirmed with protocol / pharmacy manual / sponsor / PI 
Drug / dose / form / route / administration details / cycle specific details

	Mandatory premeds
List every agent (and NA if nor required)
	1. 


	Optional premeds 
List every agent (and NA if nor required)
	1. 


	Mandatory support medication

	

	Optional support medications 

	

	Tocilizumab
(only currently permitted if supplied free of charge or reimbursed from sponsor)
	

	








Completed by

Lead Clinical Trials Pharmacist: 
Date: 


Specialist Cancer Pharmacist: 
Date: 
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