[bookmark: _GoBack]

[image: Nieuwe logo UMC Utrecht]





		

BIOBANK PROTOCOL














	Sub-biobank title (up to 250 characters):

	Sub-biobank acronym (up to 50 characters):

	Details of person with final responsibility and contact person 

	Name responsible sub-biobank coordinator (= (medical) head of department) (surname, initials)):

	

	Division (full name):
	

	Department (full name):
	

	E-mail: 
	  @umcutrecht.nl

	Name of contact person (surname, initials)

	

	E-mail:
	  @umcutrecht.nl

	Sponsor, if this is not UMC Utrecht:
	<name and contact details>

	Grant provider (if applicable):
	

	Summary <up to 500 words, including background in terms of the research field for which the biobank is being set up, the reasons for collecting material from this specific biobank population, and a brief description of the biobank population, e.g. healthy volunteers aged 18-55 years>




BIOBANK PROTOCOL SIGNATURE PAGE
1. The undersigned, who is the responsible coordinator for this sub-biobank, declares that:
· he/she has taken note of UMC Utrecht’s biobank regulations (“Kaderreglement Biobanken UMC Utrecht”) and will follow this biobank protocol and these UMC Utrecht’s biobank regulations; 
· he/she will inform the other parties with responsibility for this biobank protocol about any adjustments to this protocol in connection with questions from the committee and will obtain their approval for these adjustments. Note: If so, this biobank protocol will not need to be re-signed when resubmitted. It is advisable to keep a fully signed version of the final approved protocol in the biobank file.
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	Signature
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LIST OF ACRONYMS AND RELEVANT DEFINITIONS 

	DPA
GDPR
BC
	Data Protection Authority of the Netherlands
General Data Protection Regulation
Broad Consent

	CBB
	UMC Utrecht Central Biobank

	ICF
	Informed Consent Form

	EB
	Executive Board

	TCBio
	Biobank Research Ethics Committee: independent committee set up by the Executive Board that reviews biobank protocols and the use of the materials for specific research questions. 

	
	

	
	


 

[bookmark: _Toc18411490]INTRODUCTION AND RATIONALE

<Provide the background of and the reasons for setting up the biobank. Also describe the scientific  and social value of the biobank by adding the following:
· Mention peer-reviewed articles in scientific journals (list the references in Section 9). 
· Give convincing arguments why there is insufficient knowledge in the research field for which the biobank is being set up.
· Indicate how this sub-biobank is in line with UMC Utrecht’s focal points.
· Indicate why a new sub-biobank needs to be set up and why no use can be made of existing biobanks. 
· Explain any relations with other biobanks.
· Also explain in the introduction why human biological materials will be collected from the specified population. This is especially important for adult donors who are unable to make a reasonable judgement of their own interests with regards to the biobank (incapacitated donors). 
· If the collection of the materials will substantially increase the burden and/or risks (e.g. due to withdrawal of cerebrospinal fluid), explain why the materials cannot be obtained via a procedure that is less burdensome or carries fewer risks.> 



[bookmark: _Toc18411491]
OBJECTIVE 
<Provide a global description of the purposes for which the biobank is being set up.>


[bookmark: _Toc18411492]BIOBANK POPULATION
[bookmark: _Toc18411493]General description of the biobank population 
<Provide a general description of the biobank’s donor population by answering the questions below.> 

A) Healthy donors and/or patients?
 healthy donors 
Number: ………………..
 patients 
Number: ………………….

B) From which donor category will materials be collected (more than one answer possible)

aged 16 years or over and able to exercise their free will (capacitated) 
aged 16 years or over and unable to exercise their free will (incapacitated, proceed to question C)
aged 12-15 years and able to give informed consent (proceed to question D)
 aged 12-15 years and unable to give informed consent (unable to exercise their free will, incapacitated) (proceed to question C)
under 12 years of age (proceed to question D)

C) If a donor is unable to exercise his/her free will, which category does he/she belong to?
people with a mental disability
 people with a psychiatric disorder
people with a dementing disorder
people with a reduced level of consciousness
other, i.e. …………………………………………………………………

