Office of Clinical Research Administration (OCRA)

Study Feasibility Form
In order to initiate a clinical research study at UH/NJMS, submission of this form to the OCRA, kleiness@umdnj.edu, as part of the study initiation package http://njms.umdnj.edu/research/clinical_research_admin.cfm for compliance in billing of clinical services for research studies
I. 
GAFA #:          
Today’s Date:


PI:      
Phone #:     
 email:      PI/Co-I:      
Phone #:     
email:      
Study Coordinator:      
Phone #:     
email: 
Department:         

Division:       
Total # of subjects to be enrolled:      
Title of Study:      
IRB/WIRB Status: (choose only one):  FORMCHECKBOX 
 pending        Date submitted (plan to submit); or

IRB#: 01     ; or  WIRB#        

II.
Please indicate at which Sites of practice study participants will receive clinical services:    Please check all that apply
 FORMCHECKBOX 
  University Hospital


 FORMCHECKBOX 
 Stanley S. Bergen Building
 FORMCHECKBOX 
  Doctor’s Office Center (DOC) 

 FORMCHECKBOX 
 Ambulatory Care Center (ACC)
 FORMCHECKBOX 
 Lattimore Clinic



 FORMCHECKBOX 
 NJMS-UH Cancer Center

 FORMCHECKBOX 
 ADMC Bldg



 FORMCHECKBOX 
 Other      

III.
Funding Agency: Please check all that apply
Externally Funded


 FORMCHECKBOX 
 federal grant; specify agency & grant/award# if available:      
 FORMCHECKBOX 
 industry contract; specify company:      
 FORMCHECKBOX 
 cooperative groups; specify:      
 FORMCHECKBOX 
 sub-contract; specify:      
 FORMCHECKBOX 
 foundation grant:      
 FORMCHECKBOX 
 HUD: company name      
 FORMCHECKBOX 
 other:      
Internally Funded

 FORMCHECKBOX 
 departmental: specify:      
index #:      
 FORMCHECKBOX 
 PI-funded:      

index #:      
 FORMCHECKBOX 
 other; specify:      

index #:      
PROVIDE SPONSOR CONTACT INFORMATION FOR CTA NEGOTIATION

 FORMCHECKBOX 
 N/A (not needed for grants or HUD studies): 

Name      
email address      
phone number      

IV. Please check all that apply:  
1. Study Type:    
 FORMCHECKBOX 
 Investigator initiated  FORMCHECKBOX 
industry initiated  FORMCHECKBOX 
Cooperative  FORMCHECKBOX 
Registry   FORMCHECKBOX 
 HUD  
 FORMCHECKBOX 
 other      
2. Visit Type:  FORMCHECKBOX 
UH inpatient    FORMCHECKBOX 
 UH outpatient    FORMCHECKBOX 
UH same day surgery   FORMCHECKBOX 
 DOC   FORMCHECKBOX 
 other:     
3. What is the focus of this study:
 FORMCHECKBOX 
 investigational device (skip VII; go to VIII.1) 

 FORMCHECKBOX 
 investigational drug  (complete VII & VIII.2)


 FORMCHECKBOX 
 other, (complete VIII & VIII.3) Please briefly describe the study here:     
4. Please check only one of the following:
 FORMCHECKBOX 
 Diagnostic Trial    FORMCHECKBOX 
Therapeutic Trial   FORMCHECKBOX 
 Both    FORMCHECKBOX 
 Other      

V.
Please enter the ClinicalTrials.gov registration number for this study if available/applicable:
     
NOTE: As of September 2007, the FDA/NIH requires registration of all clinical trials by the study sponsor at ClinicalTrials.gov.  For investigator initiated clinical research, the Principal Investigator is responsible for compliance with this registration requirement. For more information go to: http://cro.umdnj.edu/register_ct_trials_faq.html
VI. For IND/IDE Studies please indicate who the Sponsor of the study is: 

       FORMCHECKBOX 
 N/A, this is not an IDE/IND study

Definitions:  

