Marshall University

HUMAN RESEARCH PROTECTION PROGRAM

IRB Research (Protocol) Application Form (Rev 10/20/15)
IRB #1 (Medical)
PART I
Principal Research Investigator Personal Information

A copy of your CV or resume must be submitted with this application.

Name ________________________________________________   Degree(s)  _____________________

Address ______________________________________________________________________________



Street




City



State              Zip 

Department ___________________________________________________________

Phone __________________   Fax __________________  E-Mail  ______________________________

Is this a student generated research protocol?              Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

If “Yes,” please give the student’s name:_________________________________________

Complete Page 13 (Attachment C)

 Please be advised that STUDENTS and RESIDENTS (including FELLOWS) are not permitted to 
 serve as a Principal Investigator. They may be listed as Co-Investigators only.


Professional Applicable Licenses:  

State ______  Number ______________ Exp. Date  ________ Restrictions?  Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A   FORMCHECKBOX 

State ______  Number ______________ Exp. Date  ________ Restrictions?  Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A   FORMCHECKBOX 

Board Certifications and Expiration dates (if applicable)
_____________________________________________________________________
Have you ever had any privileges or license suspended or removed?
  Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
 
If yes, where? _______________________________

Are you or any member of your research staff under sanction by any state licensing board?    Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
 

Have you or any of your research staff ever been under sanction? 
            Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
 

If yes, explain.

Do you have an academic appointment at Marshall University?  

Yes  FORMCHECKBOX 
   No   FORMCHECKBOX 
 

If so, indicate level (e.g., Professor, Assoc. Professor, etc.): _____________________________________  

Research Experience:

Have you been a Principal Investigator in the last 5 years? 
Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

How many years have you been conducting research in any capacity?  ______________ Years

Have any of your studies been suspended or terminated?
  
      Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

Has the FDA audited any of your studies?  If yes, attach FD 483.
      Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

Has the FDA or a study monitor reported any deficiencies?  
      Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

If yes, attach explanation.

List your two most recent studies on which you were principal or co-investigator.

______________________________________________________________________________________________

______________________________________________________________________________________________

Conflict of Interest: (All possible conflicts of interest must be revealed.)

“Immediate family” means spouse, children, parents, in-laws, and siblings.

“Interest related to the research” means an interest in the sponsor of the research or a product or service being tested.

1.  Do you and your immediate family members in the aggregate own more than five percent (5%) of $5,000 (whichever is less) ownership interest in any private or public corporation, partnership, proprietorship, trust, joint venture and every other business interest, including real estate used for income, and specific stocks or an interest of any amount in a non-publicly traded company that an independent observer might reasonably determine could affect or compromise, or appear to affect or compromise research?  Moreover, has an ownership arrangement been entered into where the value of the ownership interests will be affected by the outcome of the research?
 Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

2.  Do you and your immediate family members, in the aggregate, receive more than $100 in gifts and/or $5,000 in honoraria, from any entity such that, to an independent observer, your research could be affected?  For example, are the things of value from an entity that has a financial interest that, to an independent observer, could be related to your research?  (Gifts and/or honoraria may be due to lecturing, travel, service on an advisory board, or for any other purpose not directly related to the reasonable costs of conducting the research)  Moreover, has a compensation arrangement been entered into where the amount of compensation will be affected by the outcome of the research?     Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

3.  Do you and/or your immediate family members, in the aggregate, receive more than $5,000 in salary, consulting fees, wages or retainers from any entity other than the Marshall University, and are the circumstances such that, to an independent observer, your research could be affected?  For example, are the things of value from an entity that has financial interests that, to an independent observer, could be related to your research?  Moreover, has a compensation arrangement been entered into where the amount of compensation will be affected by the outcome of the research?     Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

4.  Do you or any member of your immediate family occupy any of the following positions: officer, director, associate, partner, member or proprietor of any corporation, sole proprietorship, partnership, or limited liability company or any other business venture, and are the circumstances such that, to an independent observer, your research could be affected?  For example, is the position with an entity that has any financial interest that, to an independent observer, could be related to your research?         Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

