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INSTITUTIONAL REVIEW BOARD

PROTOCOL SUBMISSION FORM (Version 04/09)

 (Form must be sent electronically or typed for submission to PH IRB)

	Principal Investigator:
	

	Study Coordinator (SC): 
	
	SC Phone: 
	

	
	
	SC Fax:
	

	SC email:
	
	SC pager #:
	

	Office Name:
	

	Office Address:
	

	City, State, Zip:
	

	Protocol #: 
	

	Title of Protocol: 


	Attachments Included With This Submission:

(1 Copy of each of the following documents is REQUIRED if available & applicable.)  (Please check all that apply.)

	
	Protocol                                                                                       
	Version Date:

	
	Investigator Brochure                                                                
	Version Date:

	
	Informed Consent Form                                                             
	Version Date:

	
	HIPAA Authorization (unless part of ICF)                                  
	Version Date:

	
	Request for Waiver of Consent / HIPAA *                                 
	Version Date:

	
	Inclusion / Exclusion Criteria (Attach separately or list in appropriate section)

	
	Risks Section  (Attach separately or list in appropriate section)

	
	Study Schema

	
	FDA Letter granting IDE (if available) (Device Studies)

	
	Report of Prior Investigations (Device Studies)

	
	Directions or Instructions for Use (Device Studies)

	
	Sponsor Letter stating the test article is either nonsignificant risk or exempt (Device Studies)

	
	Study Related Materials to be given to subjects:  (Please check all that apply):

    ___ Questionnaires (Please list all):

    ___ Diaries

    ___ Medication Calendars

    ___ Subject Instructions

    ___ Subject Information Sheets

    ___ Subject gifts (bags, water bottles, pedometers, etc.) (Please list and provide sample or photo of items):

    ___ Subject Recruitment Materials (Flyers, Advertisements, copies of radio ads, etc.)

    ___ Other: 

	
	Clinical Trials and Insurance Coverage Information (NCI)

	
	Certificate of Confidentiality (OHRP)

	
	Other:  Please specify:  


(If Waiver requested, please attach completed Request for Waiver or Alteration of Consent and HIPAA Authorization Form (Form available from PH IRB Office) 

	Sub-Investigators:  Please list all sub-investigators and their affiliation.



	Sub-Investigator
	Affiliation
	Sub-Investigator
	Affiliation

	
	
	
	

	
	
	
	


	Site(s) of Study Performance: 


	Will funding be provided on a per subject basis?
	
	Yes
	
	No
	
	N/A


	Financial Conflict of Interest

	1.  Does the Principal Investigator (including any Sub-investigator or medical practice entity) listed on this Submission Form have a financial conflict of interest associated with the conduct of this study?  Required financial disclosures include:  

(A) An equity interest that exceeds $10,000 or represents more that a 5% ownership interest in any one enterprise or entity (equity in a privately held entity for which the value is not known will be treated as above the 5% threshold), when aggregated for the Principal Investigator and his or her Family Members; 

(B) Salary, royalties, or other payments expected to exceed $10,000, when aggregated for the Principal Investigator and his or her Family Members over the twelve month period; 

(C) Compensation to the Principal Investigator and his or her Family Members of any amount that could be higher for a favorable outcome than for an unfavorable outcome, such as compensation that is explicitly greater for a favorable result or compensation to the investigator in the form of an equity interest in the sponsor of a covered study or in the form of compensation tied to sales of the product, such as a royalty interest; 

(D) Proprietary or other financial interest by the Principal Investigator and his or her Family Members in the product to be used in clinical trials including, but not limited to, a patent, trademark, copyright or licensing agreement; and 

(E) Fiduciary, director, board, or executive position of the Principal Investigator and his or her Family Members in any enterprise or entity regardless of whether the position is compensated. 

	
	No
	
	Yes
	List names of individuals with such financial interest:
	

	If Yes, please explain:
	


	2.  Does the Principal Investigator or Family Member have any other conflicts of interest that would interfere with their ability to conduct this Study that should be disclosed?

	
	No
	
	Yes
	List names of individuals and the nature of conflicts: 
	

	If Yes, please explain:
	


	Sponsor & Contact Information 

	Sponsor:
	

	Contact Name:
	
	Telephone #:
	

	Address:
	
	Email:
	


	Study Details

	1. This study is part of a multi-center project:
	
	Yes
	
	No
	
	N/A

	If yes, identify:  # of sites
	
	National study sites

	
	
	International study sites

	2.  This study is classified as:

	
	Phase I
	
	Phase II
	
	Phase III
	
	Phase IV
	
	NA


	3.  This study involves the use of an Investigational New Drug (IND):
	
	Yes
	
	No
	
	N/A

	If Yes, complete 3a:  If No, complete 3b:

	3a. 
	Drug Name:                                      
	IND #:                                
	Company: 

	3b. If this study involves the use of an approved drug, who will pay for the drug?


