Morehead State University

Institutional Review Board (IRB) for the Protection of Human Subjects in Research

PROTOCOL APPLICATION FOR THE USE OF HUMAN SUBJECTS IN RESEARCH
APPLICATION FOR EXPEDITED OR FULL BOARD REVIEW


(Note: The IRB will make a final determination as to whether the research is eligible for Expedited Review.  Research which is not eligible will be submitted to the Full Board for review.)

	Principal Investigator(s)/Researcher(s) Information:  The Principal Investigator(s) (PI) conducts and directs the study.  He/she acts as the main contact person for the IRB, and carries full responsibility for the study.  Principal Investigator(s)/Researcher(s) must complete CITI training.  

	Name:
	     
	Title:
	     

	Department:
	     
	E-Mail:
	     

	Campus Address:
	     
	Phone:
	     

	

	Title of Research Project:  (If internal or external funding will be requested, the title of the research project must be the same as the proposal title.)

	Title:
	     

	

	Funding Source/Agency: (Provide name of funding source/agency and indicate if funds are internal or external.  If funding will not be requested, mark N/A.)

	Name:
	     

	Internal:     FORMCHECKBOX 

	External:     FORMCHECKBOX 

	N/A:     FORMCHECKBOX 


	

	Period of Project:
	From:         
	To:         

	

	Co-Investigators: Co-investigators are those other than the Principal Investigator(s) who conduct, direct, and are responsible for the study.  Please list the name, degree, department, telephone number, and e-mail address of each co-investigator.  Co-Investigators listed here must complete CITI training. 
     


	Other Personnel: Other Personnel includes all team members other than the Principal Investigator(s) or Co-Investigator(s) who assist in the execution of the study, especially those who have subject contact.  This may include students or graduate assistants.  Please provide the names of any person who will have contact with subjects in connection with this study.  Other Personnel listed here must complete CITI training.  
     


	Online training in the protection of human subjects in research is required for all researchers using human subjects in research. To complete this training, known as CITI training, go to http://www.moreheadstate.edu/rgc/secure/index.aspx?id=6943 and click the appropriate link. Once you have completed your online training, please attach a copy of your Course Completion Record to your completed protocol application.  If your research involves data collection from special populations (including minors, prisoners,  elementary and/or secondary schools), or international or internet research, you must complete special CITI online training and attach your Course Completion Record on the relevant topic(s) to your completed application.



	


Morehead State University

Institutional Review Board (IRB) for the Protection of Human Subjects in Research

PROTOCOL APPLICATION FOR THE USE OF HUMAN SUBJECTS IN RESEARCH

	For Expedited Review Only: 

	Federal regulations allow expedited review for research activities that (1) present no more than minimal risk to human subjects, and (2) involve only procedures listed in one or more of the published categories below.
“Minimal risk” is defined as a risk where the probability and magnitude of harm or discomfort anticipated in the proposed research are not greater, in and of themselves, than that ordinarily experienced in daily life or during the performance of routine physical or psychological examinations or tests.

NOTE:  The activities included in the list should not be deemed to be of minimal risk simply because they are included on this list.  Inclusion on this list merely means that the activity is eligible for review through the expedited review procedure when the specific circumstances of the proposed research involve no more than minimal risk to human subjects.


	Research Categories:    (Check all that apply)

	 FORMCHECKBOX 

	(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, nonpregnant adults who weigh at least 110 pounds.  For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or

	
	(b)
from other adults and children1 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 collection may not occur 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 nondisfiguring 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.  (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)

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 nonresearch purposes (such as medical treatment or diagnosis).  (NOTE:  Some research in this category may be exempt from the HHS regulations for the protection of human subjects.  45 CFR 46.101(b)(4).  This listing refers only to research that is not exempt.)

	 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.  (NOTE:  Some research in this category may be exempt from the HHS regulations for the protection of human subjects.  45 CFR 46.101(b)(2) and (b)(3).  This listing refers only to research that is not exempt.)