5.  Do you and/or your immediate family members, in the aggregate, receive royalty income or have a right to receive future royalties under a patent license or copyright, where your research is related to the licensed technology or work; or have other intellectual property interest where your research is related to the licensed technology or work?        Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

6.  Do you or any member of your immediate family receive non-royalty payments or entitlements to payments in connection with the research that are not directly related to the reasonable costs of research (enrollment bonuses, milestone payments, etc)?     Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

7.  Do students, interns, fellows, or other trainees under your supervision or mentorship participate in research projects in which your and/or your immediate family has a significant financial interest?      Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
  

 (If YES, to any above question, you must submit a Significant Financial Interest Disclosure Form to the Office of Research Integrity.  This form can be found on the ORI website.)

Research Staff:  (Co-Investigators and other research staff)

Note:  Attachment C must be completed for each person on this list.  Add extra lines if needed.
Name _________________________________                   Position __________________________________

Name _________________________________
                 Position  __________________________________

Name _________________________________
                 Position  __________________________________

Name _________________________________
                 Position  __________________________________

Is there an adequate number of qualified staff?            Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

Is there a process to ensure that all persons assisting with the research are adequately informed about the protocol and their research-related duties and functions?            Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

Will you be on the premises whenever testing or a procedure(s) is performed?        Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

Will you be on the premises whenever follow-up is done?
Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

If no, who will be the highest ranking clinically qualified person in attendance?

Name  _________________________    Degree(s) ________     Position_________________________

Is any special training required to do the procedures required in this study?            Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   

If yes, explain. ________________________________________________________________________

List external sites where the research will be conducted (e.g., schools, business, and health care facilities) and subject to
the review of the Marshall University IRB.  For each site indicate:

· The name of the site

· Whether the site has an IRB

· Whether the site has granted permission for the research to be conducted (attach approval letters)

· Contact information for the site

· If the site has an IRB, has the IRB approved the research or do they plan to defer to the MU IRB?

_________________________________________________________________________________________

_________________________________________________________________________________________

Is this a multi-center study?         Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
  

If yes, are you the lead investigator of this study, or is Marshall University the lead site in this study?

_________________________________________________________________________________________

If yes, describe the management and communication among sites of information obtained in this research that may be relevant to the protection of research participants, such as:

· Unanticipated problems involving risks to participants or others

· Interim results

· Protocol modifications

_________________________________________________________________________________________

_________________________________________________________________________________________

PART II

Where will the research be conducted?  (Please check ALL applicable sites.)

St. Mary’s 
     FORMCHECKBOX 

          Cabell Huntington
 FORMCHECKBOX 

Marshall 
 FORMCHECKBOX 

Huntington VA        FORMCHECKBOX 

Medical Center
          Hospital


             University

Medical Center


A. Protocol Description:
Does the research present more than minimal risk?  

Yes  FORMCHECKBOX 
   No   FORMCHECKBOX 

(Note: Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.)
       If yes, describe in the abstract the provisions for monitoring the data collected to ensure the safety of participants. 
Will you have adequate facilities?         Yes  FORMCHECKBOX 
   No   FORMCHECKBOX 

Will you have sufficient time to conduct and complete the research?     Yes  FORMCHECKBOX 
   No   FORMCHECKBOX 

Will you have the availability of medical or psychological resources that participants might require as a 

consequence of the research?       Yes  FORMCHECKBOX 
   No   FORMCHECKBOX 
    N/A   FORMCHECKBOX 

B. Sponsored Studies:  

Is this study sponsored?       Yes  FORMCHECKBOX 
   No   FORMCHECKBOX 
  (If no, proceed to Section C)
Sponsor or Participating Agency (if any) ____________________________________________________________


(Note: If this is an industry-sponsored study, the Sponsor will be billed for the IRB review. Please see the “Fees” section on page 8 for additional information concerning these applicable charges.  The contract should have language similar to: “In the conduct of this research the organization agrees to comply with the protocol, applicable law, and its ethical standards”.  Attach Verification of Allocated Funds along with a copy of the contract or grant proposal)
Sponsor Billing Contact Person (if applicable): __________________________________________________
Address___________________________________________________________________________________   