D) (If applicable:) Why will the materials not be collected from subjects who are of age / capacitated i.e. able to make a reasonable judgement of their own interests with regards to the biobank?
…………………………………………………………………
E) Which type or types of disorders/conditions does the biobank concern (up to 3):
 heart disorders
congenital, familial and genetic disorders
 disorders of the blood and lymphatic systems
 nervous system disorders
eye disorders
balance and ear disorders
 respiratory, thoracic and mediastinal disorders
gastrointestinal tract disorders
 renal and urinary tract disorders
 skin and subcutaneous tissue disorders
musculoskeletal and connective tissue disorders
 endocrine disorders
nutritional and metabolic disorders
infections and parasitic diseases
 injuries, intoxications and complications of procedures
neoplasms (benign, malignant and unspecified, including cysts and polyps)
 surgical and medical procedures
 vascular disorders
general disorders and administration site disorders
 pregnancy, perinatal period and puerperium
 social circumstances
 immune system disorders
 hepatobiliary disorders
reproductive system and breast disorders
 mental disorders
 other, i.e.

[bookmark: _Toc18411494]Specific description of the biobank population
<The biobank population must be clearly defined. From what source population will the donors be recruited?>

A.Is this group of donors also involved (as far as you know) in ongoing WMO or non-WMO studies or in an existing biobank of UMC Utrecht? 	
 yes       no
 
If so, in what division/department? 
B. Is this biobank being set up in consultation with the division/department concerned? 
 yes       no


[bookmark: _Toc18411495]Inclusion criteria
<List the characteristics of the biobank population (age, sex, ethnic background (if relevant), etc.).>

To be eligible for inclusion in the biobank, the donor must meet all of the following criteria:



[bookmark: _Toc18411496]Exclusion criteria
A potential donor who meets at least one of the following criteria will be excluded from participation in the biobank:




[bookmark: _Toc18411497]Intended or expected number of donors
<Give an indication of the intended number of donors and the reasons for storing materials from this intended number of donors for future research.>


[bookmark: _Toc18411498]
METHODS
	
[bookmark: _Toc18411499]Biobank procedures involving the donor
<Provide a detailed description of the procedures, techniques, methods and/or tests that the donors will have to undergo during their participation in the biobank, including the volumes of the samples to be obtained. Describe all procedures that donors will have to undergo. Answer all questions below and under I) provide relevant information that has not been provided under A-H. If applicable, a schedule may be provided of all procedures that the donors will undergo during their participation in the biobank.
Indicate clearly which procedures are part of regular care and which will be additional due to participation in this biobank.>

A) Will the donors have to undergo additional (invasive) procedures (which are not part of the standard care) as part of their participation in the biobank?
 
 no. In this case, does it concern:
	a) residual materials[footnoteRef:1]?  yes  no  [1:  Materials obtained as part of diagnostics and/or treatment that no longer need to be used for quality assurance and/or further individual diagnostics.
] 

b) withdrawal of extra blood during standard venepuncture as part of regular care? 
 yes, …… times …… ml/procedure
 no
 venepuncture …… times …… ml/procedure
 arterial puncture …… times …… ml/procedure
 intravenous injection …… times ……ml/procedure
 intra-arterial injection …… times ……ml/procedure
 subcutaneous injection …… times ……ml/procedure
 intramuscular injection …… times ……ml/procedure
 intra-articular or peri-articular injection …… times ……ml/procedure
 withdrawal of cerebrospinal fluid .... ... times …… ml/procedure
 endoscopy, type of endoscopy:
……………………………… ..……times
 biopsy, type of biopsy:
……………… …….. times
 catheterisation, type of catheterisation:
………………………………………. ...……. times
 assessment involving radiation exposure, type of assessment:
……………………………… ………times….. mSv/procedure
………………………………… .………times……mSv/procedure
………………………………… .………times……mSv/procedure
 vaginal/rectal examination ……….times
 other procedures, i.e. (describe according to severity and frequency):
………………………………………………………………………………………………
B) How much time will donors spend on their participation in the biobank (and any prior examinations)?
Time to be spent: per visit …… …………….. …………………………………………
total …… ………………………………………………………..
total amount of time for the individual donor ……. …

