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Trial Adoption Form

This form should be completed by investigators who wish their study to be fomally adopted by the Scottish Mental Health Research Network.  Please see the SMHRN leaflet (available at www.smhrn.org.uk/leaflet) on study adoptions for guidance.  

A separate form (available at www.smhrn.org.uk/smhts) exists for investigators who wish for assistance with the development of RCT protocols.  
To complete the form electronically move your mouse over the shaded areas and left click.  When complete you will then need to save your response to your computer and then email it as an attachment to enquiries@smhrn.org.uk.   Please also email your protocol.  Alternatively, this form can be completed and submitted with your protocol online at www.smhrn.org.uk/adoptions/  
All questions should be completed as fully as possible.  Incomplete applications will not be considered.
INVESTIGATOR DETAILS

Chief Investigator (CI)
Name:


     
Position:

     
Address:

     
Telephone:
 
     





Email:


     
Lead Organisation:
     
INVESTIGATOR DETAILS

Study contact details (leave blank if same as above)
Name:


     
Position:

     
Address:

     
Telephone:

     





Email:


     
Lead Organisation:
     
GENERAL STUDY INFORMATION

STUDY ACRONYM:

     
STUDY TITLE:

     
RESEARCH OBJECTIVES

Primary:

     
Secondary:
     
ABSTRACT:

     
Please indicate the type of study:  FORMDROPDOWN 

Or other (please state):      
Study design/methodology:      
Main diagnosis:  FORMDROPDOWN 

Additional diagnosis (this section can be left blank):  FORMDROPDOWN 

Or other (please state):
     
Inclusion criteria:

     
Exclusion criteria: 

     
Characteristics of care settings for recruitment – please indicate all that apply
Acute teaching hospital 


 FORMCHECKBOX 

Acute NHS Trust 

 FORMCHECKBOX 

NHS Primary Care Trust 


 FORMCHECKBOX 

Local Health Board (Wales)
 FORMCHECKBOX 

NHS Trust providing mental healthcare
 FORMCHECKBOX 

GP Practice


 FORMCHECKBOX 



NHS Health Boards (Scotland)

 FORMCHECKBOX 

HPSS Trusts (NI)

 FORMCHECKBOX 

NHS Care Trusts 



 FORMCHECKBOX 

Social Care Organisations 
 FORMCHECKBOX 

Prisons 




 FORMCHECKBOX 

Independent Hospital 

 FORMCHECKBOX 

Educational establishment


 FORMCHECKBOX 

Independent research unit 
 FORMCHECKBOX 

Other (please state):      
Please provide details of all site locations (SMHRN & non SMHRN) giving the name of the site and local investigator if applicable.

     
FUNDING and SPONSORSHIP ARRANGEMENTS
Funding body: 

     
Or other (please state):
      
Amount of funding:
 
     
Funding applied for?

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Funding awarded?


Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If awarded…

Date of funding award: 
      (dd/mm/yy)
Date award starts:

      (dd/mm/yy)
Date award ends:

      (dd/mm/yy)
Is Support for Science funding required?

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If yes, have costs been agreed?


Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Amount?      
Are excess treatment costs required?
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If yes, have costs been agreed?

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Amount?      
Please provide any additional information about costs :     
Are there any project costs that will not be covered by the funding body or through a support for science or excess treatment costs agreement? 

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 
    

If yes, please provide details:      
Name of study sponsor:      
RECRUITMENT AND FOLLOW-UP
Intended start date for recruitment:

      (dd/mm/yy)
Intended end date for recruitment: 

      (dd/mm/yy)

Overall recruitment target:


     
Length of follow-up (if applicable):

     
If recruitment targets vary between recruitment sites please provide details:       
For all projects recruitment targets must be completed.  Projects in recruitment please complete rows two and three.  Where a shortfall in recruitment exists include the reason why this has occurred; the SMHRN will use this information to decide what resources may be required to help you reach your target
	Stage
	Year One
	Year Two
	Year Three
	Year Four

	Recruitment target
	     
	     
	     
	     

	Recruitment realised
	     
	     
	     
	     

	Shortfall
	     
	     
	     
	     

	Reason for shortfall
	     
	     
	     
	     


If your project includes a follow-up assessments phase please complete the table below.