	 FORMCHECKBOX 

	(8)
Continuing review of research previously approved by the convened IRB as follows:

	 FORMCHECKBOX 

	(a)
where (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and (iii) the research remains active only for long-term follow-up of subjects; or

	 FORMCHECKBOX 

	(b)
where no subjects have been enrolled and no additional risks have been identified; or

	 FORMCHECKBOX 

	(c)
where the remaining research activities are limited to data analysis.

	 FORMCHECKBOX 

	(9)
Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories two (2) through eight (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.

	
	1
Children are defined in the HHS regulations as “persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted.”  45 CFR 46.402(a). 


In your opinion, does your research protocol qualify for expedited review?     FORMCHECKBOX 
   Yes       FORMCHECKBOX 
   No

If you answered yes, provide justification for expedited review below.  If you answered no, proceed to Part A “Detailed Research Description.”

	Justification for Expedited Review:  Please provide a justification for why this research involves no more than minimal risk and qualifies in the expedited category indicated:  (Boxes will expand or, if necessary, attach additional pages.)
     


Proceed to the next section.

REQUIREMENTS FOR EXPEDITED AND FULL BOARD REVIEW

	For all non-exempt protocols, Parts A and B must be completed.  For research involving MSU students, minors, prisoners, or cognitively impaired persons, or if the protocol involves international or internet research or data collection in public elementary or secondary schools, additional information must be provided as follows:



	· If your research protocol involves data collection with college students at Morehead State University, complete the “MSU Students as Subjects” section of this application (Part C).

· If your research protocol involves data collection with minors, you must do the following:

1. Complete the “Research Involving Minors” section of this application and the section entitled “Parental Permission and Assent” (Part D)

2. Provide the committee with a 1-2 page description of your qualifications or special expertise for conducting research with minors

3. Complete the special CITI training module entitled “Research with Children” and provide documentation of a special Course Completion Record in this area to the committee with your application

· If your research protocol involves data collection with prisoners, you must do the following:

1. Complete the “Prisoners As Subjects” section of this application (Part E)

2. Provide the committee with a 1-2 page description of your qualifications or special expertise for conducting research with prisoners

3. Complete the special CITI training module entitled “Research with Prisoners” and provide documentation of a special Course Completion Record in this area to the committee with your application

· If your research protocol involves data collection with cognitively impaired persons, you must do the following:

1. Complete the “Cognitively Impaired Persons” section of this application (Part F).  If the impaired persons also are minors you also must complete the “Research Involving Minors” and the “Parental Permission and Assent” sections of this application (Part D)

2. Provide the committee with a 1-2 page description of your qualifications or special expertise for conducting research with cognitively impaired persons (and minors if applicable)

· If your research protocol involves international research, internet research, or data collection from public elementary and/or secondary schools, provide documentation of a special CITI online Course Completion Record in this area to the committee with your application.




PART A

DETAILED RESEARCH DESCRIPTION
	1.
Abstract.  Provide an abstract of the proposed research in language that can be understood by a non-scientist.  The abstract should summarize the objectives of this project and the procedures to be used, with an emphasis on what will happen to the subjects.  Feel free to use as much space as needed to provide a thorough abstract.  (Boxes will expand or, if necessary, attach additional pages.)
     


	2.
Objectives:  List your research objectives.  (Boxes will expand or, if necessary, attach additional pages.)
     

	3.
Research Procedures:  Provide a detailed description of the research design and a step-by-step description of the methodological procedure and its relationship to the objectives. In addition, researcher must include a time line of the project, description of the materials used and the disposition of the data at the conclusion of the study (i.e. archived, destroyed, etc.).  (Boxes will expand or, if necessary, attach additional pages.)
     



