The Michigan Department of Community Health

Institutional Review Board for the Protection of Human Research Subjects

Capitol View Building, 7th Floor, 201 Townsend Street, Lansing, MI  48913

E-mail: MDCH-IRB@michigan.gov     Phone: (517) 241-1928     Fax: (517) 241-1200


MDCH IRB INITIAL REVIEW APPLICATION
SECTION 1 – PROJECT IDENTIFICATION (REQUIRED)
	1.1
	Project Title:
	     

	
	Note: The project title provided above should appear on each document submitted to the MDCH IRB for this study review.

	
	
	

	1.2
	Responsible MDCH Employee Name:
	     

	
	Phone:
	     

	
	E-mail:
	     

	
	ID Mail Address:
	     

	
	Note: The Responsible MDCH Employee must be a Civil Service employee of MDCH and should be the employee most responsible for the Department’s role in this project. To serve as the responsible MDCH employee you must have completed CITI human research protections training within the past 3 years.

	
	
	

	1.3
	Responsible MDCH Employee’s Signature:


	

	
	Note: If this document is submitted from the e-mail address of the Responsible MDCH Employee, a hard copy with signature is not required.

	
	
	

	1.4
	Responsible MDCH Employee’s Administration:
	     

	
	Bureau or Office:
	     

	
	Bureau or Office Director/Supervisor:
	     

	
	E-mail for this supervisory contact:
	     

	
	ID Mail Address for this supervisory contact:
	     

	
	The Bureau Director (or equivalent supervisor) listed above will receive copies of IRB determinations.

	
	

	1.5
	Principle Investigator:
	     

	
	Organization:
	     

	
	Phone:
	     

	
	E-mail:
	     

	
	Note: Contact information is requested for use if the Responsible MDCH Employee is not available.

	
	
	

	1.6
	Is this project federally funded?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	If “Yes”, specify the federal agency:
	     

	
	

	1.7
	Non-Federal funding source(s) if applicable:
	     

	
	

	1.8
	Is this project subject to FDA regulations?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	If “Yes”, please specify below which FDA-regulated test articles will be used:

	
	 FORMCHECKBOX 
 No test article used
	
	

	
	 FORMCHECKBOX 
 Drug or biologic used
	IND#:      
	Trial Phase:      

	
	 FORMCHECKBOX 
 Device used
	IND#:      
	Risk Level:  FORMDROPDOWN 


	
	
	

	1.9
	What date do you plan to begin this project?
	     

	
	What date do you plan to complete this project?
	     


	1.11
	Will another organization’s IRB review this project?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	If “Yes”, please list the organization(s) here:
	     


	1.12
	Describe any conflicts of interest that could be perceived to compromise the integrity of the project:

	
	     


SECTION 2 – PROJECT SUMMARY (REQUIRED)
	2.1
	Provide a summary of about 300 words (or less) in lay terms describing the project.  This should not be as detailed as a study protocol (which you can attach separately).  Please describe: the purpose of the project, how human subjects will participate, how subjects’ data or biological specimens will be handled, how records will be maintained securely, and any follow up with subjects at completion.

	
	     

	
	

	2.2
	Federal regulations define research as: “…a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.”  Please indicate whether this project is research, or why you feel it may not include research:

	
	 FORMCHECKBOX 
 This project is research.

	
	 FORMCHECKBOX 
 This project may not be research for the following reason(s):

     

	
	

	2.3
	Indicate in what way human subjects might be involved in this project (check all that apply):

	
	 FORMCHECKBOX 
 Data about the subjects and/or biological specimens that have already been collected will be retrospectively analyzed.


	SECTIONS 1-8 ARE REQUIRED

	
	 FORMCHECKBOX 
 Data about the subjects and/or biological specimens that will be prospectively collected for non-research purposes will be analyzed.


	SECTION 1-8 ARE REQUIRED

	
	 FORMCHECKBOX 
 Human subjects will be surveyed, interviewed, or participate in focus groups.


	SECTIONS 1-7, 9 & 10 ARE REQUIRED

	
	 FORMCHECKBOX 
 Human subjects will undergo experimental treatment or intervention.
	SECTIONS 1-7, 9 & 11 ARE REQUIRED

	
	 FORMCHECKBOX 
 Non-invasive measurements or tests will be performed on human subjects.


	SECTIONS 1-7, 9 & 12 ARE REQUIRED

	
	 FORMCHECKBOX 
 Biological specimens (blood, saliva, tissue, etc.) will be collected from human subjects.


	SECTIONS 1-7, 9 & 13 ARE REQUIRED

	
	 FORMCHECKBOX 
 Genetic analysis will be performed on biological samples from human subjects.
	SECTIONS 1-7, 9 & 14 ARE REQUIRED

	
	 FORMCHECKBOX 
 Human subjects are not involved because the investigator will not be obtaining information about individuals through intervention or interaction, and the investigator will not otherwise be obtaining private, identifiable information about living individuals.