	4.  This is a medical device study:
	
	Yes
	
	No
	
	NA

	4a. Is the device already FDA approved?
	
	Yes
	
	No
	
	NA

	4b. This study involves the use of an Investigational Device Exemption (IDE):
	
	Yes
	
	No
	
	NA

	4c.  Date IDE received FDA Approval:

	4d.  
	Device Name:                                
	IDE #:                            
	Company:

	4e.  Is this device?
	
	Significant Risk (SR)

(See PH IRB P&P: Review of Medical Devices)
	
	Nonsignificant Risk (NSR)

(See PH IRB P&P: Review of Medical Devices)
	
	Exempt (21 CFR 812.2) 

	4f. Please check and attach one of the following:  

	
	FDA letter granting an Investigational Device Exemption (IDE) for the proposed use, if available; 

	
	Letter from the Sponsor stating the test article is a nonsignificant risk device; or

	
	Letter explaining why the investigation is exempt from the IDE requirements under (21 CFR 812.2(c))


	5. This study involves laboratory/clinical procedures NOT part of ordinary management:
	
	Yes
	
	No
	
	N/A

	5a. If yes, who will pay for these?  

	5b. How is the subject informed of billing and insurance coverage issues prior to study enrollment?  

	
	Informed Consent Form 

	
	Advanced Billing Notice (ABN) 

	Other: 

	6.
This study involves the clinical experimental use of radioisotopes or radiation exposure that is NOT standard or accepted clinical care:
	
	Yes
	
	No
	
	N/A


	7.
This study involves the administration of biohazardous or infectious materials:
	
	Yes
	
	No
	
	N/A

	7a. If Yes, please explain:  

	8. Human subjects from the following Vulnerable Population(s) (see PH IRB P&P Manual: Vulnerable Populations for general definitions) may be involved in this study and if, in the opinion of the Investigator or designee, a potential or existing subject has compromised autonomy related to research participation these special precautions will be followed and documented in the subjects’ medical record:  Please check all that apply:

	
	Mentally Disabled/Cognitively Impaired
	A legally authorized representative (LAR) will be present to aid in the decision making process and, when applicable, throughout the study.  Ample time will be allowed for discussion and to consider study participation.  The LAR’s signature will be required on the ICF.

	
	Handicapped/Physically Impaired
	A subject advocate who is not affiliated with the research or the Investigator will be present to aid in the decision making process and, when applicable, throughout the study.  Ample time will be allowed for discussion and to consider study participation.

	
	Economically Disadvantaged
	PI or designee will ensure that the compensation is reasonable and not so large as to induce subjects to enroll or stay in the study, and will not be presented in a manner that may be coercive.  Payment will not be contingent upon completion of the entire study.  There is a plan to pro-rate payments.  

	
	Educationally Disadvantaged
	Person conducting consent discussion will review each section of the ICF with the potential subject and pose questions after each section to ensure an adequate understanding.  For an illiterate subject, a subject advocate who is not affiliated with the research or the investigator, will be present to aid in the decision making process during the presentation of and signing of the ICF,  and when applicable, throughout the study.  The subject advocate will also sign the ICF as the witness

	
	Non-English Speaking
	If the PI consents a non-English speaking subject, an IRB approved translated ICF or Short Form will be used.  The PI will also provide someone who is capable of answering questions in the language of the non-English speaking subject during the consent process and throughout the study.

	
	Children (Under age 18)
	A child’s parent(s) or legal guardian(s) will accompany a child during the informed consent process, and when applicable, throughout the study.  Assent will be obtained from children 7 years or older unless assent is waived by the PH IRB.  The child will be given ample opportunity to decide, independently, whether or not to participate in the study.  

	
	Pregnant Women
	Pregnant women will be fully informed regarding the foreseeable impact of the research on the fetus or resultant child.  In addition, the individuals engaged in research will have no part in any decisions as to the timing, method, or procedures used to terminate a pregnancy and will have no part in determining the viability of the fetus.  No inducements, monetary or otherwise, will be offered to terminate a pregnancy.

	
	Prisoners
	PH IRB does not review studies in which prisoners are the targeted population.  If a subject becomes a prisoner while participating in a study, the PI will promptly notify the PH IRB and all study procedures and interactions will be suspended until the requirements of 45 CFR 46 Subpart C are met.  

	
	Other:
	

	
	Other:
	

	
	Other:
	


(Please press “Tab” to create more rows.)

	PROTOCOL ABSTRACT

(This information must be completed. Attach additional pages as needed.  Responses such as "See protocol" are not appropriate.)

