Version 4.2


FOR CFAS OFFICE USE

Project no. ...........................
APPLICATION TO USE TISSUE/BLOOD FROM THE MRC COGNITIVE FUNCTION AND AGEING STUDY BIOLOGICAL RESOURCE
FOR CONSIDERATION BY THE CFAS COOPERATIVE MANAGEMENT COMMITTEE AND BIOLOGICAL RESOURCE ADVISORY COMMITTEE
This form should be completed in consultation with the CFAS Core Team in the first instance.

Please use type or use BLOCK CAPITALS. 

Proposed Study Title
................................................................................................................................

................................................................................................................................

SECTION A:       PROJECT STAFF DETAILS
Head of proposed study
Title....................... Initials.................

Surname..............................................................................

Position......................................................

Organisation...........................................................

Address..........................................................................................................................................


..........................................................................................................................................

Telephone No..........................................    Fax  No....................................................................

Email   ....................................................

Names of collaborators and Organisation(s)
......................................................................................................................................................

......................................................................................................................................................

......................................................................................................................................................

Expected duration of project
From..........................................      to................................................

CFAS Sponsor: ................................................ .................................. 
SECTION B:   BACKGROUND AND AIMS OF STUDY   (attach full proposal, if relevant)

 Give a brief account of the background to the study (maximum 200 words).

 Summarise the aims of the study (maximum 200 words).

 Proposed Funding body (Please attach grant proposal to document)

 Has this proposal been peer-reviewed




 YES/NO

    (provide comments, if available)


 Is this a Pilot study?






  YES/NO

If NO:  Has the study already been piloted?



                YES/NO

Will the study form part of a studentship project                                                     YES/NO

 If YES: State the duration and type of studentship (e.g. PhD, MSc)

Will the study involve using all donations currently in the resource 

YES / NO

Will the study involve a single centre analysis of the whole resource

YES / NO

If Yes: 
Which centre?     

   
   





Why?    

   

   

   


Will the study involve a case / control comparison across the resource

YES / NO

If Yes:

SPECIFICATION OF CASES AND NUMBERS:

             SPECIFICATION OF CONTROLS AND NUMBERS


SECTION C:      BIOLOGICAL RESOURCE

The following details about tissue and blood requirements should be completed in consultation with a member of CFAS core group/biological resource group. Detailed information about what is available can be obtained from the Tissue Resource Administrator g.forster@shef.ac.uk or  for blood details visit

 http://www.cfas.ac.uk/advisory_committee.htm#Appendix%202

SECTION C1:     TISSUE REQUIREMENT  

Please note:  full details will be required before any tissue can be transferred.
Please provide a brief description of the number, type and amount of tissue samples required. 

(e.g. 0.5g of frozen frontal cortex  from whole cohort)

Please provide as much specific detail as possible

	Brain site
	Specific area/ Brodmann area 
	Formalin fixed

Paraffin blocks*
	Formalin fixed  wet tissue
	Snap frozen tissue
	Slow frozen tissue
	Number

control cases required

	Neocortex – Frontal lobe
	
	
	
	
	
	

	
	
	
	
	
	
	

	Neocortex – Temporal lobe
	
	
	
	
	
	

	
	
	
	
	
	
	

	Neocortex – Parietal lobe
	
	
	
	
	
	

	
	
	
	
	
	
	

	Neocortex – Occipital lobe
	
	
	
	
	
	

	
	
	
	
	
	
	

	Hippocampus
	
	
	
	
	
	

	
	
	
	
	
	
	

	Amygdala
	
	
	
	
	
	

	
	
	
	
	
	
	

	Basal Ganglia
	
	
	
	
	
	

	
	
	
	
	
	
	

	Mid brain

	
	
	
	
	
	

	
	
	
	
	
	
	

	Medulla
	
	
	
	
	
	

	Pons
	
	
	
	
	
	

	Cerebellum
	
	
	
	
	
	

	White matter
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


* CFAS does not provide a service to cut tissue sections however there is a large bank of unstained sections from most cases as well as histochemically and immunohistochemically stained slides. Details available from g.forster@shef.ac.uk.

Will all the tissue be used up?          Yes / No/Unsure

Will your project generate tissue sections        Yes / No

Will your project generate tissue extracts for   RNA/ DNA / Protein 

(circle all that apply)

It is a requirement of MREC and the MRC that unused tissue sections and reusable tissue preparations must be returned to the CFAS archive after the agreed project has been completed.

:

SECTION C2: BLOOD REQUIREMENT

Please read about the blood we have at

http://www.cfas.ac.uk/advisory_commitee.htm#Appendix%202

Please detail the number of cases, type of blood products and quantity required in the table below

	Blood product
	No of cases
	Quantity

	Serum
	
	

	Plasma
	
	

	Red blood cells
	
	

	White blood cells
	
	

	DNA
	
	


Please specify the analyses that you will undertake on the samples

SECTION D: DATA AND ANALYSIS

The following details should be completed in consultation with a member of the CFAS core group.

