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POUDRE VALLEY HEALTH SYSTEM



INSTITUTIONAL REVIEW BOARD

POUDRE VALLEY HEALTH SYSTEM

PVHS-IRB PROTOCOL #:       
IRB APPLICATION TO PERFORM RESEARCH

USING HUMAN SUBJECTS
*Please type your response in the text box area.  The box will expand to accommodate your full text.

Please complete each section of this form with as much detail as possible in order to provide the members of the IRB a comprehensive overview of your project.  Use lay terminology when possible and complete in typewritten form.  Completed forms can be emailed to kim.woods-mccormick@uchealth.org.
DATE SUBMITTED:       
TITLE OF STUDY OR RESEARCH:          
SITE(S) RESEARCH WILL BE PERFORMED AT:   PVH   FORMCHECKBOX 
   MCR   FORMCHECKBOX 
     Other:  FORMCHECKBOX 
      
Principal Investigator (include credentials):       
CO-PI (include credentials):       
Address:       
Telephone (include extension, if applicable):       
Email:       
Sub-Investigator(s) - (include credentials):       
Address:       
Telephone (include extension if applicable):       
Email:       
Name of Study Sponsor:       
Address:       
Telephone (include extension, if applicable):       
Drug IND Number:       



Device IDE Number:       
Please place a check by the following items to be included with this application:

Required Items:                                                Other Documentation, If Applicable:
 FORMCHECKBOX 
 Application Form
 FORMCHECKBOX 
 Investigator’s Brochure (submitted on disk  FORMCHECKBOX 
)
 FORMCHECKBOX 
 Research Protocol (submitted on disk  FORMCHECKBOX 
)
 FORMCHECKBOX 
 Device History

 FORMCHECKBOX 
 Informed Consent document
 FORMCHECKBOX 
 FDA Device Approval Letter

 FORMCHECKBOX 
 Curriculum Vita
 FORMCHECKBOX 
 Financial Approval Application

 FORMCHECKBOX 
 Evidence of Human Subject Education
 FORMCHECKBOX 
Waiver of IRB Fee Application

 FORMCHECKBOX 
 HIPAA Consent Document 
 FORMCHECKBOX 
 Device Budget/Review Work Sheet

 FORMCHECKBOX 
 Patient Forms
 FORMCHECKBOX 
 Recruitment Materials
PROTOCOL
1. Describe the project or study in non-technical terms as it relates to human subjects.  (Do not state - see protocol.)       
A. State the study or objectives and/or hypothesis.       
B.  Describe the study protocol and include diagnostic testing.        
C. Describe any procedures that are experimental       
2. A.   Describe the experimental drug or device to be used in the study:  

     
B. Is there a comparable drug/device that is already FDA approved?  (Please describe)  
     
C. Does your study utilize genetic analysis or therapy? (If yes, please describe)  
     
SUBJECTS

1.  How long will each subject be expected to participate in the study?

A.  Active Phase      
B. Long term follow-up?       
2. Approximately how many subjects will be included?  

A. Locally       
B. Nationally       
3. A.  Will any member of a vulnerable population be recruited into your study?

 FORMCHECKBOX 
  Infants and/or children (<18 years) 

 FORMCHECKBOX 
  Prisoners

 FORMCHECKBOX 
  Pregnant women/fetuses

 FORMCHECKBOX 
  Non-English speaking subjects

 FORMCHECKBOX 
  Individuals of diminished mental capacity 

 FORMCHECKBOX 
  Unconscious or unable to consent (as in research in critical care areas)

 FORMCHECKBOX 
  Students

 FORMCHECKBOX 
  Employees
 FORMCHECKBOX 
  N/A
B.  What additional protections do you plan for these subjects?       
RISKS

1.   A.  Identify and describe the risks to which the subjects will be exposed.  Assess the expected risk-to-benefit relationship for the subjects.  
     
B. What procedures do you plan to minimize risk including risks to confidentiality?       
C.   Are there any hazardous materials utilized?    Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
 

Please list:          
2. Would you describe your study as:

 FORMCHECKBOX 
 Minimal risk

 FORMCHECKBOX 
 Moderate risk

 FORMCHECKBOX 
 High risk (This includes all implantable devices)

3. A.  Is there a Data and Safety Monitoring Board monitoring your research for adverse events?        
B.  If not, who/what entity is responsible for reporting adverse events locally and nationally.       
BENEFITS

A. Are there any benefits to the study subject?  (Please describe) 

     
a. Are there any incentives for subjects?          
b. Are there any benefits to the scientific and healthcare community?       
PVHS SITE INFORMATION

1.   Will this study take place at PVH?   Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
    Out-Patient  FORMCHECKBOX 
    In-Patient  FORMCHECKBOX 
 
List areas:       
Will this study take place at MCR?  Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
    Out-Patient  FORMCHECKBOX 
    In-Patient  FORMCHECKBOX 
 

