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Mechanism of approval for access to materials from the WCB

Application forms will be available from the project website (www.walescancerbank.com).  

There are two phases to the application process.  

Phase 1
Outline proposal

An outline proposal (one page of A4) containing the following information:

1:
Principal Investigator’s contact details, plus details of where the proposed project will be carried out.  If this is a project where biological material will be analysed at more than one site, details of any co-investigators and their institutions must be included.

2:
An outline of the project, stating the amount and type of material to be requested from the WCB (e.g. 10 paraffin sections and one aliquot of DNA from each of 100 Grade 3 Node negative breast cancers in women aged over 70).

3:
If ethical consent has already been obtained for the project, a letter from the appropriate REC should be included.  
4:
Source of funding for the project

This outline proposal will be reviewed by the Executive of the Advisory Board, simply to check that a similar project has not already received material from the WCB, and that the requested material could be supplied within a reasonable timescale.  However, in certain circumstances it may be advantageous to have more than one project studying the same factors but by different methods.  Where this is the case, it might be advantageous for material from the same cases to be used (where possible).  However, both PIs should be made aware of this and agree to it.  It would be useful to avoid excessive duplication of studies, although substantiation by different groups is important.  Where the requested material would take time to accrue, the PI should be informed of this, as they may wish to restructure their application.

This procedure should take no more than 2-3 weeks, and could be done by email.

If the outline proposal is accepted by the Advisory Board, a full application, using forms that will be available on the website, should be invited, with receipt within 2-3 months.

Phase 2
Full application 

Full applications must be made on the forms provided from the website 

Applications must be sent to the Secretariat in Cardiff by email and a copy signed by the PI by mail.  Applications must be logged and given an application number which can be used on the database to track which samples from which patient have been issued to which project and when.  

Following provision of an application number, the applications should be forwarded by email to the members of the External Review Panel. 

The External Review Panel should be composed of experts in Cancer Research who are outside those involved in the Wales Cancer Bank.  It should be composed of a mixture of clinicians and basic scientists, and could include representation from one or more of the Cancer charities and a Patient Group.  

The External Review Panel should assess applications according to the protocol set out in Annex 1.

Following review by the External Review Panel, the full application, together with the report from the External Review Panel should be made available to the Advisory Board.  The Advisory Board should approve, or reject the application, based on the advice of the External Review Panel.  If there is a substantial deviation from the outline proposal with respect to the amount or type of material requested, the Advisory Board may need to consider whether adequate material is available immediately.  

Flow Diagram for Approval of Applications
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Obligations of the researchers

In return for provision of samples from the WCB, the Principal Investigator should agree in writing to the following conditions (this is included in the application proforma)

1. The material and information will be used only for the purpose specified in the application approved by the WCB External Review Panel and Advisory Board.

2. Cost of transportation of any materials will be met by the principal investigator. 

3. No material or information will be passed to any other person without the approval of the WCB Advisory Board.

4. Any results obtained that might be relevant to the care of the patient concerned will be reported immediately to the Director of the Wales Cancer Bank for transference to the relevant physician concerned with that patient’s care. 

5. Publication of all relevant results is expected; the assistance of the WCB should be acknowledged.

6.  All results should be documented using the WCB sample code number.  This is particularly important as material from the same tumour may be made available to several researchers.

7. Authors should agree that after publication, and after agreed period, unpublished data, may be made available through the WCB database to PIs of other approved projects.

8.  A brief report on the work of the project will be made within 3 months of the end of the study.  This shall include the results of all investigations carried out on each sample.  The report should be sent to the WCB Secretariat, for use within the WCB.  It will not be otherwise disseminated without the agreement of the principal investigator.

This agreement is between the WCB and the researchers, and the WCB Secretariat will seek to ensure that the researchers fulfil their commitment to the conditions outlined above.  Research  results provided under point 8 of the agreement will be stored within the WCB database.   A copy of this agreement is provided to the Principal Investigator as part of the documentation accompanying samples issued by the WCB.

If a researcher breaks the agreement outlined above, the matter will be referred to both the Advisory Board of the WCB and appropriate action will be taken.  This may result in the researcher concerned receiving no further support from the WCB.

Implications of the NCRI Data Sharing policy

There is a broad agreement, which was published in Nature and the BMJ, that the NCRI member organisations that publicly funded research data should be openly available to the maximum extent possible.  It is proposed that all data (linked only on the WCB number) should be available through the internet to any registered user of the WCB (password protected access).  Applications for use of the database could be made from those who have not contributed to supplying research information to the database, but this would still require approval by the WCB management.

Annex 1

Protocol for dealing with applications for access to materials from the WCB

1. Applications would be circulated to members of the ERP by the WCB secretariat within 2 weeks of receipt

2. All applications would be accompanied by the assessment form (see attached).

3. All members will score applications under 4 categories, scoring each category in the range of 0 (poor) to 6 (excellent).

4. The four categories will be as follows:

(1) Science

Innovation, feasibility, risk that material might be lost without significant contribution, suitability for the use of this specific material.

(2) Methods

Whether the methods chosen by the researchers are appropriate, sensitive, specific and well controlled

(3) Preliminary data

Whether the researchers have supplied sufficient data to support the proposal and its methods

(4) Investigator(s)

Whether the investigator(s) are experienced and show evidence of the publication of previous studies and where there is more than one group the feasibility of the collaboration proposed.  

The individual marks for each category will be used to provide an average score for the project from each assessor.

In addition, each assessor would be asked to make comments concerning the relative strengths and weaknesses of the project proposed and any suggestions for improvement of the project.

5. The completed individual assessment sheets for each project should be passed to the secretariat within one month of receipt of the applications.  A consensus report consisting of the points listed below would be prepared for distribution to the Advisory Board.

· The mean and range of the average scores for each project

· A synthesis of the comments received from the assessors

· Any other information that could be considered useful e.g. where there is significant overlaps between projects whether two or more projects could feasibly be combined.

6. The Secretary of the External Review Panel will maintain a copy of the original assessment sheets from each of the assessors, together with the calculated mean scores and their range.

7. Where there was considerable disparity among members of the Panel, and this could not be resolved by email, the Panel may wish to meet to discuss the application.

8. Where the Panel believed an application was of a particularly specialised nature beyond the scope of the members of the Panel, the Panel proposed to recommend to the Advisory Board that  an expert opinion should be sought.  The opinion of such an expert would be circulated to the Panel, which would then consider its recommendation.
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Application number:








Please mark each section 0 (poor) to 6 (excellent)


Category






Mark

1:
Science             







2:
Methods








3:
Preliminary data







4:
Investigator(s)







Average score:                                                             

Comments 






Signed:






Date

Interim phase 2-3 months





6 weeks





Phase II





2 weeks











Phase I





Status report issued to WCBAB





Information on number and type of samples requested sent to Database Manager for stock status checking





PI notified of outcome of review and given indication of when samples will be released





Full application reviewed by WCBAB





Report issued by ERP and sent to WCBAB





Full proposal sent to External Review Panel





Outline proposal submitted to WCB Secretariat 





Full application received by Secretariat and logged in





Yes





PI notified, invited to revise application or accept phased release of samples





No





Excessive amount of samples requested?


Significant overlap with existing studies?





Full application invited





Outline proposal reviewed by WCBAB
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