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RESEARCH PLAN

1. PROJECT TITLE

(insert)
2. PRINCIPAL INVESTIGATOR

(Only UCSD faculty are eligible to be PI's for CCBR protocols, please contact ccbr@ucsd.edu if you need assistance finding a qualified faculty member.)
3. FACILITIES

(List all facilities to be used, at UCSD and outside, if applicable)
4. ESTIMATED DURATION OF THE STUDY

The estimated duration of this study is x years (recommend <2 yrs.)  
5. SPECIFIC AIMS

(Cut and paste from grant or write)
6. BACKGROUND AND SIGNIFICANCE
(Cut and paste from grant or write, concise protocols are preferred by the IRB)
7. PROGRESS REPORT/PRELIMINARY STUDIES

(Cut and paste from grant, "no data available" may be acceptable)
8. RESEARCH DESIGN AND METHODS

Serum, Plasma, Urine or Tumor samples from subjects with cancer and cancer-free controls will be provided by the Moores UCSD Biorepository (collected under protocol #050887.)  That protocol's informed consent process clearly delineates the use of samples as planned for this protocol.  From the 050887 consent "These samples will be used to perform research to understand more about cancer which will help in making better treatments and in finding ways to diagnose cancer earlier."
Samples will be provided for (list experimental assays.)  Associated clinical data including...will be provided.  This data is needed to allow for.. (brief description)   From the 050887 research plan "The following information obtained from the subject's medical record may be provided to research collaborators when specimen are made available:  

· Age at time of blood collection

· Diagnosis – tumor stage and site

· Clinical outcome – if available

· Demographic data

The clinical research coordinator may examine the subject's medical record periodically to update the clinical information as necessary (e.g. outcome of planned and future treatments, pathology reports, progression-free and overall survival).  Given that the Moores UCSD Cancer Center is a tertiary referral center it is expected that many subjects will not receive their follow-up care at our institution.  Therefore to maximize the utility of the collected specimens a brief survey will be administered to all consenting subjects (Appendix III.)  This survey includes contact information to be used for subjects that do not have clinical outcome data in their medical record.  Also included in the survey is Social Security number.  This will be used to query the NCI’s Surveillance Epidemiology and End Results (SEERs) database to obtain outcome data on subjects that cannot be reached.  

To safeguard this data the San Diego Supercomputing Center will design, manage and house the database (see Appendix IV for overview.) Chain of custody of subject surveys will be recorded and all surveys will be shredded after data is inputted.  Participants will be de-identified to the maximum extent possible by using unique ID’s in all tables and restricting subject identifiable data to the links table.  All information will be secured with programmatic and physical barriers.

The following are the programmatic barriers: Data is stored on a server behind a Virtual Private Network (VPN) with only authorized Data Base Administrators (DBA’s) having direct access to the data. Login to the system will be password protected using a SSL connection and 128 bit encryption. Security levels will be in place allowing access of personal information to only those authorized by specific security level.  The system is a client/server system, where the client presentation layer will only have the ability of displaying information allowed by the security level of the logged in user. 

The following physical barriers will be in place: The server will be locked in a server room, with access limited to authorized system administrators and data personnel.

In addition to these measures the links table will be triple DES encrypted, requiring a separate password for decryption.  This table will only be used to pull lists of single unlinked high security parameters (Social Security number or Medical Record number) or necessarily linked parameters (Name and Contact Information) to obtain clinical data.  This new data will then be automatically sorted into the proper location in the clinical data table without Human review of the link.  Direct access of the link table is not anticipated but is available if needed with Cancer Sample Banking Committee approval and two investigator passwords."

Statistical Plan:
(insert statistical plan here, power calculation should be included unless this is a pilot study, also a plan for data analysis should be included.)
9. HUMAN SUBJECTS
As per HRPP #050887: 

Inclusion Criteria 

1.  Diagnosis: Patients with any type of cancer diagnosis, or who are under evaluation for a possible cancer diagnosis, and who have a scheduled appointment at the Moores UCSD Cancer Center out-patient clinical facility or admitted to a UCSD Medical Center hospital and planned for surgery.  

2.  Age:  Subjects must be ≥ 18 years of age.

3.  Disease Status: Patients may be newly diagnosed, in relapse, or be free of disease at the time of recruitment.  Patients without confirmed cancer diagnosis are eligible.

4.  Prior Therapy:  No limits on patient prior therapy.
5.  Informed Consent:  All patients must be able to comprehend and sign a written informed consent document. 