	4.
Subjects: 

	


Subject Population:

	


Number of subjects to be enrolled in the study:      Total:               Males:                 Females:      

	


Check all that apply:
	

	
 FORMCHECKBOX 
 Adults, non-students
	 FORMCHECKBOX 
 Prisoners (Complete Part E)

	
 FORMCHECKBOX 
 MSU students (Complete Part C)


 FORMCHECKBOX 
 Students 18 and older


 FORMCHECKBOX 
 Minor Student
	 FORMCHECKBOX 
 Cognitively Impaired (Complete Part F)

	
 FORMCHECKBOX 
 Minors non-MSU students (Under 18)




Age Range of Minors:      



(Complete Part D)
	 FORMCHECKBOX 
 Other (explain) 


	
Subject’s Role:

	
Describe the subject’s role in the research project.  (Boxes will expand or, if necessary, attach additional pages.)
     

	
Identify the data collection procedures.  (Boxes will expand or, if necessary, attach additional pages.)
     

	
Provide the expected duration of the subject’s participation.  (Boxes will expand or, if necessary, attach additional pages.)
     



	
Subject Recruitment:

	

Identify all sources of potential subjects.  (Boxes will expand or, if necessary, attach additional pages.)
     

	

Explain all the ways subjects will be selected.  (Boxes will expand or, if necessary, attach additional pages.)
     

	

Describe all the ways subjects will be recruited and contacted (provide copies of all recruitment documents as Appendices).  (Boxes will expand or, if necessary, attach additional pages.)
     


	5.
Risks:  

	

Provide a description of the risks whether minimal or greater than minimal.  (Boxes will expand or, if necessary, attach additional pages.)
     

	

Describe procedures that will be followed to minimize the risks.  (Boxes will expand or, if necessary, attach additional pages.)
     

	

Describe additional safeguards that are provided if medical research procedures are involved.  (Boxes will expand or, if necessary, attach additional pages.)
     


	6.
Benefits:  

	

Identify the anticipated benefits to the subjects and the knowledge the researchers are expected to gain.  (Payments or another form of compensation offered to subjects as an incentive for participation ARE NOT considered a benefit to be gained from the research project.)  (Boxes will expand or, if necessary, attach additional pages.)
     



	7.
Confidentiality:

	

Describe how the confidentiality of the information will be safeguarded, how and where data will be secured, e.g., locked filing cabinet or locked desk.  (Boxes will expand or, if necessary, attach additional pages.)
     

	

Describe how the anonymity of the subjects will be protected.  Please note:  demographics may compromise the anonymity of the subjects; therefore, a larger subject pool may be necessary to protect anonymity.  (Boxes will expand or, if necessary, attach additional pages.)
     

	

State who will have access to the data, (e.g., PI, Co-PI, undergraduate assistants, graduate assistants).  (Boxes will expand or, if necessary, attach additional pages.)
     

	

State when and how the data will be destroyed or archived.  (Boxes will expand or, if necessary, attach additional pages.)
     


PART B
INFORMED CONSENT
Unless waived by the IRB, informed consent is necessary for all research involving human subjects and must be documented in some manner.  The investigator may determine which method would best serve the interest of the subject population, but the IRB reserves the right to require alternative or more stringent means of securing consent.  Use of subjects unable to give personal consent for reasons of age, mental state, legal or other such status, requires that consent be secured from parents or a legal guardian.

	 FORMCHECKBOX 
 Waiver of Informed Consent Requested

	To request a waiver of informed consent, the researcher(s) must provide a written justification, explicitly addressing ALL of the four (4) points below:  (Boxes will expand or, if necessary, attach additional pages.)
(1) the research involves no more than minimal risk to the subjects 
     
(2) the waiver or alteration will not adversely affect the rights and welfare of the subject 

     
(3) the research could not practicably be carried out without the waiver or alteration 
     
(4) whenever appropriate, the subjects will be provided with additional pertinent information after participation 
     



	Informed Consent Process

	1.

Describe procedures used to obtain informed consent including how and where informed consent will be obtained and who will obtain the consent.  (Boxes will expand or, if necessary, attach additional pages.)
     

	2.
How will it be determined that the subjects or the subjects’ authorized representatives understand the information presented?  If English is not the subjects’ native language, how will translation be provided?  (Boxes will expand or, if necessary, attach additional pages.)
     

	3.
Will all adult subjects be competent to give informed consent?  If not, how will competency be assessed and how will proxy consent be obtained?  (Boxes will expand or, if necessary, attach additional pages.)
     

