PASS Project Application
1. Principal Investigator:  


Current Position:  

Academic Department:  


Telephone:  
  Fax:  

Street Address:  

City, State, Zip:  


E-mail Address:  


2. Date:  

3. Project Title:  

4. Project Description:
1. Attach a  description (2 page maximum for pilot study and 10 page maximum for confirmation study, 11 font; not including budget and cited literature) that addresses specific aims, background and significance, preliminary results (if available), and experimental methods and design.  The design and methods section should describe data and specimens being requested, laboratory methods, and statistical analyses and power calculations, as appropriate.   When requesting specimens please specify the types of sample needed for analyses (serum, plasma, whole urine, urine sediment, processed DNA, white blood cells, prostate biopsy tissue, prostate tissue from surgery); volume of specimen needed for proposed assays; the maximum allowable number of freeze-thaw cycles undergone by the sample; and timing of the specimen collection with respect to PASS enrollment or progression event (baseline, 6-month follow-up, 12-month follow-up, etc.).
5. Type of project proposed (check all that apply):
 FORMCHECKBOX 

For PASS Study (designed to meet the study objectives as defined in the PASS Protocol)
 FORMCHECKBOX 

Other Cancer Research
 FORMCHECKBOX 

Other Health Problems (e.g. diabetes, Alzheimers disease)
 FORMCHECKBOX 
  Genetic Study involving sending information to a database for future research*
 FORMCHECKBOX 

Results may be clinically relevant* (i.e. affect clinical care)

 FORMCHECKBOX 

Meta-data Analysis

 FORMCHECKBOX 

Other (specify):  

* If these categories are marked, approval from FHCRC IRB is required before specimens can be released.
6. If these specimens are to be used in a grant proposal, what kind of grant:  



7. Name(s) of project collaborators:  

8. Location of laboratory:  


9. Budget for costs incurred by PASS.

There are PASS costs associated with sample selection, pulling of samples, data analyses, IRB approval, downsizing of samples, restocking of samples, etc. that may need to be incurred by the applicant.  These costs will need to be negotiated with the PASS National Study Coordinator. If submitting a grant proposal, please discuss costs with the PASS National Study Coordinator to include in your grant.

10. Use of human subjects requires approval of the appropriate Institutional Review Board (IRB).  It is the responsibility of the Applicant to comply with her/his institutional policy as to what level of IRB approval is required for specimen use. Verification of IRB approval will need to be provided prior to the release of specimens. Has an application for IRB approval been submitted?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Pending

IRB approval date:  ____/____/________

Applicant Signature
Date

Please submit applications to PASS National Study Coordinator:  

e-mail: pass@fhcrc.org or

fax: 206-667-4663
Questions about the application process may be sent to pass@fhcrc.org
Policies for Conducting Studies Using PASS Biological Specimens

General criteria

All studies conducted using PASS biological specimens must consider the following:

1. A written proposal outlining the study, along with the methodology and available pilot data, must be submitted for review and approval by the PASS Biomarker Review Committee.  

2. Preference will be given to studies addressing scientific questions concerning the primary objectives of PASS
3. Proposed research should answer specific questions which cannot be answered by other means.  Methods development and pilot studies should be completed before these samples are utilized.  The PASS Biomarker Review Committee will consider exceptions for pilot studies for which no other populations are available.
4. Applicant will be blinded to progression status and severity of cancer, unless prior approval is obtained from the Biomarker Review Committee.
5. Applicant will destroy any remaining samples within 2 years of receipt, unless approval for a different time line is obtained in advance.
6. Investigators should plan optimal use of samples.  PASS must consider freeze/thaw; when it will and will not be an issue.  Multiple analyses should be planned when a biological specimen is accessed.  It is the responsibility of PASS to monitor the accounting of specimens, to identify priorities of use, and to investigate potential problems of handling, shipping and storage.

7. The investigating laboratory or institution may need to assume responsibility for all costs associated with obtaining biological specimen.  Studies may be expected to pay for costs incurred by PASS staff associated with identification, pulling and shipping specimens, restoring down sized samples; administrative functions such as IRB submissions; data analysis and manuscript development.
8. After a Third Party Project Application is approved, the Coordinating Center shall enter into a standard PASS DMTUA with the Applicant’s Institution prior to release of specimens.
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