
Withdrawal request and MTA document
Please complete Parts 1 to 4, sign / date the request and then:
	Return to:
	Dr K. Dixon/Emma Davis/Debbie Payne

CIGMR Biobank, CIGMR, 

Stopford Building, 

University Of Manchester,

Oxford Road, Manchester, M13 9PT

	Or forward an electronic copy to:


	kate.dixon@manchester.ac.uk
emma.davis@manchester.ac.uk
debbie.payne@manchester.ac.uk


PART-1
Request for Access to Samples via CIGMR Biobank 
Withdrawal Identifier (to be used on all correspondence):______________
This form and your Plan of Research will be considered by the CIGMR BIOBANK Technical Access Committee (TAC). It will determine whether you, the potential user, have requested an appropriate amount and type of sample. Please attach your proposal (Background; Objectives; Plan of Research) and complete all fields in this document.  Your request will not be considered if any fields are left blank.

	No.
	Question
	Answer

	1
	Name of all applicants, affiliations and contact details.
	

	2
	Title of proposal 
	

	3
	Planned / known source of funding (e.g. MRC)
	

	4
	Brief description of project (200 words)
	

	5
	Which platform(s) will be used to carry out tests?
	

	6
	What amount of sample is recommended per test by the platform manufacturer(s)?
	

	7
	What type of tests will you perform (e.g. genotyping, sequencing etc.)?
	

	8
	Specify the tests (names of SNPs, names of exons, biomarkers etc.) you will perform on each sample (attach table)
	

	9
	Will the tests be performed in house?
	

	10
	If out-sourced, which organisation(s) will be responsible?
	

	11
	Provide contact details for organisations defined in 10?
	

	12
	How much sample (ng and µl) per subject are you requesting? (attach table if necessary)
	

	13
	Specify the collection(s) from which you wish to receive sample.
	

	14
	CIGMR Biobank requires that there is access to the data that you acquire from your samples and that this data is linked back to the samples. How will you enable this?
	


PART-2
Form LAB/005b: Request For Sample Withdrawal (DNA).
	Transferee Contact Details

	Name
	

	Company / Institution
	

	Telephone
	

	Email
	

	Withdrawal Request Details

	Collection/
Study Name
	

	Samples required
	Please forward a list of sample identification numbers (in .xls or .xlsx format) to all named individuals: 

Kate.Dixon@manchester.ac.uk
Emma.davis@manchester.ac.uk
Debbie.Payne@manchester.ac.uk
Please indicate on the list which samples are controls if you require cases and controls to be mixed across the plates

	DNA Concentration Required (ng/µl)
	

	DNA Volume required (µl) 
(per sample)
	

	Minimum DNA concentration

(Please Tick)


	Some samples may have concentrations lower than your requested concentration. Would you like us to:

	
	
	Provide a lower concentration for these samples (please state the concentration): ___________

	
	
	Contact you for further instructions

	
	
	Remove the low samples from your request

	Any Other Instructions
	(e.g. Position of unique blank wells for plate identification, instructions for sample order) 

	Diluent 

(please tick)
	
	10mM Tris

	
	
	10mM Tris 1mM EDTA (1xTE buffer)

	
	
	water

	
	
	Other (please specify)……

	Plate Type Required

(please tick)
	
	1.2ml x 96 well (Abgene#AB-0564)

	
	
	0.8ml x 96 well (Abgene#AB-0765)

	
	
	PCR plate  (STARLAB I1402-9800)

	
	
	Other (96 well only, please specify)

	Plate Seal Type Required

(Please tick)
	
	Easy Pierce Foil Sheet (Abgene#AB-0757)

	
	
	Adhesive PCR Film (Abgene#AB-0558)

	
	
	Sealing Mat (Abgene#AB-0556)

	
	
	Other (Please specify)… 

	Shipping Temperature
	
	Dry ice

	
	
	Chilled

	
	
	Room temp

	Shipping address

Please include contact name and telephone number
	


	Transferee signature

	Signed:


	

	Date:


	


PART-3

Finance Details
	Does your institution require a purchase order before processing an invoice? (NB all NHS sites are required to provide a purchase order)
	

	If yes, please provide a Purchase order number
	

	For The University of Manchester groups only, please supply an R code
	

	All users please provide their Finance office contact details:
	

	Contact name
	

	Email
	

	Telephone
	


PART-4
Material Transfer Agreement

Between CIGMR Biobank and [insert name of Organisation] (hereinafter referred to as “the Transferee Institution”)

	Material Transfer Agreement No.
	 

