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ScotMCN Trial Adoption (new studies)
This form should be completed by the Chief Investigator and/or Study Coordinator for studies which have not yet started.  ScotMCN welcomes preliminary enquiries about research studies and can provide advice and assistance in protocol development. And in writing age appropriate information sheets.  In the case of protocol development complete the following form as fully as possible and attach an outline protocol.

The following information is required prior to your study being considered for adoption by ScotMCN.  Please complete all relevant fields and return the completed proforma along with a copy of the study protocol and other relevant documents to secretariat@scotmcn.org
The study protocol should include the level of detail recommended in the Department of Health/Medical Research Council Clinical Trials Tool Kit (see http://www.ct-toolkit.ac.uk/_db/_documents/Protocol.pdf for further details).  If all of this information is not included in the protocol then further detail should be provided in Section 7 of this form.
Adoption by ScotMCN provides the investigator with access to participating Health Boards in Scotland (currently Lothian, Greater Glasgow & Clyde, Tayside, Grampian, Ayrshire and Arran).  Adoption by ScotMCN entitles your study to access to the laboratory facilities for storage and processing of samples, the support of your local network nurse and additional nursing, pharmacy and laboratory support dependent on local and national availability and requirements.  Please state exactly what support is required from ScotMCN so that the study, if adopted, can be completed in a timely and cost-effective manner.  For example: ScotMCN could support a study by publicising the study throughout the network.  Or,  ScotMCN nurses could recruit children to a study or support local researchers in study set up.  Study adoption also permits access to the NIHR CRN training portfolio for staff working on ScotMCN adopted studies.

As ScotMCN is required by the Chief Scientist Office to provide quarterly recruitment figures on all ScotMCN adopted studies, one of the conditions of adoption is that the co-ordinating centre receives accrual data on a bi-monthly basis.

Once this form has been received by ScotMCN the study will be considered for adoption at the next ScotMCN Adoption Committee.  If your application is favourably accepted you will be allocated a ScotMCN adoption number (e.g. SCO/XXXX/A) which should be used on all correspondence.

To mark a box to indicate yes or no to any of the questions below you will need to double click on the relevant box and change the default value to checked. 
	


Full Study Title:

	


Short study Title:

	


Chief Investigator (CI):

	


Study Coordinator Name:

(if applicable)

	


Contact Email
SECTION 1 – ScotMCN support/resources required: (please tick) 

Study design






YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

Ethical approval






YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

NHS R&D approval





YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

Statistical support





YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

Research nurse support





YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

Pharmacy advice





YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

Laboratory support





YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

Access to other sites in Scotland



YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

Assitance with writing or review




YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

of parent/child information sheets

Please detail below any resources/support you wish to discuss with ScotMCN that are not listed above:
	


SECTION 2 – ScotMCN Trial Adoption 

a) TYPE OF TRIAL (please tick relevant box/boxes):
Commercial


 FORMCHECKBOX 

Non – commercial

 FORMCHECKBOX 

Single Centre


 FORMCHECKBOX 

Multi Centre


 FORMCHECKBOX 

Feasibility


 FORMCHECKBOX 

Pilot



 FORMCHECKBOX 

Definitive


 FORMCHECKBOX 

b) PHASE (please tick):
I   FORMCHECKBOX 


   II   FORMCHECKBOX 


     III   FORMCHECKBOX 

       IV  FORMCHECKBOX 

	


c) DURATION (in months): 
SECTION 3 - FUNDING STATUS / ARRANGEMENTS
Discussion with ScotMCN is recommended prior to the funding application; however, this is not a requirement for subsequent adoption.

If funding for this study has been awarded, please answer question 1
If funding has not yet been applied for, please answer question 2
and then questions 3, 4 and 5 for all.
1. Funding Awarded: 
	


a) Funding body:
	


b) Amount of funding:
2.  Funding not yet applied for:
	


a) Which funding body do you plan to apply to?
	


b) How much funding to you anticipate needing?  
Before confirmation of adoption by ScotMCN an assessment of funding support may be required.

c) Has the study proposal been peer reviewed?


           YES  FORMCHECKBOX 
 
        NO  FORMCHECKBOX 

ScotMCN would advise consulting with colleagues in the relevant Scottish Specialty     Groups or Managed Clinical Networks.

