External Clinical Trial and Research Request Form

This form is intended to help present the best case for running non-routine clinical samples (e.g. samples associated with clinical trials or research samples) through current clinical assays in the Precision and Computational Diagnostics (PCD) laboratories. The Division recognizes that not every question or example below directly applies to every proposal; however, the more information provided to the PCD, the more consideration it can give to each proposal. Please be as complete and specific as possible. This form should not be used for biospecimen requests (please use the biospecimen request form) or for research requests that would require the validation of a new assay (please use the test request form). Additionally, this form is not intended for case report size studies as they are defined by Penn Medicine, which is studies that include 1-3 cases. 
Please email both completed forms as well as case-report sized requests to PCDResearchRequests@pennmedicine.upenn.edu. You will be contacted by a member of the PCD regarding this request. Thank you for your interest and submission. 

Requestor Information:
1. Date:  
2. Name of requestor(s):  
3. Department/Division(s):  
4. Contact email(s) and phone(s): 

Background Information:
1. Please summarize the project and how this request fits into it.
2. What disease entity or entities is the test intended for? Please provide as much specificity as possible (e.g. salivary gland carcinoma vs. pan-cancer, Influenza A virus vs. respiratory viruses, etc.).   
3. If applicable, please list specific gene names and nature of genomic alterations the test is intended for. (e.g. ERBB2 amplification and BRCA1 and BRCA2 loss-of function mutations vs. “breast cancer mutations”). Are there specific mutations you wish to test for (e.g. BRAF p.V600E)? 
4. Which current clinical assay(s) do you want samples to be analyzed on?  Please note, the PCD can aid in selection of the appropriate assay. If this study requires development of a NEW assay, the External Test Request Form must also be filled out (please contact the PCD for a copy of this form).
5. Is the request purely research or is it associated with a clinical trial? 
6. Are the data generated from this study being used to fill in gaps in existing data sets? In some circumstances, it may be prudent to collect all data from one laboratory assay. 

Specimen Details:
1. List the specimen types likely to be sent for testing (e.g. blood, nasopharyngeal swabs, CSF, FFPE, etc.). 
2. Will DNA/RNA/TNA extraction be required to be performed by the laboratory? 
3. Approximately how many samples are expected as part of this study?
4. Will the samples be received in bulk or over time? If over time, please provide additional information including the duration of the study and the number of samples expected per week.
5. Is there an expected turn-around time from receipt of samples in the laboratory? Please note, the PCD is a clinical laboratory in which clinical samples are given priority. Any turn-around time provided by the PCD for this project is an estimate and subject to change based on availability of the laboratory. Please indicate if there is a turn-around time which is too long to meet the utility of this study. 
6. Is it possible to conduct this study in a de-identified manner such that the laboratory is unaware of any identifying information of the specimen? 

Results
1. What type of results are you requesting (ex: raw data, final data, interpretation, clinical report, etc)? Although efforts will be made to produce a valid result, laboratory tests may fail for various reasons and a valid result cannot be guaranteed. 
2. Will the results be entered into the EMR or for internal use only?

Payment/Authorship:
1. How do you intend to pay for the requested analysis?
2. Are you offering publication credit for members of the PCD who contribute to this study? Please note, performing laboratory analysis and interpretation of specimens may require input from several PCD members and in turn, multiple requests for authorship.

Regulatory:
1. Do you have IRB approval? If so, please provide IRB protocol number. 
2. Do you need this study performed in a CLIA approved laboratory? If so, why? 

Miscellaneous:
1. Do you have an internal collaborator in the PCD that you’ve already spoken with about this project (i.e., have you identified a PCD member willing to participate)?
2. Are you requesting the return of any unused specimens? If yes, please specify which. 