	Stage
	Year One
	Year Two
	Year Three
	Year Four

	Follow-up target
	     
	     
	     
	     

	Follow-up realised
	     
	     
	     
	     

	Shortfall
	     
	     
	     
	     

	Reason for shortfall
	     
	     
	     
	     


STATISTICS

Statistician responsible for study design:

     
Statistician responsible for study analysis:
     
Please add any comments: 


     
DATA MANAGEMENT

Does your study intend to use the MHRN Data Entry System (DES)?
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If no, please provide details of the data entry system you intend to use:      
STUDY MANAGEMENT

Please indicate if your project intends to have the following.

TRIALS ONLY

Trial Steering Committee:


Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Trial Management Group:


Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Data Monitoring & Ethics Committee:
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

OTHER STUDIES

Steering Committee:


Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Management Group:


Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Please add any comments:
     
Please provide details of any special expertise required for the study plus the academic disciplines involved: 

     
Who will identify the potential participants for the study?

     
Who will take consent from study participants?

     
ETHICS

Has MREC approval been applied for?

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If yes, date submitted to MREC (dd/mm/yy):

     
Date of MREC meeting (if known):


      
MREC approval awarded?



Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If yes, date of MREC approval (dd/mm/yy):
     
NB If you plan to request that the SMHRN Clinical Studies Officers screen patient notes prior to consent please refer to the UK MHRN advice ‘Good Practice recommendation for screening patient notes’ which can be found on their website: www.ukmhrn.info  see ‘Apply to UK MHRN’ page.
CLINICIAN INVOLVEMENT 
Please describe how clinicians or other service providers have been involved in developing or assessing the feasibility of this study.

     
CARER INVOLVEMENT (informal) 
Degrees of Carer involvement.

Please categorise carer involvement by ticking all relevant boxes:


Consultation (where carers are consulted with no sharing of power in decision 
making)  FORMCHECKBOX 


Collaboration (which involves an active on-going partnership of carers in the 
research process): researcher initiated  FORMCHECKBOX 
 jointly initiated  FORMCHECKBOX 
 
carer initiated  FORMCHECKBOX 


Control (where carers design, undertake and disseminate results of a research 
project)  FORMCHECKBOX 

Stages of Carer Involvement

Please describe how you have involved carers and how you plan to involve carers in the following areas.


Study development: 


     

Conduct of the study: 


     

Dissemination of study findings: 
     
NB The UK MHRN Scoping group report ‘Families and Carers of People with Mental Illness’ can be accessed via www.ukmhrn.info scoping groups page.
SERVICE USER INVOLVEMENT 

Degrees of Service User involvement.

Please categorise service user involvement by ticking all relevant boxes:


Consultation (where consumers are consulted with no sharing of power in 
decision making)  FORMCHECKBOX 


Collaboration (which involves an active on-going partnership of consumers in the 
research process): researcher initiated  FORMCHECKBOX 
  jointly initiated  FORMCHECKBOX 
  carer initiated  FORMCHECKBOX 


Control (where consumers design, undertake and disseminate results of a 
research project)  FORMCHECKBOX 

Stages of Service User Involvement

Please describe how you have involved service users and how you plan to involve service users in the following areas.


Study development: 

     

Conduct of the study: 

     

Dissemination of study findings: 
     
NB Please read Adoptions Procedures- the Criterion of User Involvement for additional information available on the website www.ukmhrn.info see ‘Apply to UK MHRN’ page. 
SMHRN INVOLVEMENT

Please state why you want to run the project on the SMHRN (see the website for guidance (www.smhrn.org.uk) on the services that the SMHRN offers): 
     
Date form completed (dd/mm/yy):      
If the study is adopted to run on the network the SMHRN would wish to use this information to facilitate effective and efficient set-up and recruitment to the study
In addition, we would also wish to use this information to publicise information externally (newsletters, flyers etc) to aid study completion on time and to target.  Please indicate if you are happy for the SMHRN to use the information in this way: 

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 
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