	
	

	Name of Transferee Institution
	

	Name of Investigator
	

	Address
	

	Tel
	

	e-mail
	

	Transferee’s operations contact name
	

	Address
	

	Tel
	

	e-mail
	

	Name of Transferor Institution
	The University of Manchester

	CIGMR Biobank archive operations contact name
	Dr Kate Dixon

	Address
	CIGMR Biobank 
Centre for Integrated Genomic Medical Research

University of Manchester 

Stopford Building

Oxford Road 

Manchester M13 9PT UK

	Tel
	0161 275 1625

	e-mail
	Kate.Dixon@manchester.ac.uk


Declaration

The Transferee has applied to the Transferor Institution for the release of Biological Material currently stored under separate agreement at CIGMR BIOBANK. The Transferor Institution has approved the transfer.  CIGMR BIOBANK is now authorised to release the Biological Material in accordance with the terms and conditions set out below. The University of Manchester and the Transferee Institution hereby agree to be bound by the provisions set out in this Agreement.

	Signed for and on behalf of the University of Manchester by its duly authorised representative

Signature:………….........................
Name:……………………………….
Title: ………………………………..
Date: …………………………………
	Signed for and on behalf of the Transferee Institution by its duly authorised representative

Signature:………………………..
Name: …………………………..
Title: …………………………...
Date: ……………………………


Definitions

	CIGMR Biobank (CIGMR BIOBANK hereinafter) is a collaboration between scientists (who are guardians of collections of samples and data from human subjects) and other scientists (who operate CIGMR BIOBANK that manages the corresponding samples and data).

	CIGMR BIOBANK is CIGMR Biobank, a project owned by the University of Manchester for the Centre for Integrated Genomic Medical Research.

	CIGMR BIOBANK collector is an investigator who has made a collection of samples and data from human subjects and who uses CIGMR BIOBANK to manage the corresponding biological samples and data in whole or in part.

	Transferee is an investigator who has been approved to receive biological samples from CIGMR BIOBANK. This investigator may either be a CIGMR BIOBANK collector or be an investigator whose bona fides have been established by CIGMR BIOBANK and who has formed a collaboration with one or more CIGMR BIOBANK collectors.

	Transferor Institution means the institution which deposited the Biological Material with CIGMR BIOBANK.

	Access sub-committee is a sub-committee of the MRC CIGMR BIOBANK Steering Committee convened by the Medical Research Council and reporting to the Council on the progress and development of CIGMR BIOBANK.

	Biological Material means the biological sample and any derivatives or modifications thereof to be distributed together with associated descriptive data.

	Publication means communications that include but are not limited to articles published electronically or otherwise in peer-reviewed journals, reviews, books, posters and other written and verbal presentations of the research.

	


Section A Transferee’s undertakings

In signing this Agreement, the Transferee Institution agrees and undertakes to:

	A1
	Provide herewith electronic documentation that:

	
	1.1 Names all investigators (including CIGMR BIOBANK collectors) in the proposed investigation.

	
	1.2 Provides the scientific research proposal (including title, background and research plans) that is the basis for the request for DNA Materials.

	
	1.3 Lists the Biological Materials that are requested, identifying the CIGMR BIOBANK collection(s) to which each sample belongs and the name of the corresponding collector. 

	
	1.4 Lists all planned genotyping or other tests to be undertaken on the requested Biological Materials. 

	
	1.5 Establishes that the scientific research proposal has been approved scientifically by peer review.

	
	1.6 Establishes that the plan of work has been approved technically by the MRC CIGMR BIOBANK Steering Committee Access sub-committee.

	
	1.7 Establishes that the tests to be undertaken on the Biological Material have appropriate ethical approval.



	
	Despatch of Biological Materials from CIGMR BIOBANK archive is contingent on receipt by CIGMR BIOBANK archive of this documentation.   CIGMR BIOBANK shall treat the documentation as strictly confidential and shall not use the documentation for any purpose other than its assessment of the performance of its processes. The submission of such documentation by the Transferee Institution to CIGMR BIOBANK shall not prejudice the Transferee Institution’s right to publish the results of its research with the Biological Material.