Phone: _____________________
Fax: _________________
E-Mail: ________________________

Test Article (if applicable):

IND # _____________________________

Generic Drug Name ________________________________________________________________________  

DEVICE  _______________________________________
     Model  ____________________________

   FORMCHECKBOX 
 SR (IDE# _________________)     FORMCHECKBOX 
 NSR   or    FORMCHECKBOX 
  Exempt

(Note: If the protocol involves investigational drugs or devices you must submit a description of the procedures that will be followed so that only authorized individuals will be able to access the investigational drugs or devices and they will only be used for individuals who are participants in this research protocol.  You must also provide supporting documentation that verifies the IND or IDE number, such as a protocol from a sponsor, a letter from the sponsor, or letter from the FDA.)
C. Study Subjects and Procedures:
Does this study only involve records review?       Yes  FORMCHECKBOX 
   No   FORMCHECKBOX 
  (If yes, proceed to Section D)
Total number of anticipated subjects  ________  
(Minimum # ________  Maximum #  _______ )

Ages of participants          (Minimum age _________      Maximum age _________)

Which of the following participants are included?     FORMCHECKBOX 
  Male       FORMCHECKBOX 
  Female       FORMCHECKBOX 
  Both Male/Female

Does the study exclude pregnant women or women of child bearing age?
      Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

If yes, please identify the rationale. ______________________________________________________
_________________________________________________________________________________________

Will all subjects be legally competent?
     Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

Will all subjects be mentally capable?
     Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

At time of consent, will any subjects be chronically ill?
    Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

At time of consent, will any subjects in some pain?
    Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

Does the research include subjects likely to be vulnerable to coercion or undue influence?   Yes  FORMCHECKBOX 
   No   FORMCHECKBOX 
 

If yes, describe the adequate additional safeguards included in the protocol to protect their rights and welfare.

________________________________________________________________________________________

(Note: For VAMC research, non-veterans are allowed to be entered into VA-approved research studies only when there are insufficient veterans available to complete the study.)
(Note: When following ICH-GCP (E6) the researcher must follow the clinical trial’s randomization procedures, if any, and ensure that the code is broken only in accordance with the protocol.  If the clinical trial is blinded, the research promptly documents and explains to the Sponsor any premature unblinding.)
D. Recruitment:

From where will you draw your subjects/records? ________________________________________________

Will subjects be drawn from your own patient base?  
Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

Will you be in contact with the subject’s personal physician?
Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

Will advertisement on any media be necessary?          Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

(Note:  The IRB must review any recruitment materials to subjects along with information on their placement
and the type of targeted audience.)




              

 FORMCHECKBOX 
  Radio
 FORMCHECKBOX 
Print 
 FORMCHECKBOX 
  TV

 FORMCHECKBOX 
Other _______________

Are there any finder’s fees involved in recruitment?
  Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

Explain __________________________________________________________________________________

Justify in the abstract that you will have access to a population that will allow recruitment of the required number of 
participants within the proposed recruitment period.

Submit a copy of any recruitment materials that will be utilized, including letters to other individuals trying to solicit study subjects for the study.
E. Informed Consent:

Does this study involve the use of a consent form?       Yes  FORMCHECKBOX 
   No   FORMCHECKBOX 
  (If no, proceed to Section F)
Will the investigator conduct the consent?
Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

If no, who and describe his/her informed consent training. (For VA research, if someone other than the investigator conducts the interview and obtains consent then the investigator must formally delegate this responsibility and the person so delegated must have received appropriate training to perform this activity)
_______________________________________________________________________________________________

What steps will be taken to minimize the possibility of coercion or undue influence? ___________________________
_________________________________________________________________________________________________________________________________
How long will the subject have to decide to participate in the study?  _______________________________________

How will comprehension be assessed? _______________________________________________________________

Will any of the subjects have their primary language other than English?
      Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   

If yes, is there an experienced translator available?  
Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

Languages:  __________________________________________

Will the consent form be translated?
  Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

If yes, into what language(s)?  _____________________________

Where will the signed consent form(s) be filed?  ______________________________________________________

