
ADMINISTRATIVE INFORMATION
	
	This box for COG/BPC use only.
Study Number: Click here to enter text.                                    (To be assigned by COG)

	PRINCIPAL INVESTIGATOR INFORMATION

	
	Date Submitted: Click here to enter a date.
	
	
	

	
	First Name: Click here to enter text.
	Middle Name: Click here to enter text.
	Last Name: Click here to enter text.

	
	Degree: Click here to enter text.
	Title: Click here to enter text.

	
	Institution Type:  ☐Academic/Government               ☐Commercial                       ☐Non-Profit

	
	Mailing Address
	
	
	
	

	
	Institution: Click here to enter text.

	
	Department: Click here to enter text.

	
	Address 1: Click here to enter text.

	
	Address 2: Click here to enter text.

	
	City: Click here to enter text.
	State: Click here to enter text.
	Zip Code: Click here to enter text.

	
	Country: Click here to enter text.
	
	Email: Click here to enter text.

	
	Tel#: Click here to enter text.
	Alt Tel#: Click here to enter text.
	Fax#: Click here to enter text.

	CO-PRINCIPAL INVESTIGATOR INFORMATION

	
	Note: Only those investigators who have had/will have substantive input into the design, development, and/or conduct of your proposed study should be listed below.

	
	Co-Principal Investigator 1
	
	

	
	First Name: Click here to enter text.
	Middle Name: Click here to enter text.
	Last Name: Click here to enter text.

	
	Degree: Click here to enter text.
	Title: Click here to enter text.

	
	Institution Type:  ☐Academic/Government               ☐Commercial                       ☐Non-Profit

	
	

	
	Mailing Address
	
	
	
	

	
	Institution: Click here to enter text.

	
	Department: Click here to enter text.

	
	Address 1: Click here to enter text.

	
	Address 2: Click here to enter text.

	
	City: Click here to enter text.
	State: Click here to enter text.
	Zip Code: Click here to enter text.

	
	Country: Click here to enter text.
	
	Email: Click here to enter text.

	
	Tel#: Click here to enter text.
	Alt Tel#: Click here to enter text.
	Fax#: Click here to enter text.

	
	

	
	Co-Principal Investigator 2

	
	First Name: Click here to enter text.
	Middle Name: Click here to enter text.
	Last Name: Click here to enter text.

	
	Degree: Click here to enter text.
	Title: Click here to enter text.

	
	Institution Type:  ☐Academic/Government               ☐Commercial                       ☐Non-Profit

	
	

	
	Mailing Address
	
	
	
	

	
	Institution: Click here to enter text.

	
	Department: Click here to enter text.

	
	Address 1: Click here to enter text.

	
	Address 2: Click here to enter text.

	
	City: Click here to enter text.
	State: Click here to enter text.
	Zip Code: Click here to enter text.

	
	Country: Click here to enter text.
	
	Email: Click here to enter text.

	
	Tel#: Click here to enter text.
	Alt Tel#: Click here to enter text.
	Fax#: Click here to enter text.

	LABORATORY CONTACT INFORMATION

	
	First Name: Click here to enter text.
	Last Name: Click here to enter text.

	
	Title: Click here to enter text.
	Email: Click here to enter text.

	
	Tel#: Click here to enter text.
	Alt Tel#: Click here to enter text.

	
	
	
	
	

	
	First Name: Click here to enter text.
	Last Name: Click here to enter text.

	
	Title: Click here to enter text.
	Email: Click here to enter text.

	
	Tel#: Click here to enter text.
	Alt Tel#: Click here to enter text.

	SPECIMEN SHIPPING INFORMATION

	
	Shipping Courier: Click here to enter text.
	Account# (required)*: Click here to enter text.

	
	Shipping address same as mailing address: ☐

	
	Attention: Click here to enter text.

	
	Institution: Click here to enter text.

	
	Department: Click here to enter text.

	
	Address 1: Click here to enter text.

	
	Address 2: Click here to enter text.

	
	City: Click here to enter text.
	State: Click here to enter text.
	Zip Code: Click here to enter text.

	
	Country: Click here to enter text.
	Email: Click here to enter text.

	
	Tel#: Click here to enter text.
	Alt#: Click here to enter text.

	
	*Shipping costs will be included on the invoice if courier is not provided.

	BILLING AND PAYMENT INFORMATION

	
	Billing Contact First Name: Click here to enter text.
	Last Name: Click here to enter text.

	
	Title: Click here to enter text.
	Email: Click here to enter text.

	
	Tel#: Click here to enter text.
	Alt#: Click here to enter text.

	
	Billing Address: Click here to enter text.                              

	
	Billing address same as mailing address: ☐

	
	Attention: Click here to enter text.

	
	Institution: Click here to enter text.

	
	Address 1: Click here to enter text.

	
	Address 2: Click here to enter text.

	
	City: Click here to enter text.
	State: Click here to enter text.
	Zip Code: Click here to enter text.

	
	Country: Click here to enter text.
	Email: Click here to enter text.

