GCRC Protocol Submission Application Using the WIRB Approval Process

Request for GCRC Services

GCRC SUBMISSION CHECKLIST

NOTICE: To avoid return of your protocol because of deficiencies, thereby delaying its review, please complete the checklist below and submit it with your protocol.   All items are required.
 FORMCHECKBOX 

Items 1.1 – 10.7 and tables (if applicable) in the application have been completed.   

 FORMCHECKBOX 

The protocol has a data analysis section indicating how data will be analyzed 

 FORMCHECKBOX 

The protocol has a power calculation justifying the number of volunteers to be studied.

 FORMCHECKBOX 

The protocol has a written Data & Safety Monitoring Plan (or is included as an addendum)

 FORMCHECKBOX 

The protocol has a description of the plan to include women and minorities

 FORMCHECKBOX 

The protocol has a description of the plan to include children, or has an explanation of the reasons for excluding children.

 FORMCHECKBOX 

The protocol has a statement indicating your need to utilize the GCRC.

 FORMCHECKBOX 

The consent form has been included.

 FORMCHECKBOX 

If Drug Company/Non-drug Company/Private Organization sponsored, the submission includes budget pages and an account number to charge ancillaries.

The Principal Investigator must read and attest to the following statements:

The undersigned investigator warrants that the ancillary support requested from the GCRC as outlined in the protocol application has not been included in and/or awarded by any other granting agency supporting this clinical investigation. 

It is understood that: 1) the GCRC must receive a copy of the certificate of approval from the RSRB/WIRB and the approved consent form prior to study implementation, 2) all protocol changes must be submitted to the GCRC prior to implementation, and 3) all SAE reports and DSMB/DSMC reports are to be submitted to the GCRC, and 4) significant protocol deviations/violations need to be reported to the GCRC.

Investigator: _____________________________________________________

                        (Please Print)

Signature: _____________________________
Date: ____________________

REQUEST FOR GCRC SERVICES

ALL ITEMS MUST BE COMPLETED

1. General Information

1.1 Study Title:     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
      

1.2
Principal Investigator: 


Name: 

     



Title: 

      

 
Department: 
      

 
Box #:  

      


Phone:  

     



HSPP/EPRP #: 
     
1.3
Co-Principal Investigator(s): (Individuals who share full responsibility for the study with the PI): 


Name:       
Department:         HSPP/EPRP No.:       



Name:       
Department:         HSPP/EPRP No.:       


1.4
Sub-Investigator(s): (Individuals who assist PI or Co-PI in certain assigned aspects of the study): 


Name:       
Department:         HSPP/EPRP No.:       



Name:       
Department:         HSPP/EPRP No.:       

Name:       
Department:         HSPP/EPRP No.:       



Name:       
Department:         HSPP/EPRP No.:       
1.5
Study Coordinator: 


Name: 

     



Title: 

     

Degree:


 
Department: 
      

 
Box #.:  

      


Phone:  

     



HSPP/EPRP #: 
     
2. Source of Funding/Sponsorship 

2.1
Check all appropriate boxes for funding/sponsorship for this research.


 FORMCHECKBOX 
 
No Funding or Sponsor



 FORMCHECKBOX 
 
Department Funding - Department Name:      
 


 FORMCHECKBOX 
 
Industry Sponsored / Investigator-Initiated    
Sponsor Name:      

 FORMCHECKBOX 
 
Industry Sponsored / Industry-Initiated

Sponsor Name:      

 FORMCHECKBOX 
 
Government Agency –  Agency Name:      



 FORMCHECKBOX 
 
Foundation – Foundation Name:       


2.2
Has this protocol received funding as of this GCRC submission?  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

3. Rare Disease/Condition

3.1
Does this study evaluate a disease that would qualify as a Rare Disease or Condition as defined by the NIH? (see page 4 of the GCRC Protocol Application Instructions for WIRB Approval Process).


 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

4. Inclusion of Women and Minorities

4.1
Please complete both sections of the table below:

	Ethnic Category
	Females
	Males
	Total

	Hispanic or Latino
	     
	     
	     

	Not Hispanic or Latino
	     
	     
	     

	Ethnic Category Total of All Subjects*
	     
	     
	     


	Racial Category
	Females
	Males
	Total

	American Indian/Alaska Native
	     
	     
	     

	Native Hawaiian or Other Pacific Islander
	     
	     
	     

	Asian
	     
	     
	     

	Black or African American
	     
	     
	     

	White
	     
	     
	     

	Racial Category Total of All Subjects*
	     
	     
	     


* The Ethnic Category Total must be equal to the Racial Category Total of all subjects.

4.2 Please describe the outreach plans to ensure appropriate representation of women and minorities is obtained:      
5. Inclusion of Children

5.1
Are children (under the age of 21) are to be included?:  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

5.2
If NO, indicate reason for exclusion of children (check all that apply):
 FORMCHECKBOX 

The research topic is irrelevant to children.