C) Will the donors be admitted to hospital in connection with their participation in the biobank, or will any hospital admission be extended?
yes, their stay in hospital or in the institution will be extended in connection with their participation in the biobank
 yes, they will be admitted to hospital or to the institution for their participation in the biobank
 no

a) If so, for how long? …… .. day/days (or extra days)
How often? ...… .. times

D) Describe the extent to which donors will be subjected to procedures or will be required to act in a certain way, such as cooperate with questionnaires, interviews or physical/mental assessments, deny themselves certain things, stick to a particular diet (for invasive procedures, see question A).
………………………………………………………………………………………………
E) Will the donors be tested for certain disorders/conditions (e.g. HIV, pregnancy)?
yes (explain), i.e. ……..
no

F) Indicate which risks participation in the biobank carries for the donor.

G) Will participation in the biobank mean for the donor that the standard treatment or diagnostics can be deviated from or can be postponed?
 yes
no
 not applicable

G) If so, what does the deviation or postponement entail, and why is it justifiable?


H) Why do you consider the risks of collection to be minimal and why do you think the burden is in proportion to the purpose of the (future) research for which precisely this type of tissue or blood sample must be available? 

I) Additional information relating to the collection procedure:


[bookmark: _Toc18411500]Withdrawal of individual donors from the biobank
Donors can end their participation in the biobank at any moment and for any reason without this having any consequences for them. The responsible sub-biobank coordinator may also decide to withdraw a donor from the biobank, for instance because the donor does not meet the inclusion criteria. 
[bookmark: _Toc18411501]Specific criteria for withdrawal (if applicable)



[bookmark: _Toc326702345][bookmark: _Toc18411502] Processing and storage of human biological materials
[bookmark: _Toc18411503]Processing procedures for human biological materials
<Describe how the human biological materials will be processed from the moment of their collection from the donor to the storage of the materials in the Central Biobank (which is compulsory at UMC Utrecht). Indicate which preferred partners will perform the material processing when this will not be done by the CBB. If in exceptional cases the storage of human biological materials will occur externally instead of at UMC Utrecht’s CBB, clearly explain the reasons for this external storage, and state the location. The TCBio must review the deviation from the standard storage location. Note: In case of external storage, the responsible sub-biobank coordinator will still be responsible for ensuring proper use of the biobank materials in accordance with UMC Utrecht’s biobank regulations. Also answer the questions below.>

A) Will any cells be amplified to immortal (stem) cells and cell lines?[footnoteRef:2]  yes no [2:  The donor must consent to this. ] 


[bookmark: _Toc18411504]Procedures for encoding and storage of personal and other data and human biological materials	
<Describe how personal and other data and materials will be handled, which steps will be taken to secure these data, and how the privacy of the donors will be assured, by answering the questions below.
Explanation: Personal and other data must be kept confidential. To allow personal and other data and human biological materials to be traced back to a donor, a code list may be used. The code cannot contain any details of the person concerned (e.g. it cannot be based on their initials and date of birth). For definitions relating to privacy aspects, refer to UMC Utrecht’s biobank regulations. For more information on encoding and key management, also refer to the Code of Conduct for responsible handling of human tissue, dated 2011, on: Verantwoord omgaan met lichaamsmateriaal ten behoeve van wetenschappelijk onderzoek 2011.indb (umcutrecht.nl) 
The General Data Protection Regulation (GDPR) must also be adhered to.>

A) 
I) Will any personal or other data be encoded?
 yes
no, because  …………

If the personal or other data will be encoded, please answer the following question:
II) Does it concern: 
encoding whereby directly traceable data will be replaced with a random code 
pseudonymisation, whereby directly traceable data will be encrypted to a pseudonym using an algorithm (possibly via engagement of a trusted third party).