	A2
	Specify to CIGMR BIOBANK any and all changes to items in A1 above. 

	A3
	Refrain from any use of the Biological Material for any unspecified tests.

	A4
	Pay charges, fees and levies required within 30 days of CIGMR BIOBANK issuing an invoice. 

	A5
	Communicate promptly and in writing (E-mail is acceptable) to CIGMR BIOBANK any information regarding the quality of the Biological Material or problems the Transferee Institution may encounter with the Biological Material.

	A6
	Provide confidential reports of progress or of any other nature as requested by CIGMR BIOBANK and notify CIGMR BIOBANK of any significant delays in completing the tests described in the original application.

	A7
	Ensure that CIGMR BIOBANK is provided with confidential access to all the data on all tests performed on any sample requested from CIGMR BIOBANK. Implementation of access shall be enabled by the Transferee Institution within 10 days after the date of acceptance for publication of any peer-reviewed research paper reporting on any of the tests on any of the samples. Access by CIGMR BIOBANK shall not prejudice the Transferee Institution’s right to publish the results of its research with the Biological Material. 

	A8
	Take all reasonable steps to ensure that the contribution of CIGMR BIOBANK and its funder, the Medical Research Council, is suitably acknowledged in all publications and communications (verbal and written) that report the Transferee Institution’s use of the Biological Material. The following form of words should be used: “We acknowledge biological sample management undertaken by the CIGMR Biobank funded by the Medical Research Council at the Centre for Integrated Genomic Medical Research, University of Manchester”.

	A9
	Ensure that three copies of all research papers based wholly or partly upon the biological material are forwarded to CIGMR BIOBANK upon publication. (CIGMR BIOBANK will forward copies to the Medical Research Council and the CIGMR Biobank  Steering Committee).

	A10
	Inform CIGMR BIOBANK and the press offices at the Medical Research Council and the University of Manchester prior to any media publicity.

	A11
	Use the Biological Material in compliance with all applicable laws, governmental regulations and guidelines pertaining to research with the Biological Material, including the Human Tissue Act 2004 (http://www.opsi.gov.uk/acts/acts2004/20040030.htm) and the MRC Guidelines on Human Tissue and Biological Samples for Use in Research (http://www.mrc.ac.uk/pdf-tissue_guide_fin.pdf).

	A12
	Refrain from use of the Biological Material or any parts thereof in or for the production of products for sale or for any commercial purpose.

	A13
	Not hold the University of Manchester liable for any use of the Biological Material by the Transferee Institution.

	A14
	Indemnify and hold harmless the University of Manchester for any loss, claim, damage or liability of whatsoever kind or nature, which may arise from or in connection with this agreement, or the use, handling or storage of the Biological Materials by the Transferee Institution.

	A15
	Return or destroy the Biological Material at the end of the project as requested by CIGMR BIOBANK.


Section B CIGMR BIOBANK archive’s undertakings

In signing this Agreement, CIGMR BIOBANK agrees and undertakes to:

	B1
	Process requests from the Transferee Institution for the Biological Material. 

	B2
	Prepare aliquots of Biological Material in the quantity and format specified by the Transferee Institution and approved by the Committee.

	B3
	Undertake on these aliquots any reasonable quality control measures specified by the Transferee Institution.

	B4
	Despatch these aliquots in a frozen state to the address provided by the Transferee Institution, notifying the Transferee Institution of package tracking details.

	B5
	Reserve the right to suspend or refuse to accept work where payment for earlier work remains outstanding.


Section C Miscellaneous

	C1
	Term. This Agreement shall come into full force and effect on the date of both parties’ signatures hereto and shall continue unless terminated in accordance with the relevant provisions under this Agreement.

	C2
	Risk of loss or damage to the sample shall remain with the Transferee Institution. 

	C3
	This Agreement does not restrict the rights of CIGMR BIOBANK to distribute the Biological Material to other institutions or to publish any document referring to this Biological Material unless bound by obligations of confidentiality to the Transferee Institution.

	C4
	The Transferee Institution warrants that it has full legal authority in the country where the accompanying data will be processed to receive, store and process such data, to use it for the purpose(s) for which it has been collected, as set out in the application and will comply with the Data Protection Act 1998.

