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Application - Request for CRC Services

1.   For CRC protocol submissions using the RSRB approval process, please complete the RSRB electronic submission system. 
The RSRB application available at https://rsrb01.urmc.rochester.edu contains all the information required by the CRC for review. You must select the check box requesting CRC services in section 62.1 of the RSRB application.  By checking this box, the application will forward you to several questions that are specific to the CRC.  Required information is located in section 72 (Parts, 1, 2 and 3), which includes specific instructions to assist in answering the questions. 

Once the RSRB application is completed and submitted by the Principal Investigator, the system will automatically notify the CRC that a protocol is waiting for review. You do not need to provide the CRC with any additional information.  

Your CRC protocol will be reviewed at the next regularly scheduled CRC Advisory Committee meeting.  CRC submission deadlines are located on the CRC website www.urmc.rochester.edu/ctsi/research/crc/forms.cfm
Once the protocol is approved by the CRC Advisory Committee, the RSRB will be notified and their review process will begin.  RSRB approval must be received prior to conducting research procedures on study subjects on the CRC or using CRC resources.

2. For CRC protocol submissions reviewed by WIRB and those that already have RSRB approval, please use the CRC application located at 

http://www.urmc.rochester.edu/ctsi/research/crc/forms.cfm
Submit the following electronically to Mary Little at mary_little@urmc.rochester.edu  

- 
CRC application form (located at http://www.urmc.rochester.edu/ctsi/research/crc/media/documents/GCRCProtocolSubmissionApplicationUsingWIRBApprovalProcess.doc)

-
Informed consent form (WIRB/RSRB-approved or draft)

- 
Protocol (as submitted to WIRB/RSRB)
- 
Study measures/assessments

- 
Budget
-
Investigator’s Brochure, if applicable.  

The checklist on the first page of the CRC application should be printed out, signed by the principal investigator, and either mailed to the CRC office at Box MED/CRC or put in a PDF 

and e-mailed to mary_little@urmc.rochester.edu  
The protocol must be reviewed and approved by the CRC Advisory Committee and WIRB or RSRB approval must be received prior to conducting research procedures on study subjects on the CRC or using any CRC resources.

Submission deadlines are located on the CRC website:  http://www.urmc.rochester.edu/ctsi/research/crc/forms.cfm 
GENERAL INSTRUCTIONS

The GCRC Advisory Committee reviews protocols for scientific merit and GCRC need. No subjects can be seen on the GCRC without prior approval by the GCRC Advisory Committee and the RSRB or WIRB.

Please note that the primary mission of the GCRC is to support NIH-funded research projects.  The GCRC also supports research projects funded by other sources, but the GCRC itself does not fund research protocols. Support provided by the GCRC includes nursing assistance for inpatient admissions and outpatient visits, core laboratory tests and procedures, nutritional and dietetic services, computer application development and data management services, and biostatistical assistance.  Certain routine screening and safety non-core lab tests (e.g. pregnancy test, CBC etc.) and ancillary supplies (e.g. IV solutions, tubing, syringes) are supported by the GCRC budget.

Please include the research protocol (as submitted to the RSRB), which must include all of the following elements:

Summary: Concisely summarize the objectives and research plan.

Background and Significance: With appropriate references describe the rationale for the hypothesis to be tested, indicate specific aims and explain why the research is important.

Experimental Design

Study Design/Procedures

Data and Safety Monitoring Plan 

Data Analysis: 

Define the main variables to be analyzed; indicate how these will be used to address the specific aims of the protocol.

Provide a justification for the chosen sample size.  State and justify the assumptions that are needed for the sample size calculations (e.g. effect size, standard deviation, significance level, precision/power, drop-out rate).

Provide a coherent plan for how the data will be analyzed, including the statistical methods that will be used.

If any of the information above was not included in the RSRB application, it can be added as an addendum to the GCRC application.

If there is an Investigator’s Brochure, please include with the application and protocol.