Below is a list of all data available from the CFAS data archive. Individuals wanting data are recommended to ask specific questions that address their research as each interview has about 300 variables and can therefore be very large. Researchers will only be given information required for their proposal. Details of the interviews, and the sections (e.g. health) within, can be found on the website (http://www.cfas.ac.uk/questionnaires.htm)  

Data released will be of a versioned number (e.g 6.3). All rersearchers should give this version number in publications. Subsequent releases can be requested.

All researchers will get main audit data that contains refusal codes, death information (fact and date), participation data on each interview and the audit code data on the 13,004 individuals.

AGECAT diagnosis is embedded into the screen interviews for individuals selected for assessment, if just diagnosis is needed the whole assessment interview is not required.
	Interview(s) wanted
	Individual (specify later)
	Sections

(e.g. health, etc)
	Complete

(not common)

	Wave 1 interviews
	
	
	

	
Prevalence screen


(s0)
	
	
	

	
Prevalence assessment

(a0)
	
	
	

	
Annual follow-up 1


(f1)
	
	
	

	Wave 2 interviews
	
	
	

	
Combined screen and assessment
(c2)
	
	
	

	
Incidence screen


(s2)
	
	
	

	
Incidence assessment


(a2)
	
	
	

	
Annual follow-up 2


(f3)
	
	
	

	Wave 3 interviews
	
	
	

	
Combined screen and assessment
(c6)
	
	
	

	
( Twice screened group (Cambs only)
(s6)
	
	
	

	Wave 4 interviews
	
	
	

	
Combined screen and assessment
(cx)
	
	
	

	Extra variables dataset (see website)
	Not available
	Not available
	

	Death certificate data
	Not available
	Not available
	

	Complete in sample audit data 
	Not available
	Not available
	

	( RIS data (4 centres only)
	Not available
	Not available
	

	( ESRC data (2 centres only)
	Not available
	Not available
	

	( Young cohort data (1 centre only)
	Not available
	Not available
	

	Medication data (each interview as above)
	Not available
	Not available
	

	Informant information (interviews a0, c2, a2, c6, cx)
	Not available
	Not available
	

	Liverpool data
	
	
	

	
Wave 1 Phase 1


(w1p1)
	
	Not available
	

	
Wave 1 Phase 2


(w1p2)
	
	Not available
	

	
Wave 2 Phase 1


(w2p1)
	
	Not available
	

	
Wave 2 Phase 2


(w2p2)
	
	Not available
	

	
Wave 3 Phase 1


(w3p1)
	
	Not available
	

	
Wave 3 Phase 2


(w3p2)
	
	Not available
	

	
Wave 4



(w4)
	
	Not available
	

	
Wave 5



(w5)
	
	Not available
	

	
Wave 6



(w6)
	
	Not available
	

	Neuropathology data (6 centres) 
	
	
	

	
CERAD information
	Not available
	Not available
	

	
DOI follow-up interviews

(c8)
	Not available
	Not available
	

	
RINI information
	Not available
	Not available
	

	Genetic data (4 centres only) 
	
	
	

	
ApoE information
	Not available
	Not available
	

	
ACE information
	Not available
	Not available
	


( Those data whilst held at the CFAS data archive require separate permission from the original investigators – can be obtained with this

 form.

The analysis of linked data will be performed in BSU, Cambridge and will be conducted blind to clinical state.

Details of data required

Format                SAS / STATA / SPSS / Other (specify)                ___________________

                            Version of software      __________________        

System                PC / Unix /  Linux /  Mac

DESCRIPTION OF ANALYSIS TO BE USED:

LOCATION OF ANALYSIS (Approval is for this place only):

ANY STATISTICAL SUPPORT REQUIRED:



YES/NO

IF YES: I understand that the statistical analysis will be funded

by us and an agreed analysis plan formulated before

undertaking the project 





YES/NO

SECTION E:   PUBLICATION AND DISSEMINATION OF DATA 

Please identify how you will publicise and disseminate the findings of your proposed study with deadlines.

i .  Submit papers to academic journal(s) - give details of proposed submissions:

ii.    Submit findings to a report - please specify:

iii.    Present work at conference(s)/seminar(s) - give details of proposed presentations:

iv.    Book(s) or contributions to them - please specify:

SECTION F:  AUTHORSHIP / ACKNOWLEDGEMENT

The form of authorship is laid down in the CFAS Publication Policy which can be accessed at www.cfas.ac.uk/authorship_and_publicity.htm

Proposed form of authorship  (delete as applicable)

A, B, C and / on behalf of MRC CFAS 

MRC CFAS

A, B, C


  FOR CFAS OFFICE USE

Project no.  ............................
SECTION H:                            Materials Transfer Agreement

Conditions for accepting human material from

the MRC Cognitive Function and Ageing Study (CFAS) Tissue Resource.