 FORMCHECKBOX 

Laws or regulations bar the inclusion of children.

 FORMCHECKBOX 

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

 FORMCHECKBOX 

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

 FORMCHECKBOX 

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

 FORMCHECKBOX 

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

 FORMCHECKBOX 

Other special cases: GCRC Advisory Committee will judge on an individual case-by-case basis. Describe:      
6. Drugs, Devices, and Vaccines

6.1
Will drugs, biologics, or devices be used in the study?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


If YES, please indicate name of drug or biologic:      
6.2
Is the drug/biologic/device FDA approved or exempt?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
  FORMCHECKBOX 
 N/A


If NO, please provide the IND No.:      and approval date:      
7. Data and Safety Monitoring Plan

Data and Safety Monitoring Plan (DSMP): See pages 5-6 of the GCRC Protocol Application Instructions for WIRB Approval Process.

To help us review your protocol and determine where essential elements are included, please indicate on which page (or pages) they can be found in the protocol.

7.1
Data Collection and Monitoring

Data to be collected (plan of study) and records to be kept (e.g. case report forms)

Pages(s):      
Data Monitoring 
Page(s):      

Confidentiality:

Page(s):      
7.2 Safety Monitoring/Adverse Events Reporting 

Who is responsible for monitoring safety (i.e. PI, safety monitor, DSMB, etc.)

Page(s):      
Plan for safety review; when Serious Adverse Events (SAE) and Adverse Events (AE) are reported, and to whom (e.g. RSRB, DSMB, GCRC, etc.)

Page(s):      
Does the protocol include an AE grading and attribution scale?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, please indicate where this can be found.


Page(s):      
Is there a Data and Safety Monitoring Board (DSMB) or Committee (DSMC)?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, please indicate where the description of the composition of the board (names of members or the specialties represented), its duties, and the DSMB/DSMC charter is located.


Page(s):      
8. GCRC Need:
8.1
Please justify WHY GCRC resources are needed:      
9. Participant Projections

9.1
Projected start date:      
9.2
Expected duration of study from initial enrollment to completion of last subject:      year(s)

9.3
Please project the number of NEW subjects for each GCRC grant year (March 1st to February 28th of each year) and then provide the total number for the duration of the study.





Inpatient
Outpatient
1st year

     
     
2nd year

     
     
3rd year

     
     
4th year

     
     
5th year

     
     
Total:

     
     
9.4
Are subjects to be studied as inpatients (i.e. the subject will be in a GCRC bed at midnight)?


 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No 


If YES:


Per Subject: number of days per admission:      


Number of admissions:      






Total days required:      


Will these inpatients be seen on the GCRC?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No



If NO, where will they be seen?      
9.5 Are outpatient visits included in study?

   
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


If YES:


Per Subject: number of visits:      
            Approximate length of visit:       hours




Total hours per subject:      


Will these outpatients be seen on the GCRC?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No



If NO, where will they be seen?      
10. GCRC SERVICES

Please indicate if the following services are needed (NOTE: If there are patient visits, you must use nursing services):

10.1 Nursing Services:
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


If YES, check all that are needed:

 FORMCHECKBOX 

Routine patient care (i.e. ht, wt, vital signs)    


 FORMCHECKBOX 

Special cardiac monitoring

 FORMCHECKBOX 

EKG



 FORMCHECKBOX 

Biopsies

Type of Biopsy:      
 FORMCHECKBOX 

Non-serial blood collections 



 FORMCHECKBOX 

Serial blood collections 




 FORMCHECKBOX 

Heparin-locks



 FORMCHECKBOX 

IV lines




 FORMCHECKBOX 

Renal vein sampling



 FORMCHECKBOX 

IV infusions



 FORMCHECKBOX 

24 hour urine collections



 FORMCHECKBOX 

Stool collections

 FORMCHECKBOX 

Other:      



10.2 Other Services:


 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


If YES, check as needed, and indicate the # of tests per subject:

 FORMCHECKBOX 

Bio-electrical impedance
#     /subject

 FORMCHECKBOX 

Resting metabolic rate
#     /subject

 FORMCHECKBOX 

Skin-fold measurement
#     /subject

 FORMCHECKBOX 

DEXA scans

#     /subject


(lumbar spine, hip, forearm, whole body)

 FORMCHECKBOX 

Other:      
10.3 Nutrition Services 
  
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If YES, check all that are needed :

 FORMCHECKBOX 

Regular meals or snacks





 FORMCHECKBOX 

Standardized meals




 FORMCHECKBOX 

Metabolic or constant diet 




 FORMCHECKBOX 

Computerized dietary analysis  (e.g.,  food records, 24 hr recall, food frequency)



 FORMCHECKBOX 

Pre-admission counseling for dietary control (e.g., high carbohydrate diet prior to OGTT)

 FORMCHECKBOX 

Patient nutrition counseling/education




 FORMCHECKBOX 

Other (e.g., find appropriate nutrition assessment tools):       
10.4 Core Laboratory Services:
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

 
If YES: Please complete the table on page 8 if you require tests from the core lab.  
10.4.1 Is special handling of samples required?  