If yes, please provide the name of the group or network:
	


3. If this study has been previously submitted for funding, please provide details below:
	


4.  Are Service Support Costs required? 



YES  FORMCHECKBOX 
        NO  FORMCHECKBOX 

a) If yes, have NHS service and excess treatment costs been agreed? 
YES  FORMCHECKBOX 
        NO  FORMCHECKBOX 

b) If yes, please provide supportive evidence:
5. If there are any project costs that will not be covered by the funding body or through Service Support or Excess Treatment Costs, please give details below:
	


SECTION 4 – RECRUITMENT PLAN
	  


	


a) What is the intended start date for recruitment?

b) What is the intended end date for recruitment?
	


c) What is the total recruitment target for this study?   
d) Age group/s of subjects:
Preterm newborn infants 


 FORMCHECKBOX 

Term newborn infants (0-27 days)      

 FORMCHECKBOX 

Infants and toddlers (28 days-23 months) 
 FORMCHECKBOX 

        



Children 2 – 11 years      


 FORMCHECKBOX 

Adolescents 12 – 16 years  


 FORMCHECKBOX 
                          
e) If a multi-centre study, which Scottish and/or UK centres will be part of this study, including projected recruitment targets for each centre?
	


f) In the space below, please indicate any anticipated difficulties with recruitment and how you plan to address these:
	


SECTION 5 – CLINICAL TRIALS UNIT INVOLVEMENT
a) Has a Clinical Trials Unit been involved in the planning of this study?   YES  FORMCHECKBOX 

        NO  FORMCHECKBOX 

	


If yes, please give the name of the CTU involved: 
Please clarify the areas of expertise from within your Clinical Trials Unit that have contributed to the study design, i.e. Statistician, Health Economist, Pharmacy, etc: 
	


SECTION 6 – MANDATORY APPROVAL STATUS
If REC approval has been awarded for this study, please answer question 1, 3, & 4.
If REC approval has been applied for, for this study, please answer question 2, 3 & 4.
	


1. a) Date of REC Approval:
	


    b) Name of REC:
	


2. a) Date submitted to REC: 
	


    b) Name of REC:
	


    c) Date of REC decision, if known:
3. Has Health Board/Trust R&D approval been gained for this study? 
YES  FORMCHECKBOX 
        NO  FORMCHECKBOX 

If yes, please provide details of which Health Boards/Trusts (use separate sheet if necessary) Include Local Reference number:
	


4.  a) Clinical Trials Authorisation required?                                 
            YES  FORMCHECKBOX 
         NO  FORMCHECKBOX 

	


     b) Date obtained:

	


     c) Date applied/Not yet applied:  
SECTION 7 – FURTHER INFORMATION:
If your protocol includes recruitment from centres other than your own and does not specify names of Principal Investigators at each centre, please provide this information (use a separate sheet if necessary):

	


If there are further details about the study, which you feel it is important for ScotMCN to know about, please supply these (use a separate sheet if necessary):

	


SECTION 8 – DOCUMENT CHECKLIST:
Please enclose the following documents (if applicable) with your application if they are available.  Any missing documents will be requested by ScotMCN in due course and should be forwarded onto ScotMCN once they are available.








     Enclosed
         N/A

Study Protocol





 FORMCHECKBOX 


 FORMCHECKBOX 

Parental Information Sheets



 FORMCHECKBOX 


 FORMCHECKBOX 

Child Information Sheet:


Under 5 years




 FORMCHECKBOX 


 FORMCHECKBOX 


6-10 years





 FORMCHECKBOX 


 FORMCHECKBOX 


11-16 years





 FORMCHECKBOX 


 FORMCHECKBOX 


Consent Forms





 FORMCHECKBOX 


 FORMCHECKBOX 

Child Assent Forms





 FORMCHECKBOX 


 FORMCHECKBOX 

Peer Review






 FORMCHECKBOX 


 FORMCHECKBOX 

Ethics Approval





 FORMCHECKBOX 


 FORMCHECKBOX 

R&D approval





 FORMCHECKBOX 


 FORMCHECKBOX 

MHRA Approval





 FORMCHECKBOX 


 FORMCHECKBOX 

Proof of Funding





 FORMCHECKBOX 


 FORMCHECKBOX 

Further information on ScotMCN can be found at www.scotmcn.org










































PAGE  
1

