BWH CCI Protocol Resource Request Application

PROTOCOL INFORMATION

PROTOCOL #:      
PROTOCOL TITLE:      
PRINCIPAL INVESTIGATOR:      
DEPARTMENT:      
OVERALL PI (if different):      
STUDY CONTACT INFORMATION

MAIN CONTACT: 
Name, Title



Phone:
       E-Mail:      
Study Physician with BWH Ordering Privileges:      
Collaborating Investigators:      
*NIH requires reporting of all Investigator eRA Commons usernames.  Please provide this information for all investigators.
STUDY CLASSIFICATION

TYPE:

 FORMCHECKBOX 
 Investigator-Initiated Research

 FORMCHECKBOX 
 Industry-Initiated Research

FUNDING: 

* Provide a copy of the sponsor-approved budget

 FORMCHECKBOX 
 NIH:  Grant #      
 FORMCHECKBOX 
 Other federal funding

 FORMCHECKBOX 
 Foundation

 FORMCHECKBOX 
 Industry

 FORMCHECKBOX 
 Departmental funds

 FORMCHECKBOX 
 Other:       

MULTI-CENTER:

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

AIDS-RELATED:

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
RARE/ORPHAN DISEASE:
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
JUNIOR INVESTIGATOR (NEVER HAD AN RO1):
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
SUBJECT POPULATION

 FORMCHECKBOX 
 Infant/Newborn: Age      
 FORMCHECKBOX 
 Adult: Age      
Other Info:      
Site Enrollment:      
Overall Enrollment:      
CCI UTILIZATION

INPATIENT:   FORMCHECKBOX 
 9A/B
 FORMCHECKBOX 
 Nursing Support
 FORMCHECKBOX 
 IPM Technical Support
 FORMCHECKBOX 
 Nutrition Services
 FORMCHECKBOX 
 Specimen Processing

 FORMCHECKBOX 
 Analytical Core Laboratory

 FORMCHECKBOX 
 Ultrasound Core Services
OUTPATIENT:   FORMCHECKBOX 
 ACC (221L)    FORMCHECKBOX 
 CTC (PBB-A4)
 FORMCHECKBOX 
 Nutrition Services
 FORMCHECKBOX 
 Specimen Collection/Processing

 FORMCHECKBOX 
 Analytical Core Laboratory


OUTPATIENT:   FORMCHECKBOX 
 9A
 FORMCHECKBOX 
 Nursing Support
 FORMCHECKBOX 
 Nutrition Services
 FORMCHECKBOX 
 Specimen Processing

 FORMCHECKBOX 
 Analytical Core Laboratory

 FORMCHECKBOX 
 Ultrasound Core Services
OFF-UNIT:  
 FORMCHECKBOX 
 Neonatal ICU Nursing Support
 FORMCHECKBOX 
 Nutrition Services

Each publication, press release or other document that cites results from NIH grant-supported research must include an acknowledgement of NIH grant support and disclaimer such as "The project described was supported by Grant Number 1 UL1 RR025758-01, Harvard Clinical and Translational Science Center, from the National Center for Research Resources.  The content is solely the responsibility of the authors and does not necessarily represent the official views of the National Center for Research Resources or the National Institutes of Health."

CLINICAL AND INTENSIVE PHYSIOLOGICAL MONITORING (IPM) TECHNICAL SUPPORT REQUEST

*These services are available on Tower 9A/B only.
 FORMCHECKBOX 
  Nursing and IPM Technical support not requested

 FORMCHECKBOX 
  Nursing and IPM Technical support is requested

Type of Visit:  
 FORMCHECKBOX 
  Inpatient
 FORMCHECKBOX 
  Outpatient
Services:
 FORMCHECKBOX 
  Clinical monitoring:  routine or frequent?       
 FORMCHECKBOX 
  Vital Signs

 FORMCHECKBOX 
  EKGs

 FORMCHECKBOX 
  Observations

 FORMCHECKBOX 
  Biological sampling

 FORMCHECKBOX 
  Blood – specify sample # per hour:      
 FORMCHECKBOX 
  Urine

 FORMCHECKBOX 
  Saliva

 FORMCHECKBOX 
  Other – please specify:       
 FORMCHECKBOX 
  Administration of study drug/placebo 

 FORMCHECKBOX 
  IV

 FORMCHECKBOX 
  SC

 FORMCHECKBOX 
  PO

 FORMCHECKBOX 
  Computer/Paper testing

 FORMCHECKBOX 
  PSG instrumentation and recording

 FORMCHECKBOX 
  Temperature collection online

 FORMCHECKBOX 
  Patient or subject education/training

Will study staff be performing any procedure on unit? 
 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO

If yes, please specify staff and procedures:       
There is no storage space on the unit.  If special equipment will be used, please make storage arrangements.
ULTRASOUND REQUEST:
*These services are currently only available on Tower 9A/B.

 FORMCHECKBOX 
  Ultrasound Core support not requested

 FORMCHECKBOX 
  Ultrasound Core support is requested

Type of Visit:  
 FORMCHECKBOX 
  Inpatient
 FORMCHECKBOX 
  Outpatient
Description of ultrasound study requested:       

NUTRITION REQUEST

 FORMCHECKBOX 
  Nutrition services not requested

 FORMCHECKBOX 
  Nutrition services are requested

Type of Visit:  
 FORMCHECKBOX 
  Inpatient
 FORMCHECKBOX 
  Outpatient
Location:  
 FORMCHECKBOX 
  9A/B
 FORMCHECKBOX 
  ACC (221L)
 FORMCHECKBOX 
  CTC (PBB-A4)

Do your subjects need to be provided with food?