Source:http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/InvestigationalDeviceExemptionIDE/ucm046698.htm  
Sponsor: is a person or other entity that initiates but does not actually conduct the investigation. An entity other than an individual (e.g., a corporation or an agency) which uses one or more of its own employees to conduct an investigation that it has initiated is considered to be a sponsor, not a sponsor-investigator, and the employees are considered to be investigators. The sponsor of an IDE must be located in the United States (see 21 CFR 812.18).
Sponsor-investigator: is an individual who both initiates and actually conducts, alone or with others, a clinical investigation, i.e., under whose immediate direction the investigational item is administered, dispensed, or used. The term does not, for example, include a corporation or agency. The obligations of a sponsor-investigator include those of an investigator and those of a sponsor.
Sponsor-investigator refers to a situation in which an individual investigator is a NJMS-UH investigator and is the holder of the IND or IDE and therefore assumes the duties of the sponsor of the clinical investigation under the applicable FDA regulations in addition to conducting the trial. These studies are typically called investigator initiated studies that use an investigational drug or device or use an approved drug or device for investigational purposes. 

The sponsor-investigators’ responsibilities include the following:
· Selecting qualified investigators
· Providing investigators with the information they need to conduct the investigation properly
· Ensuring proper monitoring of the investigation – selecting a monitor for the study
· Ensuring that the FDA, IRBs and all participating investigators are promptly informed of significant new information about an investigation 
Responsibilities of Monitors: The sponsor (and sponsor-investigator) is responsible for selecting monitors qualified by training and experience to monitor the investigational study. Monitors may be employees of the sponsor or an organization contracted by the sponsor to perform the duties of the study monitor. The monitor is responsible for securing compliance with the requirements of the IDE regulation (§ 812.46). The monitor must assure that the investigators are complying with the signed agreement, the investigational plan, the IDE requirements, any other applicable FDA regulations, or any conditions of approval imposed by the reviewing IRB or FDA. The IDE regulation requires that the sponsor identify the name and address of the monitor and provide written monitoring procedures [§812.25(e)]. While the IDE regulation does not specify the content of the written monitoring procedures, FDA has published a guideline, "Guideline for The Monitoring of Clinical Investigations, January 1988" on acceptable approaches to monitoring clinical investigations involving FDA-regulated products.  

Check only one type of Sponsor:
1.  FORMCHECKBOX 
 External Funding Agency Listed Above as the Funding Agency 
Please specify the external monitor used:

 FORMCHECKBOX 
Contract Research Organization (CRO) or  FORMCHECKBOX 
 other Data Monitor

Name of Company:      
Primary Contact:      
Address:      
Phone #:     

email     
2.   FORMCHECKBOX 
 PI is the Sponsor-Investigator. 
Name of external monitor of data (NOTE: this is not the DSMB):
     Primary Contact:      

 FORMTEXT 
 Address:                                              Phone #:        email:     

VII. Medicare Cost Analysis (MCA):   FORMCHECKBOX 
 N/A (Not needed for HUD & Registry studies)
Because clinical research often takes place in conjunction with routine clinical care of the patient, it is important to ensure that billing for clinical and research procedures is handled appropriately and in compliance with legal requirements. A Medicare coverage analysis (MCA) is required for all clinical trials in which any tests, procedures and interventions performed on study subjects are invoiced to third party payers. 
Medicare & other 3rd party payors may provide coverage for routine care in clinical research (certain research-related clinical services, items or tests) provided to study participants for studies under the   National Coverage Decision (NCD) and when a study is a qualifying trial.  In some cases pre-authorization must be obtained from insurers. 

Research Billing Activities: Check either Box 1 or Box 2 
 This section establishes whether or not your study will use routine care for the research. 
BOX 1.   Research Study that DOES NOT require invoicing third party payers: 

 FORMCHECKBOX 
 check here if this project DOES NOT require invoicing a third party payer for any tests, procedures or services performed by UH or UPA on study subjects for routine care in clinical research. 

Please identify which activities below are part of this study: (Check All that Apply):

 FORMCHECKBOX 
 database

 FORMCHECKBOX 
 chart review (either retro or prospective)
 FORMCHECKBOX 
 questionnaire  

 FORMCHECKBOX 
 data anaylsis only 



 FORMCHECKBOX 
 interviews

 FORMCHECKBOX 
 long term follow (no active treatment, tests or procedures)

 FORMCHECKBOX 
 educational program 

 FORMCHECKBOX 
 specimen analysis – discard tissue or blood samples
 FORMCHECKBOX 
 all ancillary services will be

for internal processing not utilizing


sent to a central lab

a hospital laboratory. Please indicate laboratory



outside of UMDNJ 

that will be used:      
 FORMCHECKBOX 
 all ancillary services will be paid 


for by the funding agency
Check only one box blow:

 FORMCHECKBOX 
  Because I have marked Box 1, I will submit the required OCRA Budgeted Schedule of Events (bSOE) with my study initiation package.  The bSOE will list all items & services used for Pure Research to be paid for by the sponsor of the study. See (http://njms.umdnj.edu/research/clinical_research_admin.cfm)  
 FORMCHECKBOX 
 I will not submit a bSOE because my study is a  FORMCHECKBOX 
 Registry study OR a  FORMCHECKBOX 
 HUD study
 FORMCHECKBOX 
 I do not need to submit a bSOE because:      
BOX 2.   Research study that DOES require invoicing third party payers: 

 FORMCHECKBOX 
 check here if this project DOES require invoicing of third party payers for tests, procedures or services performed by UH or UPA on study subjects for routine care in clinical research, and that may or may not also involve one of the following activities:
Check All that Apply:

 FORMCHECKBOX 
 database

 FORMCHECKBOX 
 chart review (either retro or prospective)
 FORMCHECKBOX 
 questionnaire  

 FORMCHECKBOX 
 data anaylsis only 



 FORMCHECKBOX 
 interviews

 FORMCHECKBOX 
 long term follow (no active treatment, tests or procedures)

 FORMCHECKBOX 
 educational program 

 FORMCHECKBOX 
 specimen analysis - discard tissue or blood samples

 FORMCHECKBOX 
 some ancillary services will be

for internal processing not utilizing a


sent to a central lab 

hospital laboratory. Please indicate laboratory that   


outside of UMDNJ

will be used:      
 FORMCHECKBOX 
 some ancillary services 


will be performed at UH

 FORMCHECKBOX 
 some ancillary services will be paid 


   for by the funding agency
Check only one box below:

 FORMCHECKBOX 
  Because I have marked Box 2, I will submit the required OCRA Budgeted Schedule of Events (bSOE) with my study initiation package.  The bSOE is the billing plan for items & services that are Pure Research vs. Routine Care in Clinical Research. See (http://njms.umdnj.edu/research/clinical_research_admin.cfm)  
 FORMCHECKBOX 
 I will not submit a bSOE because my study is a  FORMCHECKBOX 
 Registry study OR a  FORMCHECKBOX 
 HUD study
 FORMCHECKBOX 
 I do not need to submit a bSOE because:      
The MCA involves determining the underlying eligibility of the study for Medicare coverage and a review of the clinical events specified in the protocol to determine which can be reimbursed by Medicare. Medicare’s Clinical Trial Policy only allows coverage of routine costs as part of a qualifying clinical trial. Medicare will not cover routine costs that are paid for by the sponsor, promised free in the informed consent document, not ordinarily covered by Medicare or solely to determine trial eligibility or for data collection or analysis. 

In order to determine if the routine care of this study is covered by Medicare/Medicaid and other 3rd party payors you must first determine what component of your study is routine care vs. pure research.  
Pure research pertains to services performed solely for research on patients, control subjects and normal volunteers who would not otherwise be hospitalized or receive the ambulatory tests or services except for their participation in the research study. All associated costs are the responsibility of the PI through sponsor, department or other funds (industry, grants etc).  
Routine Care in Clinical Research are services or hospitalizations that would occur without participation in a research study and that are not provided for by the Sponsor or other funds but are items or services required for:

· the provision of the investigational item or service (e.g. infusions or injections of a chemotherapeutic agent);

· clinically appropriate monitoring of the effects of investigational item or service, such as additional lab tests or radiological scans;

· reasonable & necessary care arising from the provision of the device, including the prevention, diagnosis or treatment of complications

To assist in the determination of what is considered the routine care in clinical research, use Medical Journals, Medical Associations/Societies, or scholarly articles.  
Use the list of routine care items to determine which items are billable to Medicare by reviewing relevant Medicare policies, National Coverage Decisions, Local Coverage Decisions, and any other specific payer guidance on what is covered and what is not. For inquiries and further guidance go to:

http://www.cms.gov/manuals/downloads/ncd103c1_Part4.pdf https://www.highmarkmedicareservices.com/refman/chapter-7.html
Are your routine care items or services covered under the NCD?   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Are there any Local Coverage Decisions (LCDs) specific to the items or services for this study?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
No