	Note:
For research involving minors, describe how parental permission and assent of the minors will be obtained in Part D “Research Involving Minors.”


DOCUMENTATION OF CONSENT

Note – signed, written consent forms are required unless waived by the IRB, but are not the only, or most effective forms of documentation.  You must provide copies of all written consent forms.  Please see the IRB Handbook http://www.moreheadstate.edu/files/units/rgc/secure/irbHandbook.doc for the basic required elements of informed consent that should be included in adult consent forms.
	 FORMCHECKBOX 
 Waiver of Signed Consent Form Requested

	To request a waiver of a SIGNED CONSENT FORM, the research must meet one of the following criteria and researcher(s) must provide a written justification:  (Boxes will expand or, if necessary, attach additional pages.)
 FORMCHECKBOX 

The only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. [In this case, each subject will be asked whether he or she wants documentation linking the subject with the research, and the subject’s wishes will govern.]

Justification: 
     
 FORMCHECKBOX 

The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.
Justification: 
     



	Documentation of Consent

	How will the subjects’ informed consent be documented?  Please indicate all the ways in which consent is documented: (Boxes will expand or, if necessary, attach additional pages.)
     


	A copy of the consent form must be attached to this application.


	Note:
For research involving minors, describe how parental permission and assent of the minors will be obtained in Part D “Research Involving Minors.”


PART C
MSU STUDENTS AS SUBJECTS

	The following sections must be completed if applicable to your research.  (Note:  The information also must be included in the informed consent documents as required by federal and IRB regulations.)
Are MSU student subjects being recruited through courses?   FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

If you answered yes, clearly address all items in the instructor safeguards section below before proceeding to the next questions.  If you answered no, simply indicate that the items are not applicable to your research.


	Instructor (not subject) Safeguards:

	Describe how permission to use subjects in a colleague’s class will be obtained.  (Boxes will expand or, if necessary, attach additional pages.)
     

	Explain how you will inform instructors that they can refuse to allow the research to be conducted in their class.  (Boxes will expand or, if necessary, attach additional pages.)
     

	Describe safeguards to protect the rights of the instructor in the event of refusal to allow use of subjects in a class.  (Boxes will expand or, if necessary, attach additional pages.)
     

	Additional Information:

	Clearly indicate whether participation as a research subject in this study fulfills a course requirement (i.e., all students are expected to participate in exchange for course credit) or will be conducted without fulfilling a course requirement (i.e., students may choose whether or not to participate without considering course requirements).  If participation will fulfill a course requirement, clearly indicate that the instructors for the courses involved will establish appropriate alternative assignments that students may complete if they choose not to be a subject in this research.  (Boxes will expand or, if necessary, attach additional pages.)
     


	Clearly indicate how the students will be informed that no penalty will be incurred for non-participation in the research.  (Boxes will expand or, if necessary, attach additional pages.)
     

	Are any of the MSU student subjects in the researcher’s class or under his/her direct supervision?

               FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO
NOTE:
Researcher must use a third party to solicit participation, administer the study, and collect data from subjects when they are students in the researcher’s class or when they are employees or supervisees of the researcher.
If you answered yes, clearly address all items in the subject safeguards section below before proceeding to the next questions.  If you answered no, simply indicate that the items are not applicable to your research.


	Subject Safeguards:

	Identify third party who will solicit subjects, administer and collect informed consent and all instruments, and retain documents until final grades are submitted.  (Boxes will expand or, if necessary, attach additional pages.)
     


	Identify third party as a contact for subjects to notify if they wish to withdraw from the research project.  (Boxes will expand or, if necessary, attach additional pages.)
     


SPECIAL POPULATIONS

PART D
RESEARCH INVOLVING MINORS
The IRB is required to consider the benefits, risks and discomforts of the research and assess the justification for children's participation in light of the benefits to the child-subject or to society as a whole. In calculating the risks and benefits, the IRB must consider the circumstances of the children under study, the magnitude of risks or discomforts that may result from participating in the research, and the potential benefits the research may provide to the child or to other children with the same disease or condition.