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If YES, please explain:      
Other:      
10.4.2  Is another lab also processing blood samples?  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No




If YES, what lab is being used?      
Please note:  Investigators or coordinators are responsible for shipping samples to labs outside of SMH.  The Core lab provides space in the storage freezers to store samples prior to shipment.

10.5 Ancillary Services:

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No



If YES:
Please complete the table on page 9 for all ancillary tests you are requesting to be paid from the GCRC grant. 

Are non-routine ancillaries requested (e.g. expensive drugs)?  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If YES, please justify why these are not to be charged to the funding agency. If the procedures are not listed, please include them with their associated cost:      
10.6 Informatics Services:
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


If YES:

A)   Resources Requested:

 FORMCHECKBOX 

Automated data entry/verification processes




 FORMCHECKBOX 

Database design, development, and management




 FORMCHECKBOX 

Customized software creation and support




 FORMCHECKBOX 

Streamlined data quality and management reporting



 FORMCHECKBOX 

Internet-related solutions (i.e. Web applications or page development, Internet access to data)


 FORMCHECKBOX 

Computer facility usage (3 PCs, network printer, scanners)



 FORMCHECKBOX 

Other:      


B)
Estimated data storage time:

First entry of data:       

Analyses to be completed:       


C)
Data collection for the project:

 FORMCHECKBOX 

To be initiated       


 FORMCHECKBOX 

In progress     


 FORMCHECKBOX 

Already completed 



If NO:

Please indicate which of the following will be utilized instead: 

 FORMCHECKBOX 

Investigator PC
 

 FORMCHECKBOX 

Biostatistics 



 FORMCHECKBOX 

Drug Company 


 FORMCHECKBOX 

Other:      
10.7 BIOSTATISTICAL ASSISTANCE:


 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


If YES:

 FORMCHECKBOX 

Project design 


 FORMCHECKBOX 

Data analysis


 FORMCHECKBOX 

Other:      

Biostatistician on the Project (if already contacted):      
	TESTS REQUESTED TO BE PROVIDED BY THE GCRC CORE LABORATORY 
(This laboratory does not have CLIA certification.)*



	
	# Per Patient
	
	# Per Patient

	GC-Mass Spectrometry:
	
	ELISA:

Specify:      
	     

	     13C-Ketoisocaproate
	     
	
	

	     13C-Leucine
	     
	HPLC:
	

	     D2-Glucose
	     
	     Amino acid profile
	     

	     D5-Glycerol
	     
	     Free fatty acids
	     

	     D5-Phenylalanine
	     
	     Glucose
	     

	     Other:       
	     
	     Lactate
	     

	
	
	     3-Methyl-histidine (urine)
	     

	3H or 14C Substrate Specific Activities:
	
	
	

	     Alanine
	     
	Enzyme Assays
	

	     CO2
	     
	    ß-Hydroxybutyrate
	     

	     Glucose
	     
	     Free fatty acids
	     

	     Glutamine
	     
	     Creatinine
	     

	     Glutamate
	     
	     Glycerol
	     

	     Glycerol
	     
	
	

	     H2O
	     
	Other:** 
	

	     Lactate
	     
	     
	     

	     Palmitate
	     
	     
	     

	Other:      
	     
	     
	     

	
	
	     
	     

	RIAS:
	
	
	     

	C-Peptide
	     
	Totals
	

	     Glucagon
	     
	Total Patients Year 1
	     

	     Growth hormone
	     
	Total Patients Year 2
	     

	     IGF-1
	     
	Total Patients Year 3
	     

	     Insulin
	     
	Total Patients Year 4
	     

	     Other:       
	     
	Total Patients Year 5
	     

	
	
	Total Patients Year 5
	     

	
	
	Total 5 Years
	     


*Patient care decisions should not be made based on core lab tests.

** Non-core specialized assays may be set up by the Core Lab on a fee for service basis by special arrangement.

	ANCILLARIES REQUESTED TO BE PROVIDED BY THE GCRC

	
	Inpatient
	Outpatient
	
	Inpatient
	Outpatient

	Procedures
	# of tests per patient
	# of tests per patient
	Procedures
	# of tests per patient
	# of tests per patient

	Profiles
	
	
	Lactic Acid
	     
	     

	Electrolytes
	     
	     
	LDH
	     
	     

	Basic Metabolic (CHEM 8)
	     
	     
	LDL (Direct)
	     
	     

	Comprehensive Metabolic


	     
	     
	Lipase
	     
	     

	Lipid Panel
	     
	     
	Luteinizing Hormone/Single I.H.
	     