Note: Data can only be considered anonymous if the person concerned cannot or can no longer be identified. This requires more than just removing names and contact details. Data anonymisation can be achieved through aggregation (merging of data to information like “the average patient is between 40 and 55 years of age”) or data randomisation (e.g. randomly exchanging dates of birth and places of residence in a long list).
 
III) How will this code be structured?

IV) Who will have access to the key to this code?
Name: 
Position:
Treatment relationship with the patient:   yes   	 no
Division/department:

V) Where will the key or keys be stored?

VI) Will there be an extra copy of the key? (for availability reasons)

VI) How will the key or keys be secured?

VII) Who will have access to the source documents and any other data that can be traced back to the person concerned?

Name: 
Position:
Treatment relationship with the patient:   yes   	 no
Division/department:

VIII) Where will the directly traceable personal or other data be stored?

IX) Who will have access to the directly traceable personal or other data?
Name: 
Position:
Treatment relationship with the patient:  yes   	 no
Division/department:

X) Who will be the data owner? 

UMC Utrecht

 Other, i.e. 

XI) How will the data be secured?

XII) For how long will the data be retained? <Note: If the intention is to use data from HiX, these must be extracted from Hix in encoded form before the retention period of the HiX data has expired.>
indefinitely. 
…… years. 



B) Storage in the CBB is compulsory at UMC Utrecht. If the materials will not be stored in the CBB but externally, please answer the questions below: 

I) How will the human biological materials be stored?
 with a code that is indirectly traceable to the subject (code list)
 in a form that cannot be traced back to the subject (pseudonymised) 
 anonymously; please note that this option is not useful for a biobank.


II) How will this code be structured?

III) Who will have access to the key to the code?
Name: 
Position:
Treatment relationship with the patient:   yes   	 no
Division/department:

IV) Where will the key or keys be stored?

V) Will there be an extra copy of the key? (for availability reasons)

VI) How will the key or keys be secured?

VII) Who will have access to the materials?

VIII) For how long will the materials be retained? 
 indefinitely. 
…… years. 
[bookmark: _bmSeperator]


[bookmark: _Toc18411505]
INCIDENT REPORTING 
[bookmark: _Toc18411506]5.1 Reporting of data breaches
For incidents involving personal data, a statutory reporting duty applies (even if the personal data have been pseudonymised/encoded). For this reason, anyone who observes a data breach must report this to the Data Protection Officer immediately, using the reporting form via the ICT Portal on Connect. 
A data breach is a technical or organisational security breach whereby personal data are accidentally or unlawfully destroyed, lost or modified, or are disclosed or rendered accessible without authorisation. In case of any doubts as to whether it concerns a data breach, the incident should still be reported.
Incidents can be reported via the ICT Portal on Connect: 
Selfserviceportal (umcutrecht.nl) 


[bookmark: _Toc18411507]USE OF BIOBANK MATERIALS FOR SPECIFIC RESEARCH QUESTIONS 
Before the human biological materials and the associated clinical and other data from this biobank can be used for specific research questions, approval must first be obtained from the TCBio. For this purpose, investigators must submit a release protocol to the TCBio, making use of the most recent version of the release protocol template, which can be downloaded from the TCBio’s website. They must follow the submission instructions on the TCBio’s website for this. Among other things, the committee will review the scientific value of the research proposal and assess whether the use of the materials will be in keeping with the donor’s control rights. For example, the use of the materials must be covered by the scope of the broad consent given. For the release of materials, the responsible sub-biobank coordinator must also give his/her approval, by co-signing the release protocol. 

<If, contrary to the approach described above, another committee approves the release of materials and data, that committee’s members and procedures must meet the criteria of Article 10b of UMC Utrecht’s biobank regulations, must be described below, and must be approved by the TCBio.>

[bookmark: _Toc18411508]ETHICAL CONSIDERATIONS
[bookmark: _Toc18411509]Applicable regulations
This biobank will be set up and managed in accordance with UMC Utrecht’s biobank regulations, as adopted by the Executive Board of UMC Utrecht in June 2013.