1. I accept biological samples from the CFAS tissue resource (“materials”) on the understanding that they will only be used for the purposes of non-commercial research or teaching specified in the accompanying application and to seek the approval of CFAS CMC for any other proposed use. I will notify CFAS of any errors discovered in the materials.

2. I realise that CFAS does not routinely screen the tissue or fluid that it procures for the presence of any infectious agents.  I am aware of the potential risks in handling such material and hereby give assurance that all procedures employed in the handling, storage and use of the supplied material meet standards set by either Clinical Pathology Accreditation (UK) Ltd or the Health and Safety Executive. I and the Institution where I am based will indemnify and hold harmless the CFAS Cooperative Management Committee (CFAS CMC) against any damages, dispute or injury arising from a failure to maintain such safeguards.

3. To act at all times so as to preserve the confidentiality of individuals and institutions recorded in the materials.  In particular I undertake not to attempt or to use the materials to derive information relating to an identified individual or institution nor to claim to have done so.

4.  I agree to store the materials securely and appropriately and to restrict access to the data contained in or derived from the materials (including tables and summary statistics) only to registered users who have received permission from CFAS CMC for the specified purpose; or in the case of teaching, to give access only to my students.
5. At the conclusion of my research (or at any time at the request of the CFAS CMC) I agree to deposit in the CFAS archive at BSU on a suitable medium and at my own expense any new datasets which have been derived from the materials supplied or which have been created by the combination of the data supplied with other data.  The deposit of the derived datasets will include sufficient explanatory documentation to enable the new data files to be accessible to others.

6. I agree to conform to the CFAS Publications Policy (see Section F for agreed form of authorship);  to distribute an abstract to CFAS CMC of any unpublished CFAS data for presentation at a conference/seminar; to allow CFAS CMC to comment on any draft paper using CFAS data prior to submission to a journal; to quote the dataset version number in all such papers; to deposit with the CFAS Administrator two copies of any published  work,  conference presentation or report based wholly or in part on such materials; to acknowledge in any publication  the MRC Cognitive function and ageing study and to declare in any such work those who carried out the original data collection and analysis. 

7. I accept responsibility for gaining approval from the appropriate ethics committee for all work performed on material that I receive from the CFAS Tissue Resource and to lodge a copy in the CFAS core office before the materials are released for use.  I note that all procedures used by the CFAS Tissue Resource in the procurement, storage and distribution of tissue have been approved the relevant Multicentre Research Ethics Committee (MREC 99/5/22) .  

8. I will at all times abide by the regulations governing the use of post mortem human tissue for research purposes laid out in the Human Tissue Act (2004) and the Human Tissue Authority’s codes of practice (available at www.hta.gov.uk).

9. For projects of more than one year , I will provide a short written summary of the work performed on material supplied by the CFAS Tissue Resource.  In addition I promise to return any unused material including unused tissue sections, re-usable tissue extracts and DNA preparations.

10. If work performed on material supplied by the Tissue Resource generates ideas, rights, processes or products of potential commercial value, I and the Institution where I am based will enter into a separate agreement with the CFAS Cooperative Management Committee and the Medical Research Council on all relevant intellectual property issues.  I will not sell or transfer to a third party any intellectual property rights arising from work performed on material supplied by the Tissue Resource without written agreement from the CFAS Cooperative Management Committee.

11.   My right to undertake the obligations and give the undertakings detailed in this Agreement is confirmed by the  signature of an authorised representative of the Institution of which I am an employee.

Signed:

…………………………………………………………………

Name:

…………………………………………………………………

Position  Held:..............................................................................................................

Date:

………..………………………………………………………..

Signature on behalf of the Employer / Institution/ Licence holder
Signed:

…………………………………………………………………

Name:

…………………………………………………………………

Position Held:
.............................................................................................

Date:

………..………………………………………………………

..

The completed form (signed hard copy and emailed) should be sent to:

Linda Barnes

Institute of Public Health,  Forvie Site

Robinson Way

Cambridge  

CB2 2SR        

Phone:O1223 330311, Fax:  01223 330330

Email:  leb22@medschl.cam.ac.uk

RECEIVED AT CORE OFFICE:


Date:

SEEN BY CMC:




Date:

APPROVED BY CMC:



Date:

SEEN BY ADVISORY COMMITTEE:

Date:

APPROVED BY ADVISORY COMMITTEE:
Date:

TISSUE TRANSFER AGREEMENT SIGNED
Date:

TISSUE/ BLOOD SENT:



Date:

DATA SENT OUT:



Date:

DATA SENT BACK:



Date:

PAGE  
30/05/2006

