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CANARY FOUNDATION 
RETROSPECTIVE PROSTATE TISSUE MICROARRAY RESOURCE APPLICATION

July 27, 2011; revised May 6, 2014
To request access to the tissue microarrays described in the CANARY FOUNDATION  RETROSPECTIVE PROSTATE TISSUE MICROARRAY STUDY PROTOCOL, please complete the applicable sections below and return to:

Prostate TMA Review Committee
Canary Foundation 

prostateTMA@canaryfoundation.org
Phone: (917) 579-4638
1. Principal Investigator

a. Name

b. Current Position/Title

c. Institution

d. Address

e. Phone

f. Email

g. Fax
h. Back-up contact

i. Name

ii. Current Position/Title
iii. Phone
iv. Email

2. Date

3. Project Title

4. Scientific Rationale  (1 page maximum)

a. Concise introduction to the project concluding with a brief statement of the hypothesis of the proposed research.

b. Specific aim(s) of the work to be carried out with the TMAs.

c. Does the analyte being assayed make sense mechanistically (if known)?

d. Brief description of each marker to be evaluated. 

i. Refer to the analyte, if a protein, by the HUGO name (http://www.genenames.org/).

ii. Refer to the target, if a FISH assay, by the gene identifier information http://genome.ucsc.edu/ (Note: gene sequence specific information is at http://genome.ucsc.edu/)
e. Preliminary data demonstrating the prognostic effect of the marker or references to published data. Specifically, data demonstrating the ability of the marker to distinguish between recurrent and non-recurrent prostate cancer are required.
5. Assay type(s), including detailed methods and how the stains will be interpreted and presented to the Canary statistician as numerical values.
a. Immunohistochemistry 
b. Immunofluorescence 
c. FISH 
d. In-situ hybridization for RNA 

e. Other

6. Resource requirements. 

a. Number of sections required to perform each assay

b. Is an H&E stain required?

7. Data validating specificity of the detection reagent for the analyte of interest

a. Please provide a brief description of the analyte(s) including:
i. URL to the product specifications and/or 
ii. Literature references and/or
iii. Images from your lab demonstrating analyte specificity, staining quality and performance of the assay. Images should be submitted to illustrate each of the levels of staining by which the analyte is to be evaluated. The number of images depends upon the method by which the stains are to be evaluated. For example, if staining of nuclei is categorized on a 4-point scale (intense in the majority of nuclei, intense in a minority of nuclei, faint only in any nuclei, no staining), 4 images are required. If staining of both nuclei and cytoplasm is to be evaluated on the same scale, 8 images are required.
iv. Other data demonstrating technical feasibility
b. The Review Committee may request additional information.



Policies for Conducting Studies Using CANARY FOUNDATION 
RETROSPECTIVE PROSTATE TISSUE MICROARRAY RESOURCE.

All studies conducted using the CANARY FOUNDATION 
RETROSPECTIVE PROSTATE TISSUE MICROARRAY RESOURCE must consider the following:

1. An application must be submitted to the CANARY FOUNDATION RETROSPECTIVE PROSTATE TISSUE MICROARRAY RESOURCE Review Committee.

2. Criteria that form a basis for review include:

a. Rationale for the proposed study

b. Preliminary data (published or unpublished) demonstrating a predictive effect
3. Antibody validation is required before this resource is utilized. The Review Committee may request additional information on validation. Some applicants may be required to demonstrate assay validation on a small set of pilot arrays.

4. Applicant will be blinded to recurrence status and all other clinical information. 
5. The investigating laboratory or institution may need to assume responsibility for all costs associated with using the resource. Studies may be expected to pay for costs associated with identification, preparing and shipping slides; administrative functions; data analysis and manuscript development. The Review Committee may request information about the investigating laboratory’s funding source.
6. After approval of this application, the study Coordinating Center shall enter into a Material Transfer Agreement with the applicant’s institution prior to shipping of slides. 

7. Results of the TMA staining should be returned to the study Coordinating Center within 60 days of receiving slides, or within a time proposed to and approved by the Review Committee. The study Coordinating Center will analyze the data and provide summarized results to the applicant. The applicant will be blinded to recurrence status and all other clinical information.

8. The applicant commits to staining and interpreting all of the TMAs.
9. The applicant agrees to ship stained slides to a Canary Foundation approved imaging center for digitization if possible. Digital images will be catalogued and made publicly available one year after analyses are returned by the study Coordinating Center. 

10. Any publications or presentations resulting from use of the resource must list the “CAnary Pathology Team Investigating Tissue biomarkers (CAPIT)” as an author, and all principal investigators shall be listed in the author footnote section and shall acknowledge the support of the Canary Foundation, the BC Cancer Foundation (as applicable), and the National Cancer Institute and its program, the Early Detection Research Network.
