

APPENDIX VIII

APPLICATION FOR USE OF CLINICAL RESEARCH CENTER



	IR Number: ________



NOTE: PLEASE DONT BE PUT OFF BY PAPERWORK...THE CRC STAFF WILL COMPLETE THIS FORM FOR YOU UPON CONSULATION (AT NO EXTRA $)

Purpose: To provide an environment for clinical research (for subjects that would otherwise not need hospitalization), to promote interaction among faculty members from various disciplines, and to provide training opportunities for research staff.



The Clinical Research Center is VM Research Center space located on the 8th floor of the VMMC.  Outpatient studies may use the CRC which is currently configured with 6 beds and 4 infusion chairs.  Priority will be given to investigator initiated Federally or non-profit sponsored research and Phase I and II clinical trials.    



The application for use of the CRC will be reviewed by the RAC (Research Advisory Committee) for appropriateness of use and to prioritize the studies.  Additional review will be done by Deborah Watkins, CRC Nurse Manager (phone: 223-2390; e-mail:  Deborah.Watkins@vmmc.org).   At the same time you submit your application to the IRB and/or RAC for approval, a copy of the protocol, this application and the Investigator’s Brochure must be sent to Deborah Watkins at H8-CRC.  It is suggested that you contact Ms. Watkins for Dr. Carla Greenbaum (CRC Director) prior to submitting this application.  



1. Title of research project: �formtext ��     �	VMRC 4-Digit Project/Study # �formtext ��    �

2. Principal Investigator: �formtext ��     �

3. Study coordinators/contacts: �formtext ��     �



4. Primary sponsor of research protocol

Federal grant	

	Agency: �formtext ��     �

	Grant number: �formtext ��     �

	Start date of funding: �formtext ��     �		End date of funding: �formtext ��     �



Non-profit group grant (i.e. American Heart Association)

	Non-profit group name: �formtext ��     �

	Grant number: �formtext ��     �

	Start date of funding: �formtext ��     �		End date of funding: �formtext ��     �



Industry 

	Company name: �formtext ��     �

	Type of study (Phase I, Phase II, Phase III, post-marketing study): �formtext ��     �

	Start date of study: �formtext ��     �		End date of study: �formtext ��     �



5. Multi-centered study?	�formcheckbox �� Yes		�formcheckbox �� No	



6. Study objectives (abstract – 200 words maximum): �formtext ��     �



7.  Estimate use of CRC

a. Number of patients (total): �formtext ��     �



b. Estimated hours per outpatient visit: �formtext ��     �



c. Estimated length of study (months/years): �formtext ��     �







d. Complete the table

�Year 1�Year 2�Year 3�Year 4 �Year 5��Number of outpatient visits��formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���Number of overnight visits��formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���









8. The CRC is equipped with beds and infusion chairs.  Do you have a preference?

	�formcheckbox �� Bed		�formcheckbox �� Chair		�formcheckbox �� No Preference



9. Are there any restrictions as to time of day for study procedures (i.e. fasting blood draws). Please describe.  �formtext ��     �



10. Expected age range and gender/ethnic distribution for study.  �formtext ��     �



11. Study procedures

a. Provide a summary flow chart for study protocol and specify each procedure to be performed on CRC (do NOT refer to the full protocol).



b. Provide a sample copy of written orders. 



c.  The CRC Nurse manager has oversight of all staff using CRC.  Please indicate in table below which specific services are requested of CRC staff (i.e. IV starts, administration of study drug, vital signs, etc.) and which will be performed by investigator’s staff. Note equipment needed (i.e. IV pump, etc).  



Study procedure�Frequency�CRC Nurse�Study Coordinator �Study RN�Specialty RN skills needed (i.e. oncology cert)*�Equipment needed��Vital signs��formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���Body measurements��formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���Blood draws��formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���Blood processing��formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���Urine collections/aliquots��formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���Other specimen collection, processing, storage��formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���Medication admini-stration (route IV, po, IM, SQ)��formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���Subject education��formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���Subject questionnaire/survey��formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���Other anticipated nursing needs��formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���Meals (detail requirements)��formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���formtext ��     ���*Please discuss in advance with CRC Director and Nurse Manager.
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