“Minimal risk” is defined as a risk where the probability and magnitude of harm or discomfort anticipated in the proposed research are not greater, in and of themselves, than that ordinarily experienced in daily life or during the performance of routine physical or psychological examinations or tests.

	Check the category below that best represents the degree of risk and benefit to which the children in this research will be exposed and justify including this research in that category.

	 FORMCHECKBOX 

The proposed research poses no more than minimal risk as defined above.  (Boxes will expand or, if necessary, attach additional pages.)
Justification: 
     

	 FORMCHECKBOX 

The proposed research poses a greater than minimal risk with the potential for direct benefit to subjects.  (Boxes will expand or, if necessary, attach additional pages.)
Justification: 
     
Please note:

If your research falls in this category you must answer the following questions and include this information within the Risks section of the protocol application.


	How is the risk justified by the benefit?  (Boxes will expand or, if necessary, attach additional pages.)  

     

	How is the benefit to risk assessment at least as favorable as that presented by alternative approaches?  (Boxes will expand or, if necessary, attach additional pages.)  

     

	 FORMCHECKBOX 

The proposed research poses a greater than minimal risk with no potential for direct benefit to individuals, but likely to yield generalizable knowledge about the subjects’ conditions.  (Boxes will expand or, if necessary, attach additional pages.)
Justification: 

     
Please note:

If your research falls in this category you must answer the following questions and include this information within the Risks section of the protocol application.  Also, research in this category requires permission from BOTH parents (unavailability, incompetence, or temporary incapacity not withstanding) so be sure to address this in the parental permission. 


	How is the risk of the protocol an increase over minimal risk?  (Boxes will expand or, if necessary, attach additional pages.) 
     

	How does the procedure present experiences to subjects that are reasonably commensurate with those inherent in their actual or expected situations?  (Boxes will expand or, if necessary, attach additional pages.)  

     

	How is the knowledge to be gained of vital importance for the understanding or amelioration of the condition?  (Boxes will expand or, if necessary, attach additional pages.)  

     


PARENTAL PERMISSION AND ASSENT OF MINORS

	Parental Permission

	1.
Describe procedures used to obtain permission from parents including how and where permission will be obtained and who will obtain the permission.  (Boxes will expand or, if necessary, attach additional pages.)
     

	2.
How will the subjects’ informed consent be documented?  (Boxes will expand or, if necessary, attach additional pages.)
     

	Note:
If the proposed research poses a greater than minimal risk with no potential for direct benefit to the children, then permission from BOTH parents is required.


	Assent of Minor

	Assent:
Adequate provisions must be made for soliciting the assent of children when in the judgment of the IRB the children are capable of providing assent and for soliciting the permission of their parents or guardians.

	1.
Please indicate whether the children you will study are generally capable of providing assent; evaluate age, maturity and psychological state of the children involved.  Please be specific:  (Boxes will expand or, if necessary, attach additional pages.)

 FORMCHECKBOX 
 None are capable: 

     

 FORMCHECKBOX 
 All are capable: 

     

 FORMCHECKBOX 
 Some are capable: 

     


	2.
Describe procedures used to obtain assent from the subjects including how and where assent will be obtained and who will obtain the assent.  (Boxes will expand or, if necessary, attach additional pages.)
     

	3.
How will the subjects’ assent be documented?  (Boxes will expand or, if necessary, attach additional pages.)
     

	 FORMCHECKBOX 
 Waiver of Parental Permission/Assent Requested

	To request a waiver of parental permission or assent, the researcher(s) must provide a written justification, explicitly addressing the four (4) points below, and describe an appropriate mechanism for protecting the children.  [See 45 CFR 46.408(c)]  (Boxes will expand or, if necessary, attach additional pages.)
(1) the research involves no more than minimal risk to the subjects 
     
(2) the waiver or alteration will not adversely affect the rights and welfare of the subject 

     
(3) the research could not practicably be carried out without the waiver or alteration 
     