	
	Tel#:
	Alt #:
	Fax #:

	
	

	
	Payment Details: 

	
	Purchase Order (PO): ☐
	Credit Card: ☐  Please call 614-355-2802 for payment

	
	PO #: Click here to enter text.
	PO Expiration Date: Click here to enter a date.
	PO Amount: Click here to enter text.

	
	Bill to grant: Click here to enter text.
	Billing reference #: Click here to enter text.




PROJECT INFORMATION

Directly type into the text boxes provided in this section. Address the following items in 4 or fewer pages.
Project Title: Click here to enter text.

Public Abstract (<250 words): *this information may be publicly viewable
Click here to enter text.

***ALL INFORMATION BELOW IS CONFIDENTIAL***
Scientific Abstract: 
Click here to enter text.

Hypothesis and Specific Aims:
Click here to enter text.

Background, Rationale and Preliminary Data:
Please provide background and preliminary data that supports your hypothesis, provide a rationale for the proposed work, and demonstrate that the proposed methodologies are standard and reproducible in your laboratory. In all describe any potential future benefit of the research to patients.
Click here to enter text.
Methods:
1) Please describe the methods you propose to use. In your response, describe how your assay is preformed and analyzed, including your criteria for “positive” and “negative” cutoffs. If the laboratory analysis methods you will use are well-recognized and thoroughly described in the medical literature, cite references.
Click here to enter text.
2) What tissue/specimen types are you requesting? Include details, e.g. number of slides and/or micrograms of nucleic acids per case in the Specimen Request Form below. Please identify any specific patient annotation requested for the proposed work (risk group, molecular marker, etc.). Please note that requests, either during or at the end of the proposed study, for additional “follow-up” samples or data not requested in the proposal, will require the submission of a new proposal or, in some cases, an amended proposal. 
Click here to enter text.

3) Please explain who will be doing the work, in what role, and in what facility (ies).
Click here to enter text.
Statistical Design: 
1) What are the endpoints or primary objectives? Precisely define the endpoints that are the subject of the study’s main objectives. 											
Click here to enter text.

2) What is the case selection methodology? Specify the proposed case selection method, justify specific specimen annotations requested, and include inclusion/exclusion criteria.
Click here to enter text.

3) What is the sample size requested?
Click here to enter text.

*All proposals are required to provide justification for the number of specimens requested. Some COG disease committees may require a power analysis to support this, while smaller pilot studies may be descriptively analyzed. Contact specimens@childrensoncologygroup.org for further clarification. 

4) Studies of potential biomarkers will require assumptions about the following: 
· Anticipated distribution of marker values (e.g. marker positivity rate if the marker is dichotomous)
· Assay success rates (based on anticipated rates of technical failures, degraded or insufficient specimens, etc.)
· Event rates or number of events anticipated for the cases included in the primary analysis
· Expected differences in outcomes (e.g. hazard ratio or other “effect” size)
These assumptions and estimates will need to be obtained from preliminary data or previous studies that are expected to be cited in the application. An independent statistician should be able to reproduce the sample size estimate, power estimate, or other operating characteristic estimate given the information provided. 
Click here to enter text.

Statistical Analysis Plan:
Sufficient details about the statistical analysis plan for addressing the main objectives should be provided so that a statistician other than the study statistician could carry out the analysis and have a reasonable chance of obtaining a comparable answer: Click here to enter text.

Additional Specimen Information Required:
Assistance with development of a complete data analysis plan may be provided by the QuadW CSBAO. If such assistance is required check on the checkbox below and contact Tanya Tello at ttello@childrensoncologygroup.org or (626) 241-1552.
	
	I am requesting assistance from the QuadW CSBAO to develop my data analytic plan and agree to include the statisticians who provide this assistance as authors on the manuscript(s) that will result from my study using samples from the COG Ewing Sarcoma Repository.



The PI must sign a Data Use Agreement (DUA) with COG prior to release of annotated clinical data, and provide the CV or biosketch of the responsible accepting statistician. Availability and completeness of clinical information is not guaranteed. 
	
Annotated Clinical Data Required:    ☐Yes      ☐ No
If yes, then list clinical data elements required: Click here to enter text.

Note – Upon completion of the proposed studies and analysis, a Statistical Technical Report must be submitted to the QuadW CSBAO for review and approval before publication. Failure to comply with this request will be considered in any future requests made for tissue samples or data.


Statement of funds available for the proposed work (also refer to relevant grant sources in Funding Information section below): Click here to enter text.

References: Click here to enter text.

Appendices:
You may provide further detail on your proposed correlative study as appendices to this form.
															
	IRB Review Type-IRB documentation required to show IRB review decision:

	   ☐Full
	    ☐Expedited
	    ☐Exempt

	  ☐ Human Use Agreement
	  ☐ Not Human Subjects Research

	IRB #: Click here to enter text.
	IRB Expiration Date: Click here to enter a date.
	No Expiration: ☐

	

	Funding Information

	Tissues will be provided to investigators on a rotating basis in the following priority order:
1. Integrated/Internal studies for COG approved protocols
2. COG approved biology studies
3. Non-protocol investigators, NIH peer reviewed funding
4. Non-protocol investigators, nationally peer reviewed non-federal funding
5. Non-protocol investigators, other funding
6. Industry investigators, commercial
To help define the priority of your request, please include your major research grant. Institutional and other funding sources may also be listed.