	C5
	If either party wishes to terminate this Agreement it will present its reasons in writing to the other party and to the MRC CIGMR BIOBANK Steering Committee. This Committee will advise the parties, then conciliate between them and ultimately arbitrate on the matters at issue. When CIGMR BIOBANK receives written reasons of a wish to terminate this Agreement it will halt despatch of Biological Materials. 

CIGMR BIOBANK may terminate this Agreement forthwith by written notice if the Transferee Institution commits a material breach of any of its obligations under this Agreement.  In the event of such a termination any Biological Materials that have been released pursuant to this Agreement must be immediately returned to CIGMR BIOBANK.

	C6
	This Agreement shall be governed by and construed and interpreted in accordance with the laws of England and the parties hereby submit to the non-exclusive jurisdiction of the Courts of England.

	C7
	No warranties are made by CIGMR BIOBANK whether express or implied. In particular, CIGMR BIOBANK does not make any warranty that the samples will not degrade in CIGMR BIOBANK’s safe keeping. In no event shall CIGMR BIOBANK be responsible for any punitive damages or any actual, consequential, incidental, indirect or special damages of client or any third party. 

	C8
	Force Majeure. Neither party shall be liable for loss, damage, or delay, nor be deemed to be in default from causes beyond its reasonable control or from Acts of God, fire, strikes, labour difficulties, acts or omissions of any third party, of any governmental authority or of the Transferee Institution, from compliance with governmental regulations, from insurrections or riots, embargoes, delays or shortages in transportation or inability to obtain necessary labour, materials or manufacturing facilities from usual sources, defects or delays in the performance of CIGMR BIOBANK or its subcontractors due to any of the foregoing enumerated causes or any other cause similar to the foregoing.

	C9
	No rights are granted by the Transferee Institution to CIGMR BIOBANK to use in any way any intellectual property that may arise from CIGMR BIOBANK’s activities in regard to the Transferee Institution’s samples other than for the purposes of (a) the performance of CIGMR BIOBANK’s processes and/or (b) quality control and assurance. No Intellectual Property rights in the results of the research carried out by the Transferee Institution using the Biological Material shall belong to CIGMR BIOBANK.

	C10
	These Terms and Conditions and the attachments referred to in A 1 (above) and any other attachments hereto are intended by the parties as the final expression of their agreement and a complete statement of the terms thereof and shall supersede all previous understandings and agreements. 

	
	

	C11
	No person who is not a party to this Agreement is entitled to enforce any of its terms, whether under the Contracts (Rights of Third Parties) Act 1999 or otherwise.


Part – 5

Technical Access Committee
To be filled in by CIGMR BIOBANK TAC, not applicant
	Questions to be addressed by reviewers

REVIEWER-1   
	Yes/ no /don’t know/not applicable

	1. The amount of DNA/sample requested matches the amount of DNA/sample required.
	

	2. The platform (s) is appropriate for the test.
	

	3. There is no other platform available that uses significantly less sample.
	

	4. The test(s) can be performed with comparable reliability on cell line DNA or WGA as on blood-derived DNA. 
	

	5. The out-sourced genotyper/test provider is reputable.
	

	6. The requested concentration of DNA is reasonable for the platforms to be used.
	

	7. The proposed plan for data access is reasonable.
	


	Questions to be addressed by reviewers

REVIEWER-2   
	Yes/ no /don’t know/not applicable

	1. The amount of DNA/sample requested matches the amount of DNA/sample required.
	

	2. The platform (s) is appropriate for the test.
	

	3. There is no other platform available that uses significantly less DNA.
	

	4. The test(s) can be performed with comparable reliability on cell line DNA or WGA as on blood-derived DNA. 
	

	5. The out-sourced genotyper/test provider is reputable.
	

	6. The requested concentration of DNA is reasonable for the platforms to be used.
	

	7. The proposed plan for data access is reasonable.
	


Two reviewers will independently respond to the statements above and send their yes/no opinion to CIGMR BIOBANK. If there is any “no” opinion, then the reviewer will explain. If the two reviewers disagree, then CIGMR BIOBANK will ask them to confer. If their disagreement persists, a third opinion will be sought by CIGMR BIOBANK and a majority decision taken request
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