(4) whenever appropriate, the subjects will be provided with additional pertinent information after participation 
     



	 FORMCHECKBOX 
 Waiver of Signed Permission Form Requested

	To request a waiver of a SIGNED PERMISSION FORM, the research must meet one of the following criteria and researcher(s) must provide a written justification:  (Boxes will expand or, if necessary, attach additional pages.)
 FORMCHECKBOX 

The only record linking the subject and the research would be the permission document and the principal risk would be potential harm resulting from a breach of confidentiality. [In this case, each subject will be asked whether he or she wants documentation linking the subject with the research, and the subject’s wishes will govern.]

Justification: 
     
 FORMCHECKBOX 

The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.
Justification: 
     



SPECIAL POPULATIONS

PART E
PRISIONERS AS SUBJECTS

	Special considerations must be given to research involving prisoners because they may be under constraints due to their incarceration.  Such constraints could affect their ability to make truly voluntary and un-coerced decisions whether or not to participate as subjects in research.  

Minimal Risk: The federal regulations divide research into different risk categories: research that is minimal or not greater than minimal risk to the participant and research that is greater than minimal risk.  The definition of minimal risk for research involving prisoners is as follows:
Minimal risk is the probability and magnitude of physical or psychological harm that is normally encountered in the daily lives, or in the routine medical, dental, or psychological examination of healthy persons.


	1.
Permissible Categories of Research


Please check only one box and offer a complete explanation of the study’s rationale.  The IRB can only approve research that falls into one of the following categories:  (Boxes will expand or, if necessary, attach additional pages.)

	

	 FORMCHECKBOX 

Study of the possible causes, effects, and processes of incarceration, and of criminal behavior, provided that the study presents no more than minimal risk and no more than inconvenience to the subjects.  (Boxes will expand or, if necessary, attach additional pages.)
Explanation:  

     

	 FORMCHECKBOX 

Study of prisons as institutional structures or of prisoners as incarcerated persons, provided that the study presents no more than minimal risk and no more than inconvenience to the subjects. (Boxes will expand or, if necessary, attach additional pages.)

Explanation:  

     

	 FORMCHECKBOX 

Research on conditions particularly affecting prisoners as a class (for example, research on social and psychological problems such as alcoholism, drug addiction, and sexual assaults). (Boxes will expand or, if necessary, attach additional pages.)

Explanation:  

     


	 FORMCHECKBOX 

Research on practices, both innovative and accepted, which have the intent and reasonable probability of improving the health or well-being of the subject. (Boxes will expand or, if necessary, attach additional pages.)

Explanation:  

     


	 FORMCHECKBOX 

Epidemiological Research - defined as ‘public health research that focuses on a particular condition or disease in order to (i) describe its prevalence or incidence by identifying all cases, including prisoner cases, or (ii) study potential risk factor associations, where the human subjects may include prisoners in the study population but not exclusively as a target group, provided that the study presents no more than minimal risk and no more than inconvenience to the subjects.’  (Boxes will expand or, if necessary, attach additional pages.)

Explanation:  

     

	2. Are there any possible advantages accruing to the prisoner through his or her participation in the research, when compared to the general living conditions, medical care, quality of food, amenities and opportunity for earnings in the prison, are not of such a magnitude that his or her ability to weigh the risks of the research against the value of such advantages in the limited choice environment of the prison is impaired?  (Boxes will expand or, if necessary, attach additional pages.)
     


	3. Are the risks involved in the research commensurate with risks that would be accepted by nonprisoner volunteers?  (Boxes will expand or, if necessary, attach additional pages.)
     

	4. Are the procedures for the selection of subjects within the prison fair to all prisoners and immune from arbitrary intervention by prison authorities or prisoners?  Note:  Unless the PI provides a justification to the contrary, control subjects must be randomly selected from the group of available prisoners meeting the needed study characteristics.  (Boxes will expand or, if necessary, attach additional pages.)
     

	5. Is the information (i.e., within consent documents) presented in a language that is understandable to the subject population?  (Boxes will expand or, if necessary, attach additional pages.)
     