	Funding Source #1: Click here to enter text.

	      Grant/Cooperative Agreement #: Click here to enter text.

	      Grant Start Date: Click here to enter text.
	Grant End Date: Click here to enter text.

	Funding Source #2: Click here to enter text.

	      Grant/Cooperative Agreement #: Click here to enter text.

	      Grant Start Date: Click here to enter text.
	Grant End Date: Click here to enter text.

	

	Currently unfunded: ☐

	Please explain: Click here to enter text.

	

	Is this study funded by a NIH contract? 
	 ☐ Yes
	☐ No
	 ☐ Pending

	      If yes, specify source: Click here to enter text.

	

	If non-NCI/non-NIH funding source (i.e. institutional funds, industry, ACS), specify source: Click here to enter text.

	

	Are you under a grant deadline for receiving a decision from COG?
	☐ Yes
	☐ No























[bookmark: _GoBack]SPECIMEN REQUEST FORM
If requesting specimens from more than one specific anatomic site or disease, please complete separate copies of this form. Please be specific about your requirements, including those for storing and handling tissue samples from the time the specimens are collected until they are delivered to your lab. Please note that this is a standardized COG/BPC application for biospecimens and not all sections and/or specimen information may pertain to all disease categories. Please correspond with the chair of the disease-specific biology committee for further details or questions.
	PREPARATION DETAILS

	
	FROZEN TISSUE BIOSPECIMENS
	☐ Required

	
	Biospecimen size: Click here to enter text.
	Minimum weight: Click here to enter text.
	Maximum weight: Click here to enter text.

	
	Preparation type: Click here to enter text.
	☐ Snap frozen
	☐ OCT embedded
	☐ OCT scrolls
Cut at  microns

	
	☐ Slides (frozen section)
	☐ H&E slides
	# req:
	☐ Unst. slide
	# req:

	
	

	
	FIXED TISSUE BIOSPECIMENS
	☐ Required

	
	☐ Scroll/Ribbon
	☐ H&E slides
	# req:
	☐ Unst. slide
	# req:

	
	Preferred micron (applicable to newly cut material only):  Click here to enter text.

	
	Preferred slide type (applicable to newly cut material only):
	☐ Charged
	☐ Uncharged

	
	

	
	TISSUE QUALITY CONTROL

	
	Percent tumor cut off:
	Click here to enter text.                     %
	Percent necrosis cut off:
	Click here to enter text.                       %

	
	

	
	FROZEN FLUID BIOSPECIMENS
	☐ Required

	
	Body fluid type: Click here to enter text.
	
	Minimum amount:
	                     mL

	
	White blood cells (if available) ☐
	Min. cell count Click here to enter text.
	% viability Click here to enter text.

	
	Thaw and re-aliquoting acceptable (if necessary):
	☐ Yes
	☐ No

	
	

	
	NUCLEIC ACID BIOSPECIMENS
	☐ Required

	
	☐ DNA
	Downstream application (e.g. SNP array, PCR, etc.): Click here to enter text.

	
	Amount of DNA requested:
	 Click here to enter text.                     µg
	Minimum amount acceptable:
	Click here to enter text.                      µg

	
	Preferred extraction method (e.g. Qiagen, PureGene, etc.)
	Click here to enter text.
	
	**QC method by agarose gel to test integrity**

	
	☐ RNA
	Downstream application (e.g. expression array, RNASeq, RT-PCR, etc.): Click here to enter text.

	
	Amount of RNA requested:
	Click here to enter text.                      µg
	Minimum amount acceptable:
	Click here to enter text.                      µg

	
	Do you need miRNAs included in the RNA:
	☐ Yes
	☐ No

	
	Preferred extraction method (e.g. Qiagen, PureGene, etc.): Click here to enter text.
	

	
	Minimum RIN required for RNA to be shipped:
	Click here to enter text.
	
	Co-isolation of DNA and RNA from the same aliquot of tissue*
	☐ Yes
	☐ No 

	
	* using All-Prep (DNA) and mirVANA (RNA including miRNA) protocol as used in TCGA and more recent TARGET projects.


																
TISSUE MICROARRAY REQUEST FORM
If requesting Tissue Microarray slides, please use this page. All available designs are listed below. Slides provided will be serial sections from the same TMA block. Each TMA includes a list of unique cases including age, gender, race, diagnosis (when available), and a map of the array and de-identified pathology reports from each case. We also offer a DVD with two 40X H&E images for $25.00 per array.
	
	TISSUE MICROARRAY (TMA) SLIDES

	
	Please check the desired TMA below, indicate the number of slides requested per design and if you are interested in receiving the accompanying DVD.

	TMA Type & description
	Slides requested #
	DVD

	
	Ewing’s Sarcoma-biology: 31 unique cases, 1.0 mm cores
	Click here to enter text.	☐
	
	Ewing’s Sarcoma-therapeutic: 36 unique cases, 1.0 mm cores
	Click here to enter text.	☐
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