	STOP AND SUBMIT ONLY WHAT IS COMPLETED THUS FAR TO THE IRB

	
	 FORMCHECKBOX 
 Other, please specify:      


	
	Note: Your selection(s) above may indicate additional sections of the IRB application that you are required to complete.  Please complete these additional sections before submitting the application to the IRB.

	

	2.4
	Certain research involving human subjects may be eligible for approval under an exemption as described in the federal regulations at 46.101(b): http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.101. If you feel your research is eligible for exemption, please list the category (1-6) below.  Leave this blank if not applicable.  You may also find this tool helpful: http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html 

	
	Exemption Category 46.101(b)     

	
	
	

	2.8
	Indicate below what other documents are included with this submission:

	
	 FORMCHECKBOX 
 Study protocol

 FORMCHECKBOX 
 Informed consent and assent (as applicable) instrument(s)

 FORMCHECKBOX 
 Investigator’s brochure

 FORMCHECKBOX 
 Subject recruitment materials

 FORMCHECKBOX 
 Survey instruments

 FORMCHECKBOX 
 HIPAA-Compliant request for waiver of authorization


SECTION 3 – INFORMED CONSENT PROCESS
	The Belmont principles dictate that potential study subjects should understand the research project: the procedures to be followed, the risks and benefits associated with participation, and alternatives to participation, prior to voluntarily consenting to participate in research.  It is the obligation of the investigator to implement a process that facilitates such understanding, allows participants an opportunity to consent or to not consent to participation, and ensures the consent of participants is maintained throughout participation in the study.  Obtaining and documenting informed consent is a process meant to aid in protecting human subjects of research.  Obtaining a participant’s signature is not intended to be a mechanism to protect the investigator or institution.  For more information please see: “Guidelines for Informed Consent” located on the MDCH IRB website: www.michigan.gov/irb.


	3.1
	Indicate how you intend to document having obtained informed consent and/or assent from participants in this project, or indicate that you do not intend to document having obtained informed consent (select all that apply):

	
	 FORMCHECKBOX 
 Informed consent of the study subjects will not be documented. (complete Section 3.2)


	
	 FORMCHECKBOX 
 A comprehensive written document will be signed by the subject or a legally authorized representative. (skip to section 3.3)



	
	 FORMCHECKBOX 
 A short written document that satisfies the criteria under 46.117(b)(2) (described here: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.117) will be signed by the subject or a legally authorized representative. (skip to section 3.3)



	
	 FORMCHECKBOX 
 A document indicating assent/willingness to participate will be signed by child participants. (skip to section 3.3)



	
	

	3.2
	Indicate below the rationale for not documenting that informed consent of participants has been obtained:

	
	 FORMCHECKBOX 
 As indicated in 2.2 above, I do not believe this activity involves research. (skip to section 4)



	
	 FORMCHECKBOX 
 As indicated in 2.4 above, I believe this research is eligible for exemption. (skip to section 4)



	
	 FORMCHECKBOX 
 I am obtaining informed consent from study participants, but do not wish to document having obtained informed consent as allowable under 46.117(c) (described here: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.117) (skip to and complete section 3.4)



	
	 FORMCHECKBOX 
 I am requesting a waiver of the requirement for obtaining participant’s informed consent as allowable under 46.116(c) or (d) (described here: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.116) (skip to and complete Section 3.5)



	
	

	3.3
	Describe the process of obtaining informed consent (and if applicable, assent) from study participants, and ensuring the consent of participants is maintained throughout the duration of their participation in the study.

	
	     


	
	Note: After completing section 3.3 you can proceed to section 4 of the application.

	
	

	3.4
	Describe below the process you intend to utilize to obtain informed consent from study participants.  Conclude this section by describing how your proposal meets the requirements for a waiver of documenting informed consent as described under 46.117(c).

	
	     


	
	Note: After completing section 3.4 you can proceed to section 4 of the application.


	3.5
	Document in A or B below how your proposal meets the requirements for a waiver of the requirement that informed consent be obtained from study participants.

