GCRC Renewal Application Form Instructions

The GCRC forms and instructions can be obtained in Microsoft Word format from the GCRC web site (http://gcrc.med.nyu.edu/forms). Complete the form by editing the Word document. Do not worry too much about formatting; expand the size of boxes as required, and use as many pages as necessary. 

When the form is completed, email the following as attachments to hal.rosenblatt@med.nyu.edu:

1.
GCRC Renewal Application Form.  The application has recently been revised (see below), so you will need to download it from http://gcrc.med.nyu.edu/researcher/apply.html

2.
IRB Request for Continuation Form

3.
Billing plan

4.
Budget 

5.
Contract (if industry is involved) 

6.
Consent form(s)

7.
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.

General Protocol Information

IRB Number is the number assigned to the protocol by the IRB.

Date refers to when the GCRC Renewal Form is completed.
Performance Period is the IRB-approved period of performance.  If not known yet, leave blank.

Kerberos ID is the basic computer and network identifier for users of NYU School of Medicine (SoM) computers and networks (e.g. romw01, rosenh02, prs222, kt15). The Personal Information Management System (PIMS) is run by the School of Medicine Information Technology group (SoMIT) to store information, like Kerberos IDs, about people associated with the Medical Center. You can check your information on the web at http://myinfo.med.nyu.edu. You can look up Kerberos IDs at http://www.med.nyu.edu/lookup.html. If you know someone's Kerberos ID you do not need to include any other information about that person.

Principal Investigator is the individual responsible for the protocol.

Contact person is the individual, in addition to the PI, such as a study coordinator or project administrator, whom the GCRC should contact regarding issues related to the protocol.

Protocol Title is the title of the protocol as submitted to the IRB.

Protocol amended or changed since last review is YES if the protocol has been revised since the last time it was reviewed by the GCRC. Please indicate the changes in the progress report below or attach a document that describes the changes. 

Progress Report

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. (Blanks or “No results to date” will not be accepted).
Attach any abstracts or publications resulting from this research.

Publications based on research conducted using GCRC resources should acknowledge that support by citing grant number NIH/NCRR M01 RR00096.

GCRC Patient Enrollment

Still enrolling subjects is YES if the study is still trying to accrue new subjects.
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. Failure to supply this information will cause a delay in the review of your protocol, until this information is provided.

Projected GCRC Census refers to the number of subjects that are expected to use GCRC resources in the 12 months following the date of this application.

Inpatients require an overnight stay in the hospital.

Scatter Beds refer to research with subjects already hospitalized. A special request must be made and approved by the GCRC.

Outpatients refer to visits that do not require an overnight stay in the hospital.

GCRC Resources Requested for this Protocol

Nursing: If you wish to initiate nursing support for this protocol or if there are any changes in the need for nursing support, please contact the GCRC Nurse Manager, Eleanor DeCandia, by email, decane01@gcrc.med.nyu.edu, or at 263-6411.  

Informatics Core: If you wish to initiate Informatics support for this protocol or if there are any changes in the need for Informatics support, please contact the GCRC Informatics Core Systems Manager, Steven Sotero, by email, steven.sotero@med.nyu.edu, or at 263-7492.

Biostatistics Core: If you wish to initiate Biostatistics support for this protocol or if there are any changes in the need for Biostatistics support, please contact the Division of Biostatistics at 263-0363 prior to submission of this application.
Bioinformatics Core: If you wish to initiate Bioinformatics support for this protocol or if there are any changes in the need for Informatics support, please contact the Bioinformatics Core Manager, Stuart Brown, at browns02@med.nyu.edu

Core Laboratory: If you wish to initiate or continue Core Laboratory support for this protocol, please complete the Core Laboratory Request table.  For more information contact the GCRC staff at 263-7900. 

Ancillary Tests: If you wish to initiate or continue GCRC support for ancillary tests for this protocol, please complete the Ancillary Request table detailing the tests. For more information contact the GCRC Administrative Director, Deborah Chavis-Keeling, 263‑6410, deborah.keeling@med.nyu.edu. 

Data and Safety Monitoring Plan (DSMP).  All studies involving human subjects conducted on the GCRC are required by the NIH to have a DSMP. If a DSMP has not previously been submitted, please complete and attach the Data and Safety Monitoring Plan section of the GCRC application which can be found at http://gcrc.med.nyu.edu/files/gcrc_app.doc. If the DSMP has changed since the protocol was last reviewed by the GCRC, please explain the changes and provide the current DSMP.

Data and Safety Monitoring Report (DSMR).  DSMRs must be submitted a minimum of once a year and more frequently for some studies (see your DSMP for frequency of reporting). The report can be submitted in the space indicated on the renewal form or may be attached. 

· If the Principal Investigator (PI) is the primary data and safety monitor, the IRBA continuation form is sufficient for the DSMR. 

· If the DSMP indicates a data and safety monitor is someone other than the PI, submit the monitor’s report with the renewal. 



*Please note that the data and safety monitor is distinct from the “study monitor” 


 who performs site visits to review regulatory documents and subjects’ records.

· If the DSMP includes review by a Data and Safety Monitoring Board (DSMB) or Data and Safety Monitoring Committee, submit their report and the committee membership list.

· If the frequency of data and safety monitoring specified in the DSMP is more than once a year (e.g. every 3 months or every 6 months), submit DSMR’s at the frequency indicated in the DSMP.

*Annual approval cannot be granted until the DSMR is approved by the GCRC Advisory Committee (GAC). GCRC renewal forms submitted without an appropriate DSMR will be deferred. 

For more information about Research Subject Safety Office, DSMP’s and DSMRs visit the RSSO website at http://gcrc-www.med.nyu.edu/researcher/rsso/ or contact Lourdes Roman at 263-7900 or lourdes.roman@med.nyu.edu.

For questions about the GCRC application process and protocol review status, contact the GCRC Research Grants Coordinator, Hal Rosenblatt, 263-8040 or 263-7900, hal.rosenblatt@med.nyu.edu. 

1

9-Apr-2007