	     

	Liver Function Panel
	     
	     
	Magnesium
	     
	     

	Renal Function Panel
	     
	     
	Norepinephrine/Epinephrine
	     
	     

	
	
	
	Phosphate
	     
	     

	Clinical Chemistry
	
	
	Phosphorous
	     
	     

	Albumin
	     
	     
	Potassium
	     
	     

	Alkaline Phosphatase
	     
	     
	Pregnancy, Serum
	     
	     

	ALT (SGPT)
	     
	     
	Pregnancy, Urine
	     
	     

	AST (SGOT)
	     
	     
	Protein, Total
	     
	     

	Amylase
	     
	     
	Protein Electrophoresis
	     
	     

	Beta 2 Microglobulins 
	     
	     
	PSA, Screening
	     
	     

	Bilirubin, Total
	     
	     
	Sodium
	     
	     

	Bilirubin, Frac. (Total & Direct)
	     
	     
	Sweat Test
	     
	     

	C-Reactive Protein (CRP)
	     
	     
	T3, Total
	     
	     

	Calcium
	     
	     
	T4
	     
	     

	Chloride
	     
	     
	T4, Free
	     
	     

	Cholesterol
	     
	     
	Testosterone
	     
	     

	CO2
	     
	     
	Triglycerides
	     
	     

	Cortisol, Free Single
	     
	     
	TSH
	     
	     

	CPK or CK
	     
	     
	Uric Acid
	     
	     

	Creatinine 
	     
	     
	Urea Nitrogen, Serum
	     
	     

	Estradiol Serum
	     
	     
	Urea Nitrogen, Urine
	     
	     

	Estrogen, Plasma
	     
	     
	Other:      
	     
	     

	Ferritin
	     
	     
	
	
	

	Folate
	     
	     
	Hematology
	
	

	FSH
	     
	     
	CBC with Platelet
	     
	     

	Glucose
	     
	     
	CBC, Platelet, and Diff
	     
	     

	HbA1C
	     
	     
	Hematocrit
	     
	     

	HDL
	     
	     
	Hemoglobin
	     
	     

	Hemoglobin Electrophoresis
	     
	     
	Lymph. Subset (T & B Cell)
	     
	     

	Hepatitis A Ab IgM
	     
	     
	Platelet Count
	     
	     

	Hepatitis A Ab, Total 
	     
	     
	PT (Protime)/INR
	     
	     

	Hepatitis B Core Ab, Total
	     
	     
	PTT
	     
	     

	Hepatitis B Surface Ab
	     
	     
	Reticulocyte Count
	     
	     

	Hepatitis B Surface Ag
	     
	     
	Sedimentation Rate
	     
	     

	Hepatitis C Ab
	     
	     
	WBC
	     
	     

	Iron
	     
	     
	Other:      
	
	

	Iron & TIBC
	     
	     
	
	
	

	Microbiology
	
	
	Immunology
	
	

	CSF Culture
	     
	     
	ANA
	     
	     

	Glucose/Fluid (CSF)
	     
	     
	Anti-Cardiolipin Antibody ACL
	     
	     

	Gram Stain
	     
	     
	Complement
	     
	     

	KB  Subscept
	     
	     
	IgA
	     
	     

	Protein (CSF)
	     
	     
	IgG
	     
	     

	Urinalysis
	     
	     
	IgM
	     
	     

	Urinalysis Micro
	     
	     
	Rheumatoid Factor
	     
	     

	Urine Culture
	     
	     
	Other:      
	     
	     

	Other:      
	     
	     
	
	
	

	
	
	
	Other (List full name of test):
	
	

	Radiology
	
	
	     
	     
	     

	Abdomen/One View
	     
	     
	     
	     
	     

	Chest X-Ray (Single)
	     
	     
	     
	     
	     

	EKG 
	     
	     
	     
	     
	     

	Fluroscopy
	     
	     
	     
	     
	     

	Lumbar or Sacral Spine
	     
	     
	
	
	

	PA/LAT Chest
	     
	     
	
	
	

	Other:      
	     
	     
	
	
	

	
	
	
	
	
	

	
	
	
	Totals
	
	

	
	
	
	Total # of Patients Year 1
	     
	     

	
	
	
	Total # of Patients Year 2
	     
	     

	
	
	
	Total # of Patients Year 3
	     
	     

	
	
	
	Total # of Patients Year 4
	     
	     

	
	
	
	Total # of Patients Year 5
	     
	     

	
	
	
	Total Patients for 5 Years
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