	
	 A.
	Is this a research or demonstration project conducted by or subject to approval of state or local government officials?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	
	If Yes, is it designed to study, evaluate, or otherwise examine:

 FORMCHECKBOX 
 public benefit or service programs

 FORMCHECKBOX 
 procedures for obtaining benefits or services under those programs

 FORMCHECKBOX 
 possible changes in or alternatives to those programs or procedures

 FORMCHECKBOX 
 possible changes in methods or levels of payment for benefits or services under those programs

	
	
	Is it the case that the research cannot practicably be carried out without a waiver of the requirement for obtaining informed consent?  If Yes, please explain below:
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	
	     

	
	OR

	
	B.
	Does this research involve no more than minimal risk to subjects?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	
	Would waiving the requirement for informed consent adversely affect the rights and welfare of the subjects?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	
	Whenever appropriate, will subject be provided with additional pertinent information after participation?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	
	Is it the case that the research cannot practicably be carried out without a waiver of the requirement for obtaining informed consent?  If Yes, please explain below:
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	
	     


SECTION 4 – CHARACTERISTICS OF HUMAN SUBJECTS

	4.1
	Briefly describe the characteristics of the population from which you intend to draw participants and discuss why that population was chosen:

	
	     

	
	 

	4.2
	Detail the inclusion and exclusion criteria for project participants:

	
	     

	
	 

	4.3
	If applicable, please justify limitation of participants to a particular demographic group (age, gender, race, ethnicity, income, etc.):

	
	     

	
	 

	4.4
	Select any vulnerable populations that may be represented among research subjects.  If vulnerable subjects are purposefully selected please provide justification for the inclusion of these vulnerable populations.  If inclusion is possible, but incidental, please note that as well.

	
	Category of vulnerable subjects:
	Justification for inclusion:

	
	 FORMCHECKBOX 
 Children (age <18 years)
	     

	
	 FORMCHECKBOX 
 Mentally compromised persons or persons with decisional impairment
	     

	
	 FORMCHECKBOX 
 Women with reproductive potential
	     

	
	 FORMCHECKBOX 
 Pregnant or lactating women
	     


	
	 FORMCHECKBOX 
 Fetuses (ex utero)
	     

	
	 FORMCHECKBOX 
 In-vitro fertilization patients
	     

	
	 FORMCHECKBOX 
 Prisoners
	     

	
	Note: With respect to the regulations at 45 CFR 46 part C, patients at the Center for Forensic Psychiatry are considered “Prisoners” and their participation should be indicated as such above.

	
	

	4.5
	Select from the list below any populations that could be subject to undue influence or coercion, and justify inclusion of these populations.

	
	Category of subjects:
	Justification for inclusion:

	
	 FORMCHECKBOX 
 Economically or Educationally Deprived
	     

	
	 FORMCHECKBOX 
 Patients of the investigator
	     

	
	 FORMCHECKBOX 
 Students of the investigator
	     

	
	 FORMCHECKBOX 
 Employees of the investigator
	     


SECTION 5 – RISKS AND BENEFITS OF THE RESEARCH
	5.1
	Indicate how substantial you believe the risk of harm to participants is for this project:

	
	 FORMCHECKBOX 
 High risk

 FORMCHECKBOX 
 Less than high risk, but greater than minimal risk

 FORMCHECKBOX 
 Minimal risk

	
	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.”

	
	

	5.2
	What direct risks could subjects face by participating in this project?  What measures will be taken to minimize each risk?

	
	     

	
	

	5.3
	If “Vulnerable populations” or populations susceptible to undue influence or coercion are among the research subjects, what additional measures will be taken to minimize risks that may affect them?

	
	     

	
	

	5.4
	What indirect risks (if any) to the public or community could result from this research?

	
	     

	
	

	5.5
	What potential direct benefits (if any) could this research provide the participating subjects?

	
	     

	
	

	5.6
	What potential indirect benefits (if any) could this research provide the public or others?

	
	     


SECTION 6 – RECORDS, PRIVACY & CONFIDENTIALITY
	6.1
	Will the project records themselves contain identifying information on human subjects (i.e. name, address, telephone number, e-mail address, etc.)?

	
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	
	

	6.2
	Will the project records contain codes that can be linked back to the identity of human subjects?

	
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	
	

	6.3
	If the information in the project records was revealed could it place the subjects (or others) at risk for criminal or civil liability?  Or could it be damaging to an individual’s financial standing, employability, or reputation? 

	
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	
	

	6.4
	Describe the measures you will implement to ensure the privacy (the right of an individual to control his or her own personal information) of project participants.

	
	     

	
	
	

	6.5
	Describe the measures you will implement to ensure the confidentiality of subjects information once it is part of the research record?

	
	     

	
	Note: Confidentiality in the use of data requires at a minimum: (a) not including personal identifiers such as names, addresses, telephone numbers, e-mail addresses, or Social Security Numbers except when essential to the research; (b) removing personal identifiers at the earliest stage of the research compatible with the study goals; (c) If personal identifiers must remain (e.g. to link with future data) these should be limited to codes that are not based on identifying information and they should be encrypted and (d) the data files should be kept in a secure environment such as a locked cabinet or a properly secured computer file with password protection.

	
	
	

	6.6
	If applicable, describe when and how subject identifiers will be destroyed:

	
	     


SECTION 7 – COSTS AND COMPENSATION
	