The NIH uses the GCRC publication record as one of its indices of GCRC productivity.  You must acknowledge the GCRC in all publications related to your utilization of GCRC resources (inpatient beds, outpatient visits, laboratory assays, nutrition services, informatics computing facility, or biostatistical support). The acknowledgement should include that "This work was supported in part by a General Clinical Research Center Grant, 5M01-RR 00044, from the National Center for Research Resources, NIH." Please send reprints to the GCRC Administrative Office.

If you have any questions or concerns, the following people can be contacted.  They welcome your calls prior to protocol submission.

John E. Gerich, MD, GCRC Program Director, 275-5295

Kathleen Jensen, MHSA, Research Program Manager, 275-6409

Mary Little, GCRC Secretary, 275-5295

Nancy Needler BS, CCRC, Research Subject Advocate, 275-1020

Pat Pincus, RN, MPH, CIC, CCRC, Nurse Manager, 275-2907

Pat Stewart, PhD, RD, Nutrition Manager, 275-3918

Robin Peck, DT, Nutrition Supervisor, 275-3918

Will DiGrazio, MS, Informatics Core Director, 275-5783

Mike McDermott, PhD, Biostatistician, 275-6685

Steve Welle, PhD, Director of Core Laboratory & Mass Spectrometry Facility, 273-3117

Noya Rackovsky, MS, Core Laboratory Supervisor, 273-4920

INFORMATION PAGES

Inclusion of Women/Minorities/Children 

The following are the NIH guidelines regarding the inclusion of women, minorities, and children in GCRC research studies.  Study-specific information will be detailed in the application section.

Women/Minorities

Current guidelines require:

· Describe the composition of the proposed study population in terms of gender and racial/ethnic group, and provide a rationale for selection of such subjects.

· Include a description of the proposed outreach programs for recruiting women and minorities as participants.


Children:
Effective October 1, 1998, all protocols are required to meet new NIH guidelines on the inclusion of children as research subjects.  For the purposes of these guidelines, the NIH defines a child as “an individual under the age of 21 years.”  NIH developed this policy because medical treatment and drugs for children have often been tested only in adults.  New NIH guidelines mandate a section in all applications entitled “Participation of Children.”  This section should provide a description of the plan to include children or an explanation of reasons for excluding children.  A significant number of children should be included that will provide a meaningful analysis relative to the purpose of the study.  Acceptable reasons for exclusion are:

1)
The research topic is irrelevant to children.

2)
Laws or regulations bar the inclusion of children.

3)
Information being sought is already available for children or will be provided in another study.

4)
A separate, age-specific study in children is warranted or preferred.

5)
Not enough information is available regarding risk in adults to judge the potential risks in children.

6)
Study is aimed at providing additional information on a previous all adult study.

7)
Other special cases: NIH will judge on an individual case-by-case basis.

If you have any questions about these guidelines, please call Kathleen Jensen, GCRC Research Program Manager, at 275-6409.

Rare Disease-NIH Definition 

Rare disease or condition refers to any disease or condition that either:

a) Affects less than 200,000 persons in the United States, or

b) Affects more than 200,000 individuals in the US and for which there is no reasonable expectation that the cost of developing and making available within the US a drug for such a disease or condition will be recovered from sales of said drug or other therapeutic agent.

Data and Safety Monitoring Plan (DSMP)

As currently mandated by the NIH, EVERY protocol evaluated by the GCRC Advisory Committee (GAC) MUST have a Data and Safety Monitoring Plan (DSMP). To assist the Committee in completing their evaluations of this NIH-mandated requirement, please include all of the required elements. These efforts are to ensure the safety of subjects involved in clinical research conducted through the GCRC.

There are two issues regarding safety: 1) appropriate collection, recording, and review of data, and 2) recognition and recording of adverse events and general safety review as described in sections A and B below. 

A)
Data Collection and Data Monitoring

The protocol must detail how data collection will occur and how quality will be assured, a description of the records to be maintained, and how the study is to be monitored for adherence to the protocol.  The protocol should indicate how informed consent will be obtained and by whom.  