Please indicate where a copy of the subject’s informed consent will be filed.  Mark all that apply.    FORMCHECKBOX 
 N/A
                FORMCHECKBOX 
 Research Protocol   
 FORMCHECKBOX 
 Pharmacy Service
     FORMCHECKBOX 
 Investigator’s file
                FORMCHECKBOX 
 Study Subject’s Medical Record        FORMCHECKBOX 
 Other___________________________________  

What additional safeguards will be in place to protect any vulnerable subjects (children, prisoners, pregnant women, cognitively impaired or mentally disabled subjects, economically or educationally disadvantaged, elderly or non-English speaking)? 
Describe:____________________________________________________________________________________

F. Confidentiality:

Who will have access to the research record(s) besides your research staff and the agencies already authorized access
such as FDA auditors, other federal auditors, and Study Coordinator?

     FORMCHECKBOX 
 No One          FORMCHECKBOX 
  Sponsor’s monitor
     FORMCHECKBOX 
  Others, specify________________________________

Where will subjects’ records be stored during the study?  _______________________________________________
Where will subjects’ records be stored after completion of study? ________________________________________
Does the consent contain the required HIPAA Privacy Rule documentation for the release authorization of Protected
Health Information (PHI) for research purposes?   Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

 
If no, is a HIPAA waiver being submitted for approval?     Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   
Are subjects’ forms coded to protect privacy?  
Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 


If yes, where is the key to the code stored? _______________________________________


(Do not use the subject’s Social Security Number as an identifier.)

Who has access to the code key? ________________________________________ 

G. Privacy:
Describe the provisions included in the protocol to protect the privacy interests of participants. _______________
___________________________________________________________________________________________

H. Monetary Reimbursement:

Will subjects be paid or endure charges for participation?       Yes  FORMCHECKBOX 
   No   FORMCHECKBOX 
  (If no, proceed to the next section)
Subject payment:
Are subjects paid for participation?
    Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   

Are subjects reimbursed for expenses?  
    Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   

Is there a completion bonus?

    Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   
Subject Charges:
Will subjects pay for any part of their participation in the study such as:


Qualifying examinations
 Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 


Follow-up visits


 Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 


Investigational drugs

 Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 


Investigational devices

 Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 


Concomitant drugs

 Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 


Laboratory tests


 Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

Will subject’s third party carrier be charged for any research-related procedure?
    Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

Estimated cost to subject $ __________


Abstract:  (All of the below listed items must be addressed in the abstract and attached separately)
Please attach an abstract (lay summary) of the proposed work (1-2 pages max) providing a complete description of the following: (Attach complete inclusion/exclusion criteria to the abstract separately)
· The Purpose of the Research:

· The Scientific or Scholarly Rationale:

· The Procedures to be Performed:

· A Description of Procedures Being Performed Already for Diagnostic or Treatment Purposes:

· The Risks and Potential Benefits of the Research:

Note: Attach complete inclusion/exclusion criteria separately 

PART III

Training

Principal investigators, other investigators, study coordinators, technicians, and other individuals involved with the research protocol are responsible for completion of all required orientation, education, and training identified by the Director, Office of Research Integrity BEFORE submitting protocols to the IRB.  All Co-Investigator(s) and research 

staff must complete ATTACHMENT C prior to the submission. Everyone involved with the research protocol is held accountable for protecting the rights and safety of human subjects.

                                                        IRB Mandatory Education/Training:

1. Belmont Report

Please read the Belmont Report as it forms the basis of the Marshall University Human Research Protection Program (HRPP).

2. Human Subject Assurance Training

Go to http://www.citiprogram.org. This website contains the CITI Educational course. You must first "Register for the Course" to establish a Username and Password.  If you have already established an account, log on to access the educational modules.  Once the basic course has been completed then you will be required to complete a refresher course annually.
3. Marshall University Human Research Protection Program - Standard Operating Procedures


You are responsible for reading and abiding by the Standard Operating Procedures.  

      (available on the web site at http://www.marshall.edu/research/ori).


