CONDUCTING RESEARCH STUDIES ON THE 

CLINICAL RESEARCH CENTER (CRC)

Information Sheet

There are several steps to starting a study on the CRC.  Following these steps will help to ensure a well planned study and a smooth initiation. 

SUBMITTING A PROTOCOL USING THE CRC APPLICATION

CRC personnel may need to be contacted prior to submission:

If you are requesting assistance with writing the data management section of a grant, please contact the CRC Informatics Manager prior to the submission of the grant (at least one month before submission to the IRB and CRC).  This is especially necessary for support of multi-center studies and projects that will require the development of customized software.

If you need assistance with designing the nutrition component of a protocol, identifying dietary assessment and analysis tools, please contact the CRC Bionutrition Manager.

If you would like assistance with statistical design, sample size determination, or data analysis, please contact the CRC biostatistician.

All CRC protocols are required to have a Data and Safety Monitoring Plan (DSMP) which is explained in the CRC protocol application.  Please contact the CRC Research Subject Advocate with any questions or for assistance in writing this plan.  This can be reviewed prior to protocol submission.  Having an adequate DSMP prior to submission will help expedite the CRC approval process.

If there are questions regarding the services the CRC can provide, please contact:
	Administration
	
	

	John E. Gerich, MD
	Program Director
	275-5295

	Kathleen Jensen, MHSA
	Administrator
	275-6409

	Mary Little
	Secretary
	275-5295

	
	
	

	Pat Stewart, PhD, RD
	Bionutrition Manager
	275-3918

	Robin Peck, DT
	Bionutrition Supervisor
	275-3918

	Susan Messing, MS
	Biostatistician
	275-0343

	Noya Rackovsky, MS
	DEXA Technician
	273-4920

	Will DiGrazio, MS, MBA
	Informatics Manager
	275-5783

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

	Nancy Needler BS, CCRC
	Research Subject Advocate
	275-1020


PROTOCOL APPROVAL:  

Depending upon which IRB (RSRB or WIRB) is used for study approval, there are two ways for submitting a CRC application. The CRC Administrator is available at 275-6409 to assist with questions.  
1.   For CRC protocol submissions using the RSRB approval process, please complete the RSRB application. 
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.  
Submission deadlines are located on the CRC website http://www.urmc.rochester.edu/ctsi/research/crc/forms.cfm 
The protocol must be reviewed and approved by the CRC Advisory Committee and WIRB/RSRB approval must be received prior to conducting research procedures on study subjects on the CRC or using CRC resources.

PROTOCOL INITIATION

The CRC staff must meet with the study staff.  It is routine to have two brief meetings: one is to obtain information from the PI, and the other is an in-service with the CRC staff. 

A. Informational Meeting for Study Staff: (Please note that this meeting can take place prior to protocol submission). 


The purpose of this meeting is for the CRC staff to communicate general information about the CRC and to understand your needs for the study, including equipment, supplies, tools, and forms. 


This meeting will occur with the CRC Nurse Manager/Nurse Leader and other pertinent CRC staff to discuss the CRC unit’s general policies, scheduling process, and physician order requirements, as well as becoming familiar with the unit. 


This meeting needs to occur well before subjects can be scheduled for any visits on the unit. 

B. In-service for CRC staff: 

The purpose of this meeting is for the study staff to inform the CRC staff of the study details and procedures to ensure a smooth protocol initiation.  
This in-service needs to be conducted for CRC studies occurring on the unit so study staff and appropriate CRC staff can discuss the protocol procedures, and  answer questions/clarify issues prior to study implementation. If flow-sheets are to be used for a study, please contact the CRC Nurse Manager/Nurse Leader for assistance, if necessary, and to review the finalized flow-sheet prior to the first subject visit. 

The RSRB/WIRB approval letter and approved consent form need to be reviewed by the CRC staff prior to protocol initiation.  Please bring these with you to the in-service.
In-services need to occur before subjects can be scheduled for visits on the unit.

STUDY VISITS

Once the above meetings have taken place and all issues have been addressed, then the study staff can schedule subjects.  Information and instructions regarding scheduling, physician orders, administrative and other issues are detailed below.