Exclusion Criteria

1.  Infection:  Patients who have an uncontrolled infection.

2.  Pregnancy:  Patients who are pregnant or suspect they are pregnant may not be enrolled. Because the amount of blood to be obtained presents no more than minimum risk, female subjects of childbearing potential will not be screened for pregnancy before enrollment. 

10. RECRUITMENT

Samples will only be examined from subjects who previously consented to participate in HRPP #050887.  From the 050887 research plan ” Patients recruited from the Moores UCSD Cancer Center out-patient facility  will be identified by their Cancer Center Clinic team (physician, nurse case manager, or medical assistant) or by self-identifying their interest with the following questionnaire.

"The Moores UCSD Cancer Center is dedicated to conducting research to improve the care of patients.  You may have a variety of opportunities to participate in clinical research studies and contribute to this effort.  One such study involves collecting blood and urine samples to be used for the development of new cancer tests.  Even patients without cancer can help in this study by providing cancer-free samples for comparison.  If you are at least 18-years-old, are you willing the hear more about this study?

yes

no

Please return this form to the front desk staff."

Hospitalized patients under the care of surgical or gynecologic oncologist at a UCSD Medical Center hospital will be approached by a physician member of their treating team and a study coordinator will only be notified if a patient is interested.
11. INFORMED CONSENT

Samples will only be examined from subjects who previously consented to participate in HRPP #050887.  From the 050887 research plan " The clinical research coordinator will counsel potential subjects about the procedures and risks of the sample collection and review of the medical record for clinically relevant information, and will obtain written informed consent from patients who agree to participate. Each subject will be given a copy of the consent form to keep as well as a copy of the Experimental Subject’s Bill of Rights."
12. THERAPEUTIC ALTERNATIVES

Not applicable.  
13. POTENTIAL RISKS

There is a potential risk of loss of confidentiality which will be minimized as outlined in the Risk Management Procedures section.
14. RISK MANAGEMENT PROCEDURES

Confidentiality will be maintained by the following methods: No information will be transmitted to (insert PI name) that will allow (insert PI name) to identify subjects. Samples will be provided to (insert PI name) for research assay conduct with a unique research ID only and the link is heavily secured at UCSD (as detailed in section 8 above.)  Only the clinical data detailed in section 8 will be provided to (insert PI name) in association with the supplied samples.
15. POTENTIAL BENEFITS

There is no direct benefit to subjects whose samples are used in this study.  The investigators may use the specimens to learn more about how to diagnose cancer, which could help future cancer patients (confirm accuracy of language.)
16. RISK/BENEFIT RATIO

This project adds no significant risk to previously consented 050887 subjects but could lead to a new biomarker for early cancer diagnosis (confirm accuracy of language.)  The hypothetical risk of loss of confidentiality from using subject's unique research IDs is minimized by the layers of security in place as detailed in Section 14.
17. EXPENSE TO SUBJECT

Subjects will incur no cost as a result of participating in this study.  

18. PAYMENT FOR PARTICIPATION
There will be no payment to the subject for their participation in this study.

19. PRIVILEGES/CERTIFICATIONS/LICENSES AND ROLES OF THE RESEARCH TEAM

at least the PI will need an HRPP training certificate number (available through online training at https://irb.ucsd.edu/training.shtml)
20. BIBLIOGRAPHY
(as needed)
21. INDUSTRY-SPONSORED OR COLLABORATING STUDIES

Not applicable (confirm accuracy or edit)
22. OTHER FUNDING SUPPORT FOR THIS STUDY

(insert funding source; grant, startup funds...)
23. BIOLOGICAL MATERIALS TRANSFER AGREEMENT

Not applicable.

24. INVESTIGATIONAL DRUG FACT SHEET

Not applicable.
25. IMPACT ON NURSING STAFF

There is a funded data coordinator available for this study.  There will be no excess nursing burden.

26. CONFLICT OF INTEREST (COI)

There is no conflict of interest, and the appropriate forms (i.e. 700U) have been submitted to the Conflict of Interest Office, via the Office of Contracts and Grants Administration (OCGA).
27. SUPPLEMENTAL INSTRUCTIONS FOR CANCER-RELATED STUDIES

This study has been submitted to the Moores UCSD Cancer Center Protocol Review and Monitoring Committee (PRMC) for review.
28. PROCEDURES FOR SURROGATE CONSENT AND/OR DECISIONAL CAPACITY

ASSESSMENT

Not applicable. 
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