GCRC Renewal Application Form
(Incomplete forms will be returned) (See last page for required attachments)


	IRB Number
	
	
	Date
	

	Performance Period
	
	to
	
	
	


	Principal Investigator: Kerberos ID
	
	or Name
	


Contact Person (in addition to PI)

	
	or
	
	

	Address
	

	
	Phone:
	FAX:

	
	Email:


	Protocol Title

	


	Protocol amended or changed since last review
	Yes
	
	No
	
	If Yes, please indicate changes in Progress Report below. 

	Progress Report

	Provide a Progress Report as follows (most recent information is encouraged):

The Progress Report should describe the clinical and scientific progress achieved since the previous annual report. The following information should be included: number of subjects enrolled both during the report period and since initiation of the study, plans to address recruitment if slower than planned, changes to the protocol, unexpected safety concerns and their resolution, interim data and outcomes if appropriate, any changes anticipated in the protocol.  It should be no less than one-half page and no more than one page in length.  This box will expand as you type.  (Blanks or “No results to date” will not be accepted.)



Include any abstracts or publications resulting from this research.

All publications based on research that involved use of GCRC resources MUST acknowledge the GCRC and cite its grant number – NIH/NCRR M01 RR00096 – in the publication.
	Still enrolling subjects?
	Yes
	
	No
	


If no subjects were enrolled on the GCRC over the past year, explain why there has been no such enrollment and why you expect there will be enrollment over the next year:

Attach copy of budget regardless of source.
Projected GCRC census in the next year
	
	# Subjects
	
	
	
	Totals

	Inpatients
	
	
	
	x # days
	
	=
	

	Scatter Beds
	
	
	
	x # days
	
	=
	

	Outpatients
	
	
	
	x # visits
	
	=
	


GCRC Resources Requested for the Next Year

	 FORMCHECKBOX 

	Nursing
	If you have never done so for this protocol, please contact the GCRC Nurse Manager, Ellie DeCandia, RN, by email, decane01@gcrc.med.nyu.edu, or at 263-6411.

	 FORMCHECKBOX 

	Informatics
	If Informatics support is requested and you have never done so for this protocol, please contact the GCRC Informatics Core Systems Manager, Steven Sotero, by email, steven.sotero@med.nyu.edu, or at 263-7492.

	 FORMCHECKBOX 

	Biostatistician
	If Biostatistics support is requested and you have never done so for this protocol, please contact the Biostatistics Core at 263-0363 prior to submission of this application.

	 FORMCHECKBOX 

	Bioinformatics
	If Bioinformatics support is requested, please contact the Bioinformatics Core Manager, Stuart Brown at browns02@med.nyu.edu

	 FORMCHECKBOX 

	Core Laboratory
	If Core Laboratory support is requested, please complete the Core Laboratory table below.

	 FORMCHECKBOX 

	Ancillary Tests
	If ancillary tests are requested, please complete the Ancillary Tests table below.


Core Laboratory Use Requested OVER THE NEXT YEAR (check whichever apply and indicate the number of samples for each procedure and ONLY if using the GCRC Core Lab, not an outside lab))


Industry-Sponsored
Investigator-Initiated
No. of
Total

(cost/sample)
(cost/sample)
Samples/year
 FORMCHECKBOX 
 Oligonucleotides
$1.00/base
$0.7/base
_________
________

