 Study Title
Principal Investigator – XXXX
PLEASE NOTE: 

· All Protocol Template instructions and prompts are in italics and highlighted. As you complete the information requested, delete the italicized text and remove the highlight.
· All sections in the Protocol Template should be retained to facilitate rapid review. If not appropriate for a given study, please insert “Not Applicable” after the section title and delete unneeded text.  

1. PURPOSE OF STUDY 

· Describe the purpose, specific aims, or objectives. State the hypothesis to be tested or the research questions that will guide the study.

· If the study has more than one phase, clearly map out the different phases.

· Indicate if this is a pilot or feasibility study.
2. BACKGROUND AND RATIONALE 

· Briefly describe the following:

· The relevant current context of the study and gaps in current knowledge.

· Provide the scientific or scholarly background for, rationale for, and significance for the proposed research based on the existing literature.

· Include applicable references at the end of the protocol.

3. STUDY DESIGN:
Tissue specimens and subject data will be procured from the Wilmot Biobank (WBB, approved STUDY00007108, PI: Mills) for secondary research. All subjects are enrolled in the WBB via written consent by trained WBB staff. The WBB will de-identify and code all biospecimens and patient data upon collection. We will not have access to the code and will enter into an agreement with the WBB stating that under no circumstances will the identity of subjects be released to us. Tissues and subject data that were collected by the WBB beginning on 12/27/2016 will be analyzed. These analyses may also include prospective collections made by the WBB.

· Provide a description of the design of the study.
4. SUBJECT POPULATION
· Describe the study population, including the total number of records/samples to be accessed. Note:  If a number of biospecimens/records will be reviewed with the expectation that you will collect/use data only from a sampling of them, state that here (e.g., We anticipate reviewing approximately X records/biospecimens.  Of those records/biospecimens it is anticipated that approximately X subjects will meet the eligibility criterion).
· Describe how subject data/specimens will be identified.
The WBB enrolls approximately 300-400 subjects annually. Patients aged 18 and older, diagnosed with a tumor mass (malignant or not otherwise specified), and undergoing resection at URMC are eligible for enrollment into WBB biospecimen/data collection. All pregnant, mentally impaired, incarcerated, and/or non-English speaking patients are excluded from enrollment. In addition to excised malignant tissue, resections that are post-operatively diagnosed as benign or pre-cancerous, as well as marginal normal tissue, are also banked.
5. INCLUSION AND EXCLUSION CRITERIA

· List the criteria (such as age range, gender, race, diagnoses, lab values, etc.) that define what subject records/specimens qualify for use in the study.

· If a specific subset of the parent collection is not required for your studies, insert the following text:
This study does not require any further inclusion/exclusion criteria beyond the qualifications for subject enrollment followed by the WBB. Research will be performed on a specimen cohort that is representative of the subject, disease, and treatment diversity present within the underlying WBB collection. 

6. CONSENT PROCESS

Not Applicable
7. RISKS OF STUDY

Obtaining biospecimens/data from the WBB biorepository study does not impact patient care in any way and there are no health risks associated with participation. The WBB’s use of subject MRN to identify and aggregate subject/case information poses a potential risk for breach of confidentiality. To minimize this risk, research will be performed on coded biospecimens stripped of the 18 identifiers listed in the HIPAA Privacy Rule.

· If genomic sequencing is being performed, include the following text:
All genomic data generated will be shared through an open-access database, allowing for further unspecified future-use research. Although genomic research will be performed on coded biospecimens, it cannot be guaranteed that the identity of subjects will never become known because genetic information is unique to every subject. Should re-identification occur, subjects’ personal information, health status, and disease risks could become known to others, and they will not be protected from discrimination by companies that sell life insurance, disability insurance, or long-term care insurance under the Genetic Information Nondiscrimination Act (GINA).
8. POTENTIAL BENEFITS

Participation in this research offers no benefit to subjects.
9. PRIVACY AND CONFIDENTIALITY OF SUBJECTS AND RESEARCH DATA 
The study's principal investigator, XXXX, will be responsible for the receipt and transmission of biospecimens and data (see data collection supplement). The WBB will strip biospecimens of the 18 identifiers listed in the HIPAA Privacy Rule and assign them unique codes. We will enter into an agreement with the WBB stating that under no circumstances will the identity of subjects be released to us, and we will not attempt to re-identify any of the subjects using the data we generate. Only the amount of tissue required for the proposed research activities will be provided by the WBB.

· Describe the steps that will be taken to maintain the confidentiality of the information collected during the study:

· Where and how will data (or biospecimens) be stored?
· What steps will be taken to secure the data during storage, use, and transmission (e.g., training, authorization of access, password protection, encryption, physical controls, and certificates of confidentiality)?

· Who will have access to the stored data (or biospecimens)?

· How long will the data (or biospecimens) be stored? Note: RSRB policy is 3 years after the completion of the study. If HIPAA applies, it is 6 years after the completion of the study.

· If genomic sequencing is being performed, include the following text:
Raw sequencing data generated by the GRC will be securely shared with the XXXX Lab via the Blue Hive (BH) cluster maintained by the URMC Center for Integrated Research Computing (CIRC). The CIRC supports secure computing for HIPAA-regulated data and permits URMC researchers to acquire, house, and analyze restricted-use data for scientific research. Following primary sequencing data generation, both secondary (gene alignment and assembly) and tertiary (biological mining and interpretation) analyses will be performed on BH. All forms of data generated will be stored on the BH cluster and only the GRC and XXXX Lab members will have access to this private partition. Aligned sequence data will be publicly shared on the open-access Sequence Read Archive (SRA) database in a timely manner following analysis. A File Transfer Protocol (FTP) will be used to upload BAM files, and no limits will be placed on secondary research use. Although coded samples will be stripped of all subject identifiers and the sample cohort will not be derived from subjects of identifiable populations or ultra-rare disease groups, re-identification could still occur due to the fact that genetic information is unique to every subject. Data will be stored internally on BH for at least five years post-publication, and indefinitely on SRA.
10. DATA ANALYSIS PLAN

· What are the statistical methods that will be used to analyze the data obtained during the study?

11. REFERENCES
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