Please explain:      
As indicated above, you will need to submit the OCRA Budgeted Schedule of Events (bSOE) and you should use the bSOE at the beginning of your process to delineate pure research from routine care in clinical research. Click here to go to the CTS required template of the Schedule of Events Budget: http://ocr.umdnj.edu/pre-reg.cfmhttp://njms.umdnj.edu/research/clinical_research_admin.cfm
Note on bSOE:  please note that you do not need to submit rates for the pure research items and services you enter into the bSOE that will be performed at UH or a NJMS core lab.  If possible, include the CPT code and OCRA staff will supply you with the rates.  If you do not have the CPT code, OCRA will assist you in identifying the CPT code that corresponds to the item or service you have entered into the form and then supply you with the rates.  Rates for professional fees or non-CPT research items & services should be obtained from the department.
Is your study a Qualifying Trial?

Medicare covers the routine costs of qualifying clinical trials. According to the National Coverage Determination (NCD), a qualifying trial must:

1. Evaluate items or services that fall within a Medicare benefit category
2. Have therapeutic intent and not designed exclusively to test toxicity or disease pathophysiology
3. Not exclude enrollment of Medicare beneficiaries & if evaluating a therapeutic intervention, would enroll Medicare beneficiaries with diagnosed disease only, rather than healthy volunteers. If evaluating a diagnostic intervention, the trial may enroll healthy subjects as a control group.
Clinical trials that are deemed to be automatically qualified meet the above 3 requirements & one or more of the criteria below.  Please check all that may apply to your study:
1.  FORMCHECKBOX 
 Trials funded by NIH, CDC, AHRQ, CMS, DOD, and VA; 

2.  FORMCHECKBOX 
 Trials supported by centers or cooperative groups that are funded by the NIH, CDC, AHRQ, CMS, DOD and VA; 

3.  FORMCHECKBOX 
 Trials conducted under an investigational new drug application (IND) reviewed by the FDA; and 

4.  FORMCHECKBOX 
 Drug trials that are exempt from having an IND under 21 CFR 312.2(b)(1) will be deemed automatically qualified until the qualifying criteria are developed and the certification process is in place. At that time the principal investigators of these trials must certify that the trials meet the qualifying criteria in order to maintain Medicare coverage of routine costs. This certification process will only affect the future status of the trial and will not be used to retroactively change the earlier deemed status. 
Based on the information I have read above and by checking any of the corresponding boxes 1-4, I attest that this is a Deemed Qualifying Trial   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If you marked no, your study is not automatically deemed a qualifying trial based but it still may be a qualifying trial if you can certify that it meets all of the criteria below:
Medicare Coverage Analysis (NCD 310)
Does this study meet all of the following criteria?
 FORMCHECKBOX 
  The subject or purpose of the trial must be the evaluation of an item or service that falls within a Medicare benefit category (e.g., physicians' service, durable medical equipment, diagnostic test) and is not statutorily excluded from coverage (e.g., cosmetic surgery, hearing aids).

 FORMCHECKBOX 
  The trial must not be designed exclusively to test toxicity or disease pathophysiology. It must have therapeutic intent.

 FORMCHECKBOX 
 Trials of therapeutic interventions must enroll patients with diagnosed disease rather than healthy volunteers. Trials of diagnostic interventions may enroll healthy patients in order to have a proper control group. 

NCD 310.1 also states that in addition to the above characteristics, clinical trials should have the following desirable characteristics:

 FORMCHECKBOX 
“The principal purpose of the trial is to test whether the intervention potentially improves the participants' health outcomes;

 FORMCHECKBOX 
The trial is well-supported by available scientific and medical information or it is intended to clarify or establish the health outcomes of interventions already in common clinical use;

 FORMCHECKBOX 
The trial does not unjustifiably duplicate existing studies;

 FORMCHECKBOX 
The trial design is appropriate to answer the research question being asked in the trial;

 FORMCHECKBOX 
The trial is sponsored by a credible organization or individual capable of executing the proposed trial successfully;

 FORMCHECKBOX 
The trial is in compliance with Federal regulations relating to the protection of human subjects; and

 FORMCHECKBOX 
All aspects of the trial are conducted according to the appropriate standards of scientific integrity.”

