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Study Summary Template
	1. Study details
	
	

	Study Name
	
	NBR Approved Study number
	

	Point of contact (This must be the main person the NBR team will liaise with on a day to day basis).

	Name

	

	Phone

	

	Email

	

	Location
	


	2. Volunteer specifications: please define the specific inclusion and exclusion criteria for volunteers 

	Gender
	Male only             
	 FORMCHECKBOX 

	Female only         
	 FORMCHECKBOX 

	   Both                  
	 FORMCHECKBOX 


	Ethnicity
	Caucasian only    
	 FORMCHECKBOX 

	Any ethnicity       
	 FORMCHECKBOX 

	   Other
  (please specify)
	

	Age limits
	Upper age limit
	
	Lower age limit
	
	No age limits
	 FORMCHECKBOX 


	Health condition exclusions
	No health exclusions
	 FORMCHECKBOX 


	1.
	

	2.
	

	3.
	

	4.
	

	5.
	

	6.
	

	Medication exclusions
(Please clarify minimum time period since medication, if applicable)
	No medication exclusions
	 FORMCHECKBOX 


	1.
	

	2.
	

	3.
	

	4.
	

	5.
	

	6.
	

	Other exclusions, e.g. family history, alcohol, metal implants, etc.
(Please clarify specific exclusion criteria)
	No other exclusions
	 FORMCHECKBOX 


	1.
	

	2.
	

	3.
	

	4.
	

	5.
	

	6.
	

	Comments (please provide any other relevant information regarding inclusion/exclusion criteria)

	


	If volunteers will be recalled by genotype please complete section 3. Otherwise, please proceed to section 4


	3. Recall of volunteers by genotype
	
	

	Please list the SNP(s) (including rs id numbers) that will inform the recall. 

	

	Genotype groups of  interest

	Homozygotes only     
	 FORMCHECKBOX 

	Heterozygotes only      
	 FORMCHECKBOX 

	Both      
	 FORMCHECKBOX 


	Based on the above genotype groups of interest, please outline how volunteers will be grouped for recall. (If recall will be based on multiple SNPs please clarify the exact requirements for each group)

	

	How many volunteers are needed from each group?

	

	Will genotype groups be matched?

	Yes      
	 FORMCHECKBOX 

	No      
	 FORMCHECKBOX 


	   By gender                               
	 FORMCHECKBOX 

	
	

	   By age: within 5 years            
	 FORMCHECKBOX 

	
	

	   By age: within 5-10 years      
	 FORMCHECKBOX 

	
	

	   Other (please give details)

	

	Should samples be matched across groups on a given collection day or is it sufficient for groups to be matched at the end of the study?
On the day     FORMCHECKBOX 
                                                                          At the end            FORMCHECKBOX 



	Is interim data analysis or un-blinding to genotype planned before recruitment is complete?

	Yes      
	           FORMCHECKBOX 

	No      
	 FORMCHECKBOX 


	Please give details
	
	

	
	
	

	Please provide any further information of relevance to the recall of volunteers.

	


	Volunteer participation in studies that only require a blood sample is coordinated by the NIHR Clinical Team. If this applies to your study please complete sections 4 and 5. Otherwise, proceed to section 6.


	4. Volunteer participation: blood studies only

	Total blood volume required

	

	Please stipulate the exact blood requirements, i.e. number of blood tubes/anticoagulant

	Tube type Standard NBR Stock
	Enter the number of tubes required

	
	
	

	EDTA
	 FORMCHECKBOX 

	2.6 ml
	

	
	
	4.9 ml
	

	
	
	9 ml
	

	CPDA
	 FORMCHECKBOX 

	5.6 ml
	

	LiHep 

(Liquid)
	 FORMCHECKBOX 

	
	
	4.9 ml
	

	
	
	
	
	7.5 ml
	

	Serum
	 FORMCHECKBOX 

	1.2ml

4.9ml

7.5 ml
	

	Other (please specify)
	
	
	
	

	Please indicate possible options for days and times of blood collection.
(The more availability offered, the faster samples can be provided for the study)

	Days
	Times

	Monday         
	 FORMCHECKBOX 

	Before 09:00
	 FORMCHECKBOX 


	Tuesday         
	 FORMCHECKBOX 

	
	

	Wednesday   
	 FORMCHECKBOX 

	09:00 - 13:00
	 FORMCHECKBOX 


	Thursday        
	 FORMCHECKBOX 

	
	

	Friday            
	 FORMCHECKBOX 

	13:00 – 17:00
	 FORMCHECKBOX 


	Weekends    
	 FORMCHECKBOX 

	
	

	Minimum number of samples per day
	Maximum number of samples per day

	
	

	How many days per week can samples be received?
	Can samples be received on consecutive days?