If the study is industry sponsored, please indicate the monitoring agency and how often monitoring will be done.  If the study is investigator-initiated, then it is likely that the PI will be responsible for organizing, tracking and evaluating the data. This fact and the frequency of the monitoring should be specified.

The protocol must indicate what steps are taken to ensure the confidentiality of study subjects.  This should include where and how data (case report forms and electronic data) will be stored, and who has access to it, as well as how data will be identified, and how those identifiers will be protected.

If there is a Data and Safety Monitoring Board (DSMB) or Safety Monitoring Committee (SMC), there should be a description of the general composition of the board (member names or specialties represented), its duties, and the DSMB charter if available. All studies should detail what data will be reviewed and the procedures for implementing changes as a result of the review (i.e. how deficiencies are to be resolved).  The details of what will be assessed for an interim analysis should be included if this is to be done. 

B) Safety Monitoring/Adverse Event Reporting 

The DSMP must include an assessment of risk and the justification for the risk level (see table below). The level of risk will determine who is responsible for safety monitoring (see below).  There should also be a plan for safety review which includes when serious adverse events (SAEs) and non-serious adverse events (AEs) are reported and to whom (i.e. RSRB, DSMB, and GCRC), and an AE grading and attribution scale. 

(1) PI monitoring only: PI monitors study, with prompt reporting of adverse events and other study related safety information to the RSRB, GCRC, sponsor, or other agencies, as needed. Protocol deviations and protocol amendments also need to be reported.

Ex: This level of monitoring would be appropriate for studies with minimal to low risk that can be effectively monitored by the PI. 

(2) PI monitoring and safety monitor: PI monitors study as noted above, with oversight by a safety monitor. This individual should have appropriate clinical and research expertise and should have no conflicts in monitoring the study.

Ex: This level of monitoring would be appropriate for moderate risk studies that may require independent safety monitoring, such as a relatively small investigator-initiated study involving a vulnerable population.

(3) PI monitoring and DSMB: PI monitors study as noted above, with oversight by a Data and Safety Monitoring Board. DSMB members typically include scientists, clinicians, statisticians, and others who periodically review the safety and integrity of a study and evaluate accumulating data to consider a need for early stopping due to significant evidence of benefit, harm, or futility.  DSMB members should have appropriate clinical and research expertise and should have no conflicts in monitoring the study.  The description of the DSMB should include the composition of the DSMB (the names of the DSMB chair and its members- if known), how frequently it will meet, and its responsibilities.  

Ex: This level of monitoring would be appropriate for studies which: (1) are multicenter; (2) use high risk interventions; (3) trials testing an agent for which little or no toxicity data in humans is available; (4) are blinded to the investigator; or (5) include vulnerable populations (e.g., children, pregnant women, psychiatric patients, prisoners, etc.). All NIH-funded multicenter Phase III clinical trials must have a DSMB. 

Please submit copies of adverse event reports to the GCRC as they are submitted to the RSRB/WIRB (i.e. send SAE reports as detailed in the protocol, and if applicable, send a copy of the RSRB progress report which lists all other AEs, upon re-approval of the study).  Please also send copies of any DSMB or safety committee reports to the GCRC as well. 

Please contact Rebecca Hahn, MPH, Research Subject Advocate at 275-4675, if you have any questions regarding the DSMP requirements or would like assistance in writing a plan.

Examples for Risk Assessment

	Minimal
	Low
	Moderate
	High

	· Blood draw

· Behavioral studies

· Observational studies

· CT/ MRI /DEXA scans

· ECG

· Surveys/questionnaires

· Indirect calorimetry


	· IV catheter 

· Oral glucose tolerance test

· Phase IV drug or device studies
	· Insulin clamp

· Muscle biopsy

· Use of investigational drugs

· Involves subjects with HIV/AIDS, cancer, or other diseases on a treatment study

· Phase I or II studies with available safety data in humans
	· Blinded Phase I and II trials

· Involves use of a new drug for which there is little or no safety data in humans

· Involves vulnerable populations and involves greater than minimal risk procedures.

· Gene transfer studies
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