Based on the above, do you attest that this is a qualifying trial under the National Coverage Determination (NCD 310) and LCD?
 FORMCHECKBOX 
 NO     FORMCHECKBOX 
 YES 

VIII.1 Instructions for Investigational Device Studies: 
What type of device is being used in this study?
 FORMCHECKBOX 
  N/A – please skip to next section on Investigational Drugs

 FORMCHECKBOX 
 IDE

 FORMCHECKBOX 
Category A    or    FORMCHECKBOX 
Category B
 FORMCHECKBOX 
 HUD – have you applied for a HDE   FORMCHECKBOX 
Yes,    date        HUD #     



 FORMCHECKBOX 
No, explain      
 FORMCHECKBOX 
 Post Approval
 FORMCHECKBOX 
 Off label use (FDA Approved)
 FORMCHECKBOX 
 Other       
Does the device have an Investigational Device Exemption (IDE) from the FDA?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
 FORMCHECKBOX 
 If no, I have attached the FDA letter of IDE waiver from study sponsor or FDA or explain here:     
 FORMCHECKBOX 
 If yes, I have attached the FDA IDE assignment approval letter from study sponsor or FDA
The IDE or Pre-Market Approval Number is :        or  FORMCHECKBOX 
N/A

Device Billing Information (check only one):

 FORMCHECKBOX 
 Device will be provided by sponsor at no charge to subject, insurance or UH

 FORMCHECKBOX 
 Device will be purchased and paid for by PI’s department.  Please give detail of source of funding      
 FORMCHECKBOX 
 UH will purchase device and bill:    FORMCHECKBOX 
study participants

 FORMCHECKBOX 
3rd party billers

 FORMCHECKBOX 
 UH will bill directly to:   FORMCHECKBOX 
study participants  
 FORMCHECKBOX 
3rd party billers 
 FORMCHECKBOX 
 other:      
Device Storage (REQUIRED)
Where will this device be stored?      
Who will have access to the device?      
How will you protect the device from use by unauthorized individuals and/or from being used in ways other than approved by the WIRB/IRB?      
Device Category Selection

Please indicate Device Category (go to www.FDA.gov for inquiries): (check either A or B)
 FORMCHECKBOX 
 HUD – Please contact OCRA Executive Director, 973-972-9691 or kleiness@umdnj.edu for information regarding submission of approval letter to Highmark, the Medicare Administrative Contractor.  YOU CANNOT BEGIN THE STUDY UNTIL YOU HAVE RECEIVED APPROVAL FROM HIGHMARK AND/OR UNIVERSITY HOSPITAL.  

 FORMCHECKBOX 
 IDE-Category A Device (category A=Class III )

Category A IDEs are experimental devices that are not eligible for Medicare Payment. Routine costs of Clinical Trials involving a Category A IDE may be eligible for payment.  
 FORMCHECKBOX 
 IDE – Category B (category B=class I,II,III)

Newer generations of proven technologies that have had questions about its safety and effectiveness resolved.  Category B devices may be covered under Medicare as long as it meets the billing requirements.  If the device is billed under a Category B IDE study, and it meets the billing requirements for IDEs, the device itself and the routine costs associated with its use are eligible for payment.
YOU MUST SCHEDULE A MEETING WITH THE EXECUTIVE DIRECTOR OF OCRA to prepare a UMDNJ request to the Medicare Administrative Contractor, Highmark, for consideration of Medicare/caid payment of ROUTINE COSTS of Category A IDE Clinical Trials or payment of CATEGORY B DEVICES and ROUTINE COSTS of Category B IDE Clinical Trials. Sonia Kleiner-Arje, 973-972-9691 or kleiness@umdnj.edu.  You will not be able to submit bills to Medicare/caid for routine costs in clinical research for a Category A or B device trial without prior approval by Highmark.  Please prepare the following documents for submission to Highmark prior to meeting with OCRA:
i. A copy of FDA approval letter provided to the sponsor or manufacturer of the device with the approved IDE code

ii. Trade, common or usual and classification name of the device

iii. Any action taken to conform to any applicable IDE special controls

iv. A description of the device sufficient to make a payment determination

v. A statement indication how the device is similar to and/or different from other comparable products

vi. Indication of whether the device will be billed on an inpatient or outpatient claim

vii. A brief summary of the study design or a copy of the actual trial protocol

viii. The provider’s protocol for obtaining informed consent for beneficiaries participating in the clinical trial
Source: http://www.highmarkmedicareservices.com/refman/chapter-7.html
Highmark will determine that the device is used in the trial for the diagnosis, monitoring, or treatment of an immediately life-threatening disease or condition.  An official notification letter from Highmark stating that the device meets the requirements of coverage of routine costs associated with the category A or B IDE device will be forwarded to OCRA & the PI.

