

Tissue and Data Repository	COMIRB Protocol Template
Instructions in italics should be deleted from the final protocol.

This protocol template is for tissue and data repositories where informed consent is obtained and assume specific research will be conducted under other protocols. If specific research will also be carried out under this protocol, reference COMIRB's "Observational or Non-Therapeutic Intervention" template protocol for additional sections that will be required.

Use a different protocol template for other types of studies. See the COMIRB website for Protocol Templates. Contact COMIRB@ucdenver.edu if you have questions about appropriate protocol templates or levels of review.


Study Title: 

Protocol (COMIRB) Number: 

Principal Investigator: 

Version Number: 

Version Date: 

Sponsor (if any): 


1.	Study Rationale
State the reason for gathering tissues specimens and health data (e.g., describe the population, disease, current routine care, and limitations of knowledge of disease or condition). Explain whether the repository is intended for research conducted by a specific lab or labs at the university, or also for broad distribution to researchers outside the university.

This protocol establishes a biorepository of biological specimens and health data for investigators conducting research into... <Insert text>

This protocol will establish standardized procedures for informed consent, specimen collection and storage, and data management. This protocol will ensure long-term sample viability and data integrity to maximize the scientific value of stored resources while maintaining strict ethical standards and participant privacy protections.


2.	Background
Provide context (e.g., biological, clinical, epidemiological, public health) for creating the repository. Describe knowledge gaps and explain how creating the repository will address those. Summarize relevant basic, clinical, or epidemiological research literature. List citations at the end under References.

<Insert text>


3.	Study Population
Describe the population to be studied. Inclusion criteria are characteristics that every potential participant must satisfy to qualify for study entry. Exclusion criteria are characteristics that make an individual ineligible for study participation. Specify age limits or state no age limits. Specify enrollment limit or state no limit. If the study involves more than one study population, describe criteria for each cohort.

Population: <Insert text>

Inclusion Criteria:

· <Insert text>

Exclusion Criteria:

· <Insert text>


4. 	Strategies for Recruitment:
Identify the recruitment sites. Describe recruitment methods (e.g., direct contact, advertising). Consider strategies adapted to the cultural context of the study or population.

Submit all recruitment materials (e.g., advertisements, invitations, and/or other solicitations).

If incentives will be offered to participants describe the type of incentive (e.g., vouchers, gift cards, gift items), amount, and the timing and/or conditions for compensation in relation to study activities. If participants are minors, state whether the minor or the parent/guardian will receive the incentive.

<Insert text>


5.	Informed Consent Process
Describe how you will obtain informed consent from participants. If requesting any waivers or modifications to standard informed consent requirements, provide detailed justification and describe the proposed alternatives. Explain your process for obtaining consent from non-English speaking participants, including translation services and culturally appropriate materials.

If you will obtain specimens form children, describe how you will describe procedures for obtaining parental or guardian consent and child assent (when applicable). If participants may reach the age of majority during their active participation, outline your re-consent process for transitioning from parental consent to participant self-consent.

If screening or enrolling adults unable to consent on their own behalf, describe procedures for determining competency and assessing participants' understanding of the research. If applicable, describe procedures for obtaining consent from a Legally Authorized Representative. (Note that proxy consent is not allowed for research without prospect of direct benefit to the participant.)

Submit all consent documents (e.g., consent forms, assent forms, information sheets, "postcard consents," consent scripts, web-based consent materials, audio/visual content, and any other related consent material).

<Insert text>


6.	Specimen Collection, Processing and Management
Describe the types of specimens that will be collected, the method, amount and timing. Explain who will perform the collections, and where (i.e., clinical spaces) the collections will take place. Provide relevant details about specimen processing, storage and management.


<Insert text>


7.	Data Collection
Describe the data that will be collected from health records. Alternatively, attach a data collection sheet and make reference to that below.

<Insert text>


8.	Risk/Benefit Assessment
Describe potential risks from specimen collection. (Measures to protect privacy should be described in a later section.)

Risks: <Insert text>


Describe potential benefits (e.g., physical, psychological, social, legal, or other) from the creation of the repository. Unless participants will receive individual test results, state that there is no direct benefit to participants.

Benefits: <Elaborate> The creation of this biorepository will help advance medical knowledge by providing our researchers with high-quality, well-characterized samples and data for future investigations. Participants will not receive results and will not directly benefit from their participation.


9.	Unanticipated Problems
Describe the process for monitoring participants for unanticipated problems. The language below is provided as an example. Edit as appropriate.

The study team will monitor participants for unanticipated problems (UPs). A UP is any untoward medical event associated with the study procedures, if the nature, severity, or frequency of the event is not consistent with the risk information previously described or provided for the study procedures. UPs will be reported to the IRB as soon as possible, but in no event later than 5 working days after the PI first learns of the event.


10. Sample and Data Access Review Process
Describe the review process for sample and data requests, including who will evaluate proposals. Specify the eligibility criteria for requestors, such as whether samples may be released to other research teams within the university, external academic or industry collaborators. Explain the sample identification and de-identification procedures that will be used prior to release (e.g., specimens will be assigned unique codes with all direct participant identifiers removed). Outline when IRB approval will be required for recipient researchers and what documentation must be provided. Note any material transfer agreements or data use agreements that will govern sample distribution.

<Insert text>


11.	Confidentiality and Privacy
Describe protections for maintaining confidentiality of participant specimens and data. Describe any special data security measures (password-protected database, encryption, locked drawer, other). Describe whether identifiers will be attached to data or specimens, or whether data will be coded or permanently unlinked from identifiers. If research data/samples will be coded, describe how access to the “key” for the code will be limited. 

Include a discussion of the circumstances in which data or samples will be shared with other researchers. Describe any situations in which personally identifiable information will be released to third parties. Indicate who has access to records, data, and samples.

<Insert text>


12.	References
List relevant literature and cite all publications referenced in the text of the protocol.

<Insert text>
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