 FORMCHECKBOX 
 RNA extraction (Trizol)
$23-24
$3-4
_________
________

 FORMCHECKBOX 
 DNA extraction
$12-20
$2-10
_________
________

 FORMCHECKBOX 
 PCR
$6-8
$1-2
_________
________

 FORMCHECKBOX 
 RT-PCR
$20-28
$5-8
_________
________

 FORMCHECKBOX 
 Western analysis
$22-25
$2-5
_________
________

 FORMCHECKBOX 
 Southern analysis w/32P
$35-40
$15-20
_________
________

 FORMCHECKBOX 
 Northern analysis w/32P
$35-40
$15-20
_________
________

 FORMCHECKBOX 
 Plasmid preparation
$21-30
$1-10
_________
________

 FORMCHECKBOX 
 Microarray 

     (independent of FGC)
$540
$500
_________
________

 FORMCHECKBOX 
 Tissue culture

   (not including media etc.) 
$0
$0
_________
________

 FORMCHECKBOX 
 Ultracentrifugation
$0
$0
_________
________

 FORMCHECKBOX 
 Hybridization oven
$6-25
$1-5
_________
________

 FORMCHECKBOX 
 ELISA
$22-25
$1-5
_________
________

 FORMCHECKBOX 
 Sequencing
$10-20
$10-20
_________
________

 FORMCHECKBOX 
 Flow cytometry
$100-200
$100-200
_________
________

 FORMCHECKBOX 
 Storage of samples
$0
$0
_________
________

 FORMCHECKBOX 
 Separation of blood cells 
$25-30
$5-10
_________
________

     and plasma/serum

 FORMCHECKBOX 
 BAL processing
$23-25
$3-5
_________
________

 FORMCHECKBOX 
 Transfection
$15-30
$5-10
_________
________

 FORMCHECKBOX 
 Cell Differentials
$6-8
$1
_________
________

 FORMCHECKBOX 
 Luminex Detection System
NA
$25-60
_________
________
 FORMCHECKBOX 
 Other
________
________
_________
________


________
________
_________
________


________
________
_________
________

----------------------------------------------------------------------------------------------------------------------------------------------------

NOTE:  The industry-sponsored rate drops significantly when more than one sample is processed at any one time.

Ancillary Tests Requested In The Next Year (Please provide Billing Plan and Ticket)
	Test
	Cost/Test
	# Subjects per year
	# Tests/Subject per year
	Total Cost per year
	$ from Your funds
	$ Requested from GCRC

	Laboratory tests:

	CBC
	
	
	
	
	
	

	Metabolic panel
	
	
	
	
	
	

	Urinalysis
	
	
	
	
	
	

	Lipid panel
	
	
	
	
	
	

	Liver panel
	
	
	
	
	
	

	Other
	
	
	
	
	
	

	
	
	
	
	
	
	

	Radiology tests:

	Chest x-ray
	
	
	
	
	
	

	CT scan
	
	
	
	
	
	

	MRI
	
	
	
	
	
	

	Other
	
	
	
	
	
	

	
	
	
	
	
	
	

	Cardiologic tests:

	EKG
	
	
	
	
	
	

	Echo
	
	
	
	
	
	

	Other
	
	
	
	
	
	

	
	
	
	
	
	
	

	Other tests:

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Data and Safety Monitoring Plan and Report 

* Please read the instructions before completing this section. All protocols submitted to the GCRC require a Data and Safety Monitoring Plan (DSMP) that is consistent with risk and complexity of the study. Data and Safety Monitoring Reports (DSMRs) must be submitted a minimum of once a year and more frequently for some studies (see your DSMP for frequency of reporting). 
1.  Has a DSMP previously been submitted for this study?


 FORMCHECKBOX 
  Yes
If there have been any changes to the DSMP, please attach the revised DSMP or explain changes below.

	


 FORMCHECKBOX 
  No

Complete and attach the Data and Safety Monitoring Plan section of the GCRC application which can be found at http://gcrc.med.nyu.edu/researcher/apply.html. 

2.  Submit the most recent Data and Safety Monitoring Report (DSMR) from the study’s data and safety monitor below or attach. Studies without a DSMR approved by the GCRC Advisory Committee (GAC) will be deferred.

	


Checklist:

Check each box to indicate that you are providing the required documents and email them as attachments to hal.rosenblatt@med.nyu.edu

 FORMCHECKBOX 
 This GCRC Renewal Application form


 FORMCHECKBOX 
 IRB Request for Continuation form


 FORMCHECKBOX 
 Budget


 FORMCHECKBOX 
 Contract (if industry sponsored or initiated)


 FORMCHECKBOX 
 Consent form(s)


 FORMCHECKBOX 
 Protocol (only if revised since last GCRC review).  If electronic copy of the revised protocol is not available, as sometimes happens with industry studies, send a hard copy to Hal Rosenblatt at NBV 8-East-36. 

For questions about this, contact Hal Rosenblatt (hal.rosenblatt@med.nyu.edu; 212-263-8040).







Forms and instructions available at http://gcrc.med.nyu.edu/researcher/apply.html
9-Apr-2007