For Category B IDE devices, Medicare coverage of Category B IDE devices is predicated, in part, on the device’s status with the FDA.  If the sponsor loses its Category B status for the device or if FDA approval is withdrawn all payments will cease.  Providers must notify their contractor within 30 days of any change in the status of an IDE.

VIII.2
Instructions For investigational drug studies (check all that apply):
 FORMCHECKBOX 
  N/A 
 FORMCHECKBOX 
 Phase 0
 FORMCHECKBOX 
Phase I
 FORMCHECKBOX 
Phase II       FORMCHECKBOX 
Phase III
 FORMCHECKBOX 
Phase IV   FORMCHECKBOX 
Post-market

 FORMCHECKBOX 
 IND, provide IND#        Who holds the IND:  FORMCHECKBOX 
Sponsor   FORMCHECKBOX 
Investigator
 FORMCHECKBOX 
 IND Exempt
 FORMCHECKBOX 
 Off-label (FDA approved-Nationally recognized compendium to use off label)
 FORMCHECKBOX 
 FDA approved for population and indication
 FORMCHECKBOX 
  Off label use (FDA Approved)  IND #  FORMCHECKBOX 
 or   FORMCHECKBOX 
 IND Exemption letter attached
 FORMCHECKBOX 
 Investigational in population
 FORMCHECKBOX 
 Investigational in indication

Drug Billing Information

check all that apply:

 FORMCHECKBOX 
 Drug will be provided by sponsor at no charge to subject, insurance or UH

 FORMCHECKBOX 
 Drug will be provided from UH Investigational Pharmacy

 FORMCHECKBOX 
 other:      
 FORMCHECKBOX 
 Investigational Pharmacy will be utilized.  You must consult with the Research Pharmacist while developing your billing plan to ensure inclusion of correct charges. 973-972-5389
 FORMCHECKBOX 
 Special circumstance where PI will not use Investigational Pharmacy. If you do not plan on using the UH Investigational Pharmacy, you must submit an explanation and approved Standard Operating Procedures for how the investigational drug will be stored, dispensed and discarded to the Assistant Dean for Clinical Research: David Alland, MD, (allandda@umdnj.edu ). Please include Dr. Alland’s approval with this submission (see checklist of documents below)  

VIII.3 Further describe a study that does not meet any of the criteria above :      
IX. Special Comments:      
X. Principal Investigator Attestation and Signature

In signing this form, I attest that all information contained herein is true and correct and that I will abide by the billing requirements of the federal & state government, UMDNJ and the agreement with the sponsor(s) in the conduct of the protocol.  I also understand that modifications to the study protocol, informed consent, clinical trial agreement, budget, IRB application or other supporting documentation can affect the analysis of billing requirements established herein.  I will communicate all changes promptly to the Office of Clinical Research Administration for review and/or consideration.  My signature below also indicates that I agree to pay UH, NJMS & UPA per the approved OCRA budgeted schedule of events (bSOE) signed by me. With my signature below, I agree that I have been trained in the proper procedures for registering research subjects and billing clinical research services & items as either pure research (Orange Labels) and/or routine care in clinical research.

Signature of Principal Investigator




Date

Checklist of documents to submit with this form:

 FORMCHECKBOX 
 Copy of GAFA Form

 FORMCHECKBOX 
 Copy of Financial Disclosure Form(s)

 FORMCHECKBOX 
 Signed Feasibility Form

 FORMCHECKBOX 
 OCRA budgeted Schedule of Events ( FORMCHECKBOX 
N/A. Please explain:      )
 FORMCHECKBOX 
 Draft Contract /Grant Application 

 FORMCHECKBOX 
 Draft Sponsor Budget

 FORMCHECKBOX 
 Draft Protocol & Consent Form

Other (when applicable):

 FORMCHECKBOX 
 FDA Approval Letter(s)

 FORMCHECKBOX 
 Approval of Assistant Dean of Clinical Research for waiver of use of UH Investigational Pharmacy
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1