PART IV

TYPE of REVIEW REQUESTED:  (Select only one category)
Exempt       FORMCHECKBOX 
  (Complete Exempt Checklist on page 10 and 11)
Expedited   FORMCHECKBOX 

 (Include the Expedited Protocol Assessment Form and Complete Expedited Checklist on page 12)
Convened   FORMCHECKBOX 

 (Include the Initial Protocol Assessment Form)
CIRB          FORMCHECKBOX 
  (Include the Local IRB Facilitated Review Packet from the CIRB site)
The IRB Chairman or his designee will make the final determination if the protocol meets the criteria for exempt or expedited review, as requested.  If the protocol does not meet the criteria, it will be presented before a full convened IRB for review and you will be required to complete the necessary additional documentation.  

Fees:
If the full convened or expedited protocol is industry sponsored, the ORI will be charging the sponsor a one time fee of $2,500 that will cover the initial review and all continuing IRB reviews.  The fee is the same for industry sponsored expedited reviews.  Payment is to be made to the Marshall University Research Corporation and must accompany this application.  With approval of the Director ORI, a verification of allocated funds can accompany the application in lieu of payment.  

Waivers:  There may be extenuating circumstances where such a charge would be unwarranted (e.g., small project budgets).  Please send written requests for waiver of the IRB fee to Director ORI, 401 11th St., Suite 1300, Huntington, WV 25701.

 PART V


CERTIFICATION AND ASSURANCES:

This certification verifies that I have completed all training required for the submission of this protocol: 1) Read, understand, and will abide the Belmont Report,  2) completion of the CITI Educational Course Modules, and  3) review of the Marshall University HRPP Standard Operating Procedures.

I am responsible for the conduct of this research protocol, including the co-investigator(s) and other research staff.  

I have certified that all co-investigator(s) and other research staff have completed the training requirements and the Attachment C.

I hereby certify that:

· The information contained in this document is accurate and correct.

· I will carefully follow the protocol and submit ALL changes to the protocol to the IRB for consideration BEFORE incorporating them into the study.

· I will notify the IRB of:

· any deviations from the protocol taken emergently to protect the subject from harm.

· any study related unanticipated problem, or serious, unusual, or unanticipated adverse event.

· the result of any FDA clinical investigator audit
I or my designee will abide by the informed consent process with each subject and document this process on the approved consent form, allowing each subject adequate time before the study to decide voluntarily to participate in this study.

I will protect the rights and welfare of each subject to the best of my ability.



SUBMISSION INFORMATION

In preparation for submission of the initial protocol information to the ORI, the following information must be 
submitted for the appropriate category of review required. 
Complete packets include: Initial Application, study protocol, abstract, PI/Co-PI/ Research Staff CVs, and (if applicable)

consents/assents, advertising materials, surveys, Initial Assessment Form, Expedited Assessment Form, sponsor contract, 
Attachment C Forms.
ALL REQUESTED DOCUMENTATION MUST BE SUBMITTED 30 DAYS PRIOR TO THE NEXT SCHEDULED IRB MEETING

ATTACHMENT A

EXEMPT CHECKLIST
	Determining Eligibility for Exempt Status:

In order for a study to be eligible for Exempt Status ALL of the following MUST apply: 

· The research presents no more than minimal risk to participants.

· Selection of participants is equitable.

· If the research involves interactions with participants:

· The circumstances of consent minimize coercion and undue influence.

· Participants will be informed of:

· That the study involves research.

· A description of the procedures.

· That participation is voluntary.

· Whom to call with questions.

· Provisions for protecting the privacy interests of participants are adequate.

· If private identifying data are recorded:

· Provisions for maintaining the confidentiality of data are adequate

ALL of the research activities are described in one or more of the following checked categories (1-6).  If ANY aspect of the research does not fall within at least one of these categories, the research IS NOT eligible for exempt status.


	1. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as, i) Research on regular and special education instructional strategies or
ii) Research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

· The research does not involve prisoners as participants.

· The research is not FDA-regulated.


	 FORMCHECKBOX 


	2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, ethnography or observation of public behavior , unless:

i)   Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and  ii)   Any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation.