	6. Do adequate assurances exist that parole boards will not take into account a prisoner’s participation in the research in making decisions regarding parole, and each prisoner is clearly informed in advance that participation in the research will have no effect on his or her parole?  (Boxes will expand or, if necessary, attach additional pages.)
     

	7. As there may be a need for follow-up examination or care after the end of the study, are adequate provisions made for such care, taking into account the varying lengths of individual prisoner’s sentences and for informing participants of this fact?  (Boxes will expand or, if necessary, attach additional pages.)
     


SPECIAL POPULATIONS
PART F
COGNITIVELY IMPAIRED SUBJECTS

	Please answer the following questions:

	1. Is the use of this population justified?  Could the unimpaired population be substituted?  (Boxes will expand or, if necessary, attach additional pages.)
     


	2. Are there institutionalized participants involved?  Can the non-institutionalized be substituted?  (Boxes will expand or, if necessary, attach additional pages.)
     


	3. Are current medication/therapies going to be changed during the course of the study?  Are these risks explained to the participant or their representative?  (Boxes will expand or, if necessary, attach additional pages.)
     


	4. Will any part of the study cause distress, stress or anxiety to the participant?  Does the consent form appropriately explain this?  (Boxes will expand or, if necessary, attach additional pages.)
     


	5. What added protections are incorporated into the study (i.e., increased monitoring, low threshold for study withdrawal, palliative therapy, inpatient care)?  (Boxes will expand or, if necessary, attach additional pages.)
     


	6. Will there be a need for a legally authorized representative?  How will the participant’s capacity to consent be evaluated (i.e., mental status exam, clinical judgment)?  (Boxes will expand or, if necessary, attach additional pages.)
     


	7. Is the participant’s right to refuse treatment explicit?  What are the methods of evaluating dissent?  (Boxes will expand or, if necessary, attach additional pages.)
     


	8. Will an independent examiner or ombudsman be used?  Should one be assigned?  (Boxes will expand or, if necessary, attach additional pages.)
     



Part g

ASSURANCES AND RESPONSIBILITIES

After you have completed all other parts of your protocol application, read the information below and sign if you agree with the researcher assurances and responsibilities.
	Researcher Assurances and Responsibilities:

	As principal investigator(s)/researcher(s), I hereby assure that I will follow procedures to safeguard and protect the rights and welfare of the subjects of my research.  I will not begin data collection until I receive a written approval from the IRB.

If data are to be collected from college students or other MSU employees, I will use a third party to solicit participation, administer the study, or collect data when subjects are either students in a course for which I am the instructor or under my direct supervision.

As principal investigator(s)/researcher(s), I acknowledge responsibility for protecting the rights and welfare of human subjects; complying with all applicable federal and IRB regulations; conducting the research according to the IRB expedited or full board protocol; reporting any changes in previously approved protocols to the IRB prior to implementation; reporting unanticipated injuries or problems involving risks to human subjects to the IRB; maintaining all approved protocol documents and notifications for three years after completion of the protocol; supervising research conducted by students; and obtaining approval for continuation protocols.  
(Committee approval is granted for a fixed period of time based on risk to subjects.  Projects that are intended to continue for longer than the approval period must be resubmitted for review prior to the approval expiration date.)

	Signature of Principal Investigator(s)/Researcher(s)
	Date

	

	

	As faculty advisor, I hereby accept responsibility for the conduct of this project.

	Signature of Faculty Advisor
	Date

	

	

	

	Do not write below this line

	Date Received:  
	Protocol Review Number:

	Review Completed:
	Notification Sent:


For Expedited Protocol Applications, please submit two (2) copies of the completed protocol application in paper form to the IRB Administrative Assistant in the Office of Research and Sponsored programs (901 Ginger Hall).
For Full Board Protocol Applications, please submit  ten (10) copies of the completed protocol application in paper form to the IRB Administrative Assistant in the Office of Research and Sponsored Programs (901 Ginger Hall).[image: image1.png]



Morehead State University

1