List areas:       
2. A.  List departments at PVHS that will be utilized or where research patients will reside.         
B. What is your plan for educating staff at these locations regarding your research?         
3. If your study takes place at PVHS, please complete the IRB Financial Application at this time found on PVHS VIC – www.pvhs.org

SUBJECT RECRUITMENT
1. What is your plan for recruitment of subjects?  (Please describe and attach all advertisement posters or pamphlets.)         
CONFLICT OF INTEREST

A.  Is there an external source for funding?      Yes  FORMCHECKBOX 
         No  FORMCHECKBOX 

If yes, name source:        
B. Do any of the investigators or immediate family members hold a financial interest in the sponsoring company, or is there any other possible conflict of interest?    Yes FORMCHECKBOX 
   No FORMCHECKBOX 
  If yes,  please fill out attached COI forms.  
CREDENTIALS

A.  Are you approved/credentialed to perform the investigational procedures of this study?

Yes  FORMCHECKBOX 
          No  FORMCHECKBOX 
         N/A  FORMCHECKBOX 

If no, when will the credentialing process be completed?  
B. If you are not an MD, do you have a medical monitor for adverse events?  
     
C. Have you completed:

 FORMCHECKBOX 
  IRB 101 

 FORMCHECKBOX 
  CITI

 FORMCHECKBOX 
  Other IRB Research course – (NIH or university based course)
Please include evidence of completion.       
OTHER IRB ACTIVITIES

A.  Has this study been presented to another IRB for approval?    Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 

List:       
B. If another IRB has denied approval, please provide full details.       
If you are uncertain whether your project requires IRB approval and may instead qualify for a quality project, look for the written Definition of Research; or call the IRB Manager, Kim Woods-McCormick (970) 237-7972 / kim.woods-mccormick@uchealth.org or Rick Detlefsen, Quality Assurance at 495-7372.
_________________________________________________________________________________

Signature of Study Coordinator







Date

Please return completed forms to:

Poudre Valley Health System-IRB Dept.

Kimberly Woods-McCormick, RN, MS

2002 Caribou Dr, Suite 100
Fort Collins, CO    80525
Or. . .copy and email to:  kim.woods-mccormick@uchealth.org
PHONE:  970-237-7972        FAX:  970-237-7999



 HYPERLINK "https://vic.pvhs.org/pls/portal/url/page/PVHS/PVHSHOME?pagid=1" 
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   PVHS/IRB Protocol#      
FINANCIAL & OTHER PERSONAL INTERESTS DISCLOSURE FORM

(FOR ALL PVHS AND PVHS-AFFILIATED FACILITIES ENGAGED IN HUMAN SUBJECT RESEARCH)
INSTRUCTIONS AND DEFINITIONS
EACH "Investigator," as defined below, on a proposal when human subjects are involved must complete PART I of the Financial & Other Personal Interests Disclosure Form which must then be submitted with the proposal to the Poudre Valley Health System Institutional Review Board (“PVHS IRB”).  

If there is a financial or other personal interest requiring disclosure in PART I, the Investigator must provide additional information regarding that financial or other personal interest by completing Part II of this form.  Additional information includes all relevant details about the relationship of the interest to the proposal providing the PVHS IRB sufficient information to determine if a conflict of interest exists, and how such a conflict of interest might be managed, reduced or eliminated.  Use additional pages if needed and be as specific as possible. 

The term "Investigator" means:

· the principal investigator,

· co-principal investigators, co-investigators

· any other individuals who, in the course of their association with the PVHS IRB are or will be responsible for the design, conduct, administration, collaboration, analysis and/or reporting of either research or training activities funded or proposed for funding by any sponsor, or of unsponsored research or training activities.  

(NOTE:  If one or more such individuals had not been named at the time of proposal submission, a form or forms must be subsequently completed by the(se) individual(s) and submitted by the principal investigator to the PVHS IRB.)
The term "Interest" means any financial or other personal involvement of the investigator, his or her spouse, domestic partner, children, parent or sibling residing in the same household that could be affected by the investigator's project,  including, but not limited to:

· income; honoraria or other payment for services; 

· equity such as stock, stock options or other ownership rights, excluding interests of any amount in publicly traded, diversified mutual funds, pension funds, or other institutional investment funds over which neither the investigator nor his family exercise control; 

· patents and copyrights; 

· contracts, licensing and other agreements; 

· royalties; 

· employment; and services, relationships or positions, even if uncompensated.

PART I
	PROJECT TITLE:

	 PRINCIPAL INVESTIGATOR: 
	 DEPT:
	 PHONE:

	SPONSOR NAME:
	 PROJECT AMOUNT:
	 START DATE:

	LOCATION:               POUDRE VALLEY HOSPITAL               MEDICAL CENTER OF THE ROCKIES           OTHER

	NOTHING TO DISCLOSE: CHECK "NO" COLUMN BELOW

I, my spouse, domestic partner, children, parents and siblings residing in the same household do not have any financial or other personal interests (as defined on the reverse side) that could be affected by this project.