· If the research is VA-regulated,

· If any disclosure of the human participants’ responses outside the research could reasonably place the participants at risk of loss of insurability, information obtained is recorded in such a manner that human participants can be identified, directly or through identifiers linked to the participants. 
· The research does not involve prisoners as participants.

· If the research involves children as participants, the procedures do not involve any of the following:

· Survey procedures.

· Interview procedures.

· Observation of public behavior where the investigators participate in the activities being observed.

· The research is not FDA-regulated.


	 FORMCHECKBOX 


	3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under question #2 above, if:  i)  The human subjects are elected or appointed public officials or candidates for public office; or  ii)   Federal statues(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

· The research does not involve prisoners as participants.

· The research is not FDA-regulated.


	 FORMCHECKBOX 



	4. Research involving the collection or study of existing data, documents, records, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through links to the subjects. The data must already exist for a study that fall into this category. IF the data are not now in existence (e.g. they are yet to be collected), the study may not be exempted.

· The data, documents, records, and specimens exist at the time the research is proposed.

· The research does not involve prisoners as participants.

· The research is not FDA-regulated.


	 FORMCHECKBOX 


	5. Research and demonstration projects which are conducted by or subject to the approval of Department or Agency heads, and which are designed to study, evaluate, or otherwise examine:

i)  Public benefit or service program;  ii)  Procedures for obtaining benefits or services under those programs;  iii)  Possible changes in or alternatives to those programs or procedures; or possible changes in methods or levels of payment for benefits or services under those program.

· The program under study delivers a public benefit (e.g., financial or medical benefits as provided under the Social Security Act) or service (e.g., social, supportive, or nutrition services as provided under the Older Americans Act).

· The research is conducted pursuant to specific federal statutory authority.

· There is no statutory requirement that an IRB review the research.

· The research does not involve significant physical invasions or intrusions upon the privacy of participants.

· The federal funding agency concurs that this exemption category applies.

· The research does not involve prisoners as participants.

· The research is not FDA-regulated.


	 FORMCHECKBOX 


	6. Taste and food quality evaluation and consumer acceptance studies,  i)  If wholesome foods without additives are consumed, or  ii)   If a food is consumed that contains a food ingredient at or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection service of the US Department of Agriculture.

· The research does not involve prisoners as participants.


	 FORMCHECKBOX 




Research proposals that do not meet the criteria for an exempt review may qualify for an expedited review, or will be presented before a full convened board.  Protocols that do meet the criteria for an exempt review will be so reported and documented at the next IRB meeting.  


ATTACHMENT B

EXPEDITED CHECKLIST

	Initial Review of a New Protocol:

The following criteria apply to all categories:
· The research presents no greater than minimal risks to subjects 

· The research includes reasonable and appropriate protections so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal, if the identification of the participants or their responses will reasonably place them at risk of criminal or civil liability or be damaging to their financial standing, employability, insurability, reputation, or be stigmatizing. 

· The research is not classified

· The research fits into one (or more) of the following categories 
	

	1)  Clinical studies of drugs and medical devices only when condition (a) or (b) is met.
(a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.)
(b) Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.
	 FORMCHECKBOX 



	2)  Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:

(a) From healthy, non-pregnant adults who weigh at least 110 pounds: For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and no more frequently than 2 times per week; or
(b) From other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and no more frequently than 2 times per week.
	 FORMCHECKBOX 



	3)  Prospective collection of biological specimens for research purposes by noninvasive means.  

Examples:  (a) Hair and nail clippings in a non-disfiguring manner; (b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; (c) permanent teeth if routine patient care indicates a need for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after saline mist nebulization.
	 FORMCHECKBOX 



	4)  Collection of data through noninvasive procedures ( not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. 

Examples: (a) physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject's privacy; (b) weighing or testing sensory acuity; (c) magnetic resonance imaging; (d) electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; (e) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age,  weight, and health of the individual.
	 FORMCHECKBOX 



	5)  Research involving materials (data, documents, records, or specimens) that have been collected or will be collected solely for non-research purposes (such as medical treatment or diagnosis).
	 FORMCHECKBOX 


	6)  Collection of data from voice, video, digital, or image recordings made for research purposes.
	 FORMCHECKBOX 


	7)  Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.
	 FORMCHECKBOX 



Protocols that do meet the criteria will be so reported and documented at the next IRB meeting.  Protocols that do not meet the criteria for an expedited review will be presented before a full convened board.  