	
	Yes      
	 FORMCHECKBOX 

	
	No     FORMCHECKBOX 


	1
	 FORMCHECKBOX 

	2
	 FORMCHECKBOX 

	3
	 FORMCHECKBOX 


	
	
	
	

	Are there any other restrictions on sample collection?

	

	Is any additional information required on the tubes? (Blood samples are only labelled with study specific barcodes as standard. Information requested must comply with your study’s ethical approval)

	Gender
	 FORMCHECKBOX 

	Age
	 FORMCHECKBOX 

	Month/year of birth
	 FORMCHECKBOX 

	Genotype group
	 FORMCHECKBOX 

	Other
	 FORMCHECKBOX 
 

	If other, please specify
	

	Consent is taken by the NIHR clinical team and forms reside in the NIHR offices. Does the study team require proof of consent?

	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	If yes, provide details of where these will be sent (if different from contact specified in section 1).

	


	5. Study expenses: researchers are responsible for all study travel expenses

	The NIHR reimburse volunteers directly and re-charge for the expenses. How will the expenses be paid?

	Invoice
	 FORMCHECKBOX 

	NHS R&D Cost Centre
	 FORMCHECKBOX 


	Name:
	
	Budget holder:
	

	Contact details:
	
	Contact details:
	

	Invoice address:
	
	Cost centre number:
	

	
	
	Account code:
	


	If involvement in the study requires more than just a blood sample and the research team are managing appointments, please complete section 6.


	6. Volunteer participation: appointments managed by research team

	Where will participation take place?

	

	When will volunteers be able to participate?

	Days
	Sessions

	Monday
	 FORMCHECKBOX 

	Early morning
	 FORMCHECKBOX 


	Tuesday
	 FORMCHECKBOX 

	Daytime
	 FORMCHECKBOX 


	Wednesday
	 FORMCHECKBOX 

	Afternoon/evening
	 FORMCHECKBOX 


	Thursday
	 FORMCHECKBOX 

	Overnight
	 FORMCHECKBOX 


	Friday
	 FORMCHECKBOX 

	All day
	 FORMCHECKBOX 


	Saturday
	 FORMCHECKBOX 

	Other

(please specify)
	

	Sunday
	 FORMCHECKBOX 

	
	

	Are there any other limitations affecting when volunteers can participate?

	

	Who is managing appointments, i.e. who will receive volunteer contact details for the study team?

(Please provide details if different from contact in section 1)

	Name


	

	Phone


	

	Email


	

	Location


	

	Please outline any payments volunteers will receive and how and when these will be made.

	

	Researchers are responsible for all study travel expenses. We expect you to offer to reimburse expenses for all volunteers in addition to any payment they receive.

	The NIHR team will send volunteers thank you letters and post-participation feedback questionnaires.


	7. Website: all approved studies are represented on the CBR website (www.bioresource.nihr.ac.uk)

	Please provide a brief description of your study aims for the website, including details of volunteer participation. This should be 60-80 words and in lay language.

	

	If you have a website or profile you would like us to link to, please provide the address.

	

	If you are happy to provide a photo to accompany your study text on the NIHR website, please send a high quality profile picture to nbr@bioresource.nihr.ac.uk


	8. Documents to be included with this application

	Copy of REC approval letter
	 FORMCHECKBOX 


	Copy of R&D approval letter or agreement
	 FORMCHECKBOX 


	Current approved protocol
	 FORMCHECKBOX 


	Approved Participant Information Sheet(s)*
	 FORMCHECKBOX 


	Approved Consent form(s)*
	 FORMCHECKBOX 


	Other approved participant paperwork*
	 FORMCHECKBOX 


	*Please note that study paperwork will be reviewed by the NIHR and may be returned with suggestions for amendments

	If any of the above documents have not been included please give the reason

	


	Form completed by

	Name
	

	Date
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