[bookmark: _Toc18411510]Recruitment and consent
Choose one of the options below (broad consent or ‘no objection’ arrangement).
<For biobank based on broad consent:>

The responsible sub-biobank coordinator must ensure that broad consent is obtained and that the consent form is signed. The person obtaining consent must ensure that the donor and/or his/her representative possesses the information referred to in Article 4, under h, of UMC Utrecht’s biobank regulations, and has received specific verbal and written information on the release, retention, use and destruction of human biological materials, including information on the burden and risks associated with the collection of human biological materials. The donor and/or his/her representative may revoke broad consent at any time after granting it. This revoking of consent only applies to future research involving the collected human biological materials and the associated data.
The responsible sub-biobank coordinator must also ensure that a record exists for each donor, in which any consent and revocation forms are retained. 

<Describe the recruitment and consent procedures by answering the questions below. Add the biobank information letter, the consent form and the revocation form. For template documents, refer to the TCBio website.>

A) How will the donors be recruited, and who (investigator, treating physician, other person) will inform the donor or his/her legal representative and ask for their consent?



B) Are any donors dependent in any way on the investigator or the party recruiting the participants?
 
 yes
 no
B.a. If so, in what way?

B.b. Why will human biological materials be collected from these particular donors, and how will the donors’ interests be protected?
……………………………………………………………………………………………..
C) How much time to reflect will the donors or their legal representatives have when deciding on participation?


D) Can the donors be approached again during their participation in the biobank (for instance for further testing or follow-up)?

 yes
 no

E) Will the donors be asked to consent to this during the consent process for this biobank?

 yes
 no

F) Can donors revoke their consent for participation, and how will this be recorded?


<For biobank based on ‘no objection’/opt-out arrangement:>

A) In what way have the donors and/or their legal representatives received the information referred to in Article 4, under h, of UMC Utrecht’s biobank regulations?

B) In what way can donors still object, and how will such objection be recorded? 


[bookmark: _Toc18411511]Findings
If the donor and/or his/her representative grants broad consent, the donor will be told that he/she will be informed of any findings that may result from the actual use of the human biological materials and that may be important to the donor. If the donor and/or his/her legal representative does not wish to be informed, the human biological materials cannot be included in the sub-biobank.

Findings based on the biobank materials that offer information on serious conditions that may be clinically relevant to the donor and/or his/her relatives will be reported to the TCBio. The committee will assess all relevant information and will decide, together with the medical head of the department who is responsible for the sub-biobank, whether or not the donor will be informed. Feedback to the donor will be given via the treating physician. 
 
[bookmark: _Toc18411512]Resistance by incapacitated adults (if applicable) 
[bookmark: _Toc365034373]<Specify which code of conduct applies to adults unable to make a reasonable judgement of their own interests who are participating in the biobank. This must be included in the information letter as well. The codes of conduct can be found on the CCMO website: www.ccmo.nl> 

[bookmark: _Toc18411513]Compensation (if applicable)
<Describe any compensation or small gifts that the donors will receive due to their participation in the biobank.> 

[bookmark: _Toc18411514]ADMINISTRATIVE ASPECTS AND PUBLICATION

[bookmark: _Toc18411515]Amendments
Amendments are changes to the management of the biobank after the TCBio has issued a positive opinion before the start of the biobank. All amendments must be submitted to the TCBio for review. 

Non-substantial amendments will not be submitted to the TCBio for review, but will be recorded and included in the biobank file by the responsible sub-biobank coordinator. 
<Examples of non-substantial amendments are typo corrections and administrative changes like changes to phone numbers or other contact details in the biobank file.> 

[bookmark: _Toc18411516]Disclosure and publication of results

Investigators will make results of research for which materials from this biobank have been used available in the public domain. Investigators are responsible for the completeness and accuracy of the publications. Investigators must adhere to the accepted guidelines for ethically sound result reporting.  

Publications on research for which materials from this biobank have been used will be sent to the TCBio within 1 year after the end of the study in which the material has been used.





[bookmark: _Toc18411517]REFERENCES

<List the main peer-reviewed articles from scientific journals that are relevant for the collection of materials for this biobank and that are referred to in the biobank protocol.>
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