	1. Purpose of Investigation (Please explain the objective and hypothesis of the study):

	2. Design of the study (Please describe the methodology including the various treatment arms):  

	3. How does this study differ from current standard of care:

	4. List procedures to which humans will be subjected:   

	4a.  Please identify any procedures that are investigational:

	5. Potential benefits to subjects and/or society: 

	6. Potential risks (adverse effects) to subjects (May attach section from ICF or Protocol):

	6a.  Describe precautions taken to minimize risk:

	7. Data analysis and monitoring (Please identify if there is a Data Safety Monitoring Board (DSMB) and provide the frequency of review and the criteria for suspending and stopping the study): 

	8. Alternative procedures, if any, available to subjects: 

	9. Subjects: 

	9a. What is the total number of subjects to be enrolled?
	

	If this is a multicenter study, how many subjects will be enrolled from this institution?  
	

	9b. How will subjects be chosen?  

	1. Inclusion Criteria (May list here or attach section from Protocol):  

	2. Exclusion Criteria (May list here or attach section from Protocol):  

	3. Describe Source of Subjects(Please check all that apply):      

Primary Physician/Physician Specialist

Newspaper/TV/Radio Advertisements

Emergency Room

Internet Sites

Outpatients/Clinics

Registries (e.g. cancer registries)

Inpatients

Email Announcements

Medical Records/Patient Databases

Postings within hospital(s)

Letters to Prospective Subjects/Physicians

Public Records/Commercial Mail List

Other:  Please describe:

4. Describe Subject Screening/Recruitment Methods:  

	9c. Are advertisements being used to recruit subjects?
	
	Yes
	
	No

	Do you have a website that includes more than directory listings with basic descriptive information to recruit subjects?

 If yes, a copy of the advertisement/and or website must be included with this submission form.  (Please obtain advertisement guidelines from the PH IRB office.)
	
	Yes
	
	No

	9d. Will there be payment to subjects
	
	Yes
	
	No

	       1. If so, how much:
	$

	       2. What is the plan for payment to subject if subject withdraws from the study early:

	10. Methods used to ensure confidentiality of data   Please identify procedures to comply with HIPAA regulations, electronic medical records, and institutional policies (Please check all that apply):        

Study personnel will be required to sign a Confidentiality Agreement

Collection of PHI will be limited to the amount necessary to achieve study aims

Data will be de-identified whenever possible

Data will be accessible only to study personnel

Data will be in locked cabinets

Data will be secured behind locked doors

Data will be secured in a location with restricted public access

Computers/electronic files will be password protected

All data will be encrypted during electronic transmission

Internet-based surveys will employ password protection and data encryption

PDAs and other portable media will be kept in a secure location 

Other measures that will be used:



	Do Study procedures utilize Parkview Health Facilities/Services?
	
	Yes
	
	No

	If Yes, have you completed and submitted a Parkview Health Clinical Research Proposal Form (PHCRPF) to PH IRB Office? (Form available from PH IRB Office)
	
	Yes
	
	No


	For Parkview Health Administrative use only:

	PH Administrative Approval Obtained (PHCRP Form):
	
	Yes
	
	No

	If yes, date of approval/signature of reviewer: 
	


Principal Investigator Statement of Principles 

Concerning Clinical Research and Investigation Involving Human Beings 

Title of Protocol:     

Principal Investigator:   
As the signature below testifies, the Principal Investigator is pledged to conform to the following precepts:

As one engaged in clinical investigation utilizing human subjects, I acknowledge the rights and welfare of the patient or normal human subject involved.  I acknowledge my responsibility as an Investigator to secure the informed consent of the subject by explaining the procedures, insofar as possible, and by describing the risks as weighed against the potential medical benefits of the investigation. 

I am in agreement with the ethical principles regarding all research involving humans as subjects as set forth in the report of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research entitled "Ethical Principles and Guidelines for the Protection of Human Subjects of Research", also known as the "Belmont Report", and I understand that in the field of clinical research a fundamental distinction must be recognized between clinical research in which the aim is essentially therapeutic for a patient, and clinical research the essential object of which is purely scientific and without therapeutic value to the person subjected to the research. 

As part of my responsibility as Investigator, I agree to promptly report to the PH IRB and/or study Sponsor: 

1) Any Unanticipated Problems involving risks to human subjects or others; 

2) Any instance of serious or continuing Noncompliance with the regulations, or the requirements or determinations of the PH IRB; and 

3) Any suspension or termination of PH IRB approval.

In addition, I agree to make reports no less than annually to the PH IRB of the progress of the Study listed above. 

If there is a reason for me to deviate from these precepts, I will seek prior approval in writing from the Parkview Health Institutional Review Board. 

Principal Investigator (Signature)





Date
Study Coordinator (Signature)






Date

All research involving human subjects must be submitted to the PH IRB.  If you think you may qualify and are seeking Expedited Review, please contact the PH IRB at 260-373-8196.
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