                                                                   ATTACHMENT C

CO-INVESTIGATORS/RESESARCH STAFF INFORMATION AND CERTIFICATION

A copy of your CV or resume, current license and Board Certification must be submitted.

NAME: __________________________________                            PHONE: ________________________


POSITION: _______________________________                            EMAIL: ________________________

RESEARCH EXPERIENCE:

Have you served as a co-investigator, principal investigator, or research staff member of any other study?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No                                                                    

If yes, list your two most recent studies in which you have been involved.

__________________________________________________________________________________________________________________________
Did you participate in development of either the protocol or device?                             Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

Conflict of Interest: (All possible conflicts of interest must be revealed.)

“Immediate family” means spouse, children, parents, in-laws, and siblings.

“Interest related to the research” means an interest in the sponsor of the research or a product or service being tested.

1.  Do you and your immediate family members in the aggregate own more than five percent (5%) of $5,000 (whichever is less) ownership interest in any private or public corporation, partnership, proprietorship, trust, joint venture and every other business interest, including real estate used for income, and specific stocks or an interest of any amount in a non-publicly traded company that an independent observer might reasonably determine could affect or compromise, or appear to affect or compromise research?  Moreover, has an ownership arrangement been entered into where the value of the ownership interests will be affected by the outcome of the research?
 Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

2.  Do you and your immediate family members, in the aggregate, receive more than $100 in gifts and/or $5,000 in honoraria, from any entity such that, to an independent observer, your research could be affected?  For example, are the things of value from an entity that has a financial interest that, to an independent observer, could be related to your research?  (Gifts and/or honoraria may be due to lecturing, travel, service on an advisory board, or for any other purpose not directly related to the reasonable costs of conducting the research)  Moreover, has a compensation arrangement been entered into where the amount of compensation will be affected by the outcome of the research?     Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

3.  Do you and/or your immediate family members, in the aggregate, receive more than $5,000 in salary, consulting fees, wages or retainers from any entity other than the Marshall University, and are the circumstances such that, to an independent observer, your research could be affected?  For example, are the things of value from an entity that has financial interests that, to an independent observer, could be related to your research?  Moreover, has a compensation arrangement been entered into where the amount of compensation will be affected by the outcome of the research?     Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

4.  Do you or any member of your immediate family occupy any of the following positions: officer, director, associate, partner, member or proprietor of any corporation, sole proprietorship, partnership, or limited liability company or any other business venture, and are the circumstances such that, to an independent observer, your research could be affected?  For example, is the position with an entity that has any financial interest that, to an independent observer, could be related to your research?         Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

5.  Do you and/or your immediate family members, in the aggregate, receive royalty income or have a right to receive future royalties under a patent license or copyright, where your research is related to the licensed technology or work; or have other intellectual property interest where your research is related to the licensed technology or work?        Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

6.  Do you or any member of your immediate family receive non-royalty payments or entitlements to payments in connection with the research that are not directly related to the reasonable costs of research (enrollment bonuses, milestone payments, etc)?     Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

7.  Do students, interns, fellows, or other trainees under your supervision or mentorship participate in research projects in which your and/or your immediate family have a significant financial interest?      Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
  

 (If YES, to any above question, you must submit a Significant Financial Interest Disclosure Form to the Office of Research Integrity.  This form can be found on the ORI website.)

CERTIFICATION AND ASSURANCES:

By submission of this attachment you hereby certify that: 

The Information contained in this document is accurate and correct.  You have completed all training required for the 
submission of this protocol: 1) Read, understand, and will abide the Belmont Report,  2) completion of the CITI Educational Course Modules, and 3) review of the Marshall University HRPP Standard Operating Procedures.

You will protect the rights and welfare of each subject to the best of your ability.

Revised 10-20-2015
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