 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO

 FORMCHECKBOX 
  Snack Only
If yes, what type of diet?


 FORMCHECKBOX 
  Therapeutic/house (not related to study)

 FORMCHECKBOX 
  Research diet

 FORMCHECKBOX 
  Controlled nutrient diet
 FORMCHECKBOX 
  Constant routine
 FORMCHECKBOX 
  Other (describe):       
Do you need to acquire any type of food intake information on your subject?
 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO

If yes, please check all that apply:
 FORMCHECKBOX 
  Food intake questionnaire
 FORMCHECKBOX 
  24-hour diet recall/diet history

 FORMCHECKBOX 
  Other (describe):       
OUTPATIENT REQUEST:
 FORMCHECKBOX 
  Outpatient resources not requested

 FORMCHECKBOX 
  Outpatient resources are requested

Location:  
 FORMCHECKBOX 
  ACC (221L)
 FORMCHECKBOX 
  CTC (PBB-A4)

Resources and Services:

 FORMCHECKBOX 
  Exam Room Utilization
 FORMCHECKBOX 
  Specimen Collection & Processing

 FORMCHECKBOX 
  Blood – specify sample # per hour:      
 FORMCHECKBOX 
  Urine

 FORMCHECKBOX 
  Saliva

 FORMCHECKBOX 
  Other – please specify:       
 FORMCHECKBOX 
  EKG

 FORMCHECKBOX 
  Vital Signs

 FORMCHECKBOX 
  Exercise Tolerance Test (CTC only)
 FORMCHECKBOX 
  Storage Space, please describe needs:       
 FORMCHECKBOX 
  Other:       
OFF-UNIT REQUEST:
* Please complete this section if you are requesting Off-Unit Support.  Off-unit nursing services are currently only available on the Neonatal Intensive Care Unit.  Off-unit nutritional services may be available to hospital clinics and inpatient units on a limited basis.
 FORMCHECKBOX 
  Off-unit support not requested

 FORMCHECKBOX 
  Off-unit support is requested

Nursing Services:

Location: 
 FORMCHECKBOX 
  Neonatal ICU
Services:

 FORMCHECKBOX 
  Notification of admission of eligible patients


 FORMCHECKBOX 
  Administration of study drug/placebo


 FORMCHECKBOX 
  Data collection


 FORMCHECKBOX 
  Implementation of study procedures


 FORMCHECKBOX 
  Coordination of the administration of study drug/placebo by NICU staff


 FORMCHECKBOX 
  Assistance creating and presenting in-services to staff


 FORMCHECKBOX 
  Specimen collection

 FORMCHECKBOX 
  Other – please specify:       
Nutrition Services:
Location:
 FORMCHECKBOX 
  Please indicate:       
Services:
 FORMCHECKBOX 
  Please describe:       
BIOSTATISTICS/DATA ANALYSIS:

Name of statistician who originally wrote the design and analysis plan, if applicable:       
All applications to the CCI are reviewed by the CCI Biostatistics Core.  Please be sure your proposal includes a statistics section covering your sample size justification and analysis plan.  To request CCI Biostatistics Support for help in designing your protocol and developing your statistics section, please contact Shelley Hurwitz, PhD, CCI Biostatistics Director at hurwitz@hms.harvard.edu or 732-6467. 

LABORATORY ASSAY SUPPORT
*The Harvard Catalyst Processing, Analytical, and Translational Core provides routine and ancillary laboratory assays at a free or reduced cost to Investigators.  Because of limited funding, the maximum support allowable to Investigators is subject to change.

*For additional information regarding laboratory assays, including a list of current assays performed in the Harvard Catalyst Analytical Central Laboratory (ACL), please refer to the CCI Website.

*For research assays not on the ACL list, please refer to the Harvard Catalyst website to identify Cores which may be able to perform those assays for you.
*Laboratory assays that are identified and budgeted for in your grant cannot be supported by the Harvard Catalyst grant.  Please provide a copy of the sponsor approved budget.
 FORMCHECKBOX 
  Laboratory assay support not requested

 FORMCHECKBOX 
  Services requested are for sample processing only.  Please describe any specific needs:       
 FORMCHECKBOX 
  Laboratory assay support is requested

*Please list all assays to be performed, in order by visit.  Submit an addendum if necessary.
	Visit
	Time
	Assay
	Requesting Catalyst Support

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	     
	     
	     
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No


SIGNATURE
Responsibility for Scientific Conduct:

As Principal Investigator, I affirm that:

· All information in this application is complete and true to the best of my knowledge.

· All key personnel on this protocol have completed approved training in Human Subjects Research and have proof of training record with the Partners Human Research Committee office.

· I will ensure that the protocol is conducted as approved by the IRB and the CCI.
· I will provide the CCI Administrative Offices with the IRB-approved status reports and modifications, including updated consents, when applicable, in a timely manner.

· I will provide information requested by the CCI in a timely manner.

· I will notify the CCI if the study is suspended for any reason.

· I will credit the Harvard Clinical and Translational Science Center’s NCRR grant 1 UL1 RR025758-01 in any publications resulting from research performed on the Brigham and Women’s Hospital CCI.

· I have not obtained funding from Federal or other sources for the services that I have requested in this application.

Name, print or type:       
Signature:  

Date:  

Responsibility for Medical Conduct:
As Physician of Record, I affirm that:

· I will supervise and accept responsibility for the medical conduct of this protocol.

· I will accept responsibility for the safety of human subjects on this protocol.

· I will ensure every subject meets eligibility criteria.

· I will report all Adverse Events in compliance with the Partners Human Subject Research Committee policy and procedures.

Name, print or type:       
Signature:  

Date:  
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