DISCLOSURE TO BE MADE: CHECK "YES" COLUMN BELOW

I and/or my spouse, domestic partner, children, parents and siblings residing in the same household DO/DOES have financial or other personal interests (as defined on the reverse side) that could be affected by this project, as itemized on Part 2 of this form.

I certify that the above information is correct; that I have read and understood the PVHS IRB Conflicts Guidance policy_#_____ ; that, to the best of my knowledge, all required financial or other disclosures have been made herein or will be made prior to commencement of the research study; that I will update my Financial & Other Personal Interests Disclosure Form during the period of the award and submit it to the PVHS IRB on an annual basis, or as new reportable interests requiring disclosure are obtained by me, my spouse, domestic partner, children, parents or siblings residing in the same household, or if my situation with respect to potential conflict of interest otherwise changes since the original disclosure; that I will comply with any conditions or restrictions imposed by PVHS IRB to manage, reduce or eliminate conflicts of interest caused by my interests.



	NAME (PRINT & SIGN)
 (see definition of "investigator" on the reverse side)
	N
O
	Y
E
S
	DATE
	 
NAME (PRINT & SIGN)

(see definition of "investigator" on the reverse side)
	NO


	Y

E

S


	DATE



	PRINCIPAL INVESTIGATOR:
	
	
	
	"INVESTIGATOR:"
	
	
	

	"INVESTIGATOR:"
	
	
	
	"INVESTIGATOR:" 
	
	
	

	"INVESTIGATOR:" 
	
	
	
	"INVESTIGATOR:"
	
	
	

	"INVESTIGATOR:"
	
	
	 
	"INVESTIGATOR:"
	
	
	

	"INVESTIGATOR:"
	
	
	
	" INVESTIGATOR:"
	
	
	

	"INVESTIGATOR:"
	
	
	
	" INVESTIGATOR:"
	
	
	

	"INVESTIGATOR:"
	
	
	
	" INVESTIGATOR:"
	
	
	

	USE ADDITIONAL FORMS(S) FOR ADDITIONAL INVESTIGATORS.

  (
This project involves a contract, subcontract or collaboration with an outside institution or group.

(
Attached is a written assurance from an appropriate official of this outside entity that individuals from the outside entity who will participate in this project comply with the outside entity's investigator conflict-of-interest policy and that such policy meets the requirements of the PHS (42 CFR Part 50, Subpart F).

· In the event the outside entity has no investigator conflict-of-interest policy, attached is a written assurance from an appropriate official of this outside entity that individuals from the outside entity who will participate in this project comply with PVHS’ IRB Conflicts Guidance policy, plus all Poudre Valley Health System Disclosure Forms completed by these individuals.

 __________________________________________________________________


                                                   __________________________________

Signature of Study Coordinator  
Date




	PROJECT TITLE:

	PRINCIPAL INVESTIGATOR:
	DEPT:
	PHONE:

	FUNDING AGENCY OR SPONSOR:
	 PROJECT AMOUNT:
	 START DATE:

	LOCATION :             (  poudre vally hospital             ( medical center of the rockies          ( other

	NAME OF "INVESTIGATOR" MAKING DISCLOSURE (see definition of "Investigator" on the reverse side):

	DISCLOSURE TO BE MADE:  (I and/or my spouse, domestic partner, children, parent or sibling residing in the same household DO HAVE financial or other personal interests (as defined on the reverse side) that could be affected by this project, as itemized below

	NATURE OF INTEREST
	VALUE (DOLLAR AMOUNT)

	income
	consulting fees
	

	
	honoraria
	

	
	lecture fees
	

	
	other payment for employment or services
	

	
	other
	

	equity
	stock, stock options, warrants (percentage of shares: 
)
	

	
	other ownership rights
	

	intellectual property
	patents or patent applications
	

	
	copyrights
	

	
	royalties
	

	
	licensing and other agreements
	

	
	contracts
	

	
	other
	

	positions/
relationships (compensated or not)
	corporate officer
	 

	
	board of directors or trustees
	

	
	advisory board
	

	
	other
	

	I certify that the above information is correct; that I have read and understood the PVHS/IRB Conflicts Guidance policy, #____ ; that, to the best of my knowledge, all required financial or other disclosures have been made herein or will be made prior to commencement of the research study; that I will update my Financial & Other Personal Interests Disclosure Form during the period of the award and submit it to the PVHS IRB on an annual basis, or as new reportable interests requiring disclosure are obtained by me, my spouse, domestic partner, children, parents or siblings residing in the same household, or if my situation with respect to potential conflict of interest otherwise changes since the original disclosure; that I will comply with any conditions or restrictions imposed by the PVHS IRB to manage, reduce or eliminate conflicts of interest caused by my interests.

________________________________________________________________________________​​​​​​​​​​​​​
                         
Signature of Investigator Making Disclosure 

Date


________________________________________________________________________________​​​​​​​​​​​​​


Signature of Study Coordinator 

Date



PART II

2002 Caribou Dr, Suite 100 Fort Collins, CO  80525 Phone (970)237-7970 Fax (970)237-7999

Rev 6.2011