Scheduling:
Please call 275-2907 as soon as you know you would like to bring in a subject. The CRC needs advance notice to ensure there are available staff, equipment, and space the day you would like to schedule your study visit. Please call for availability PRIOR to informing the subject of the visit date.  
Patient Care Orders/Physician Orders:
Patient care orders/physician orders need to be received by the CRC at least 48 hours prior to a study visit.  This will allow time to resolve any questions, and for any study blood tubes to be labeled prior to the visit. Templates for orders are located on the CRC website at http://www.urmc.rochester.edu/ctsi/research/crc/forms.cfm  
Orders must be signed by the primary physician investigator with SMH hospital admitting privileges or a physician or nurse practitioner who is listed on the protocol.

Orders can be created and signed in advance and given to the CRC staff who will place them in a file on the unit. 

The orders should include: CRC protocol number and specific protocol procedures (i.e., blood draws, DEXA scan, etc.).  If the procedures need to be completed in the order listed, that should be indicated. Blood draws should be as specific as possible (i.e., number and types of tubes, “bloods as per kit”, or reference to flow-sheet, etc.).  Only items that have been approved by the CRC Advisory Committee can be ordered.

Please include a phone or pager number for the coordinator on each order. 

Other Issues:
If a subject is consented off the CRC unit, please bring a signed copy of the consent form to the first visit for the subject.  This is required prior to any study procedures conducted on the unit.

All inpatient visits need to follow the usual hospital procedure for admissions (i.e., history and physical for each visit and daily notes by MD or NP).  All inpatient charts are subject to an audit by the hospital. 

All CRC staff will be advocates for subjects to ensure studies are conducted according to the protocol.

ADMINISTRATIVE ISSUES
Adverse Events: Submit copies of adverse event (AE) reports to the CRC as they are submitted to the RSRB/WIRB:

Send serious adverse event (SAE) reports as detailed in the protocol.

If applicable, send a copy of the RSRB progress report which lists all other AEs, upon re-approval of the study.  If applicable, send a copy of the WIRB progress report.

Send copies of any DSMB or safety committee reports to the CRC as they are received.

Protocol Amendments: Provide the CRC with copies of all protocol amendments/changes, and a copy of all RSRB/WIRB amendment approvals and updated consent forms.

Approvals/Consent Forms: Provide the CRC with copies of the updated RSRB/WIRB study approval and consent form.  The CRC requires a copy of the renewed study approval and consent form (if applicable) each year.

Annual Report: Complete an annual report each year, as requested by the CRC for reporting to the NIH.
Publications:
Once the study has been completed and data analyzed, acknowledge the support of the CRC in applicable publications.   Please keep in mind that although these publications may not be published for several years after the CRC services are utilized, the grant reference must still be included.
The wording below should be used for citing the use of CRC resources in a publication.  Please note that the wording to be used is dependent upon the timeframe during which CRC resources were used. 

1.  Wording for Publications Resulting from Studies Using CRC Resources only during the    timeframe prior to 9/30/06:

“This publication was made possible by Grant Number 5 MO1 RR00044 from the National Center for Research Resources (NCRR), a component of the National Institutes of Health (NIH).  Its contents are solely the responsibility of the authors and do not necessarily represent the official views of NCRR or NIH.”

2.  Wording for Publications Resulting from Studies Using CRC Resources on or after 9/30/06:

"This publication was made possible by Grant Number UL1 RR 024160 from the National Center for Research Resources (NCRR), a component of the National Institutes of Health (NIH), and NIH Roadmap for Medical Research.  Its contents are solely the responsibility of the authors and do not necessarily represent the official view of NCRR or NIH. Information on NCRR is available at http://www.ncrr.nih.gov/.

Information on Re-engineering the Clinical Research Enterprise can be obtained from http://nihroadmap.nih.gov/clinicalresearch/overview-translational.asp.
Thank you for using the Clinical Research Center – we welcome any feedback that will make using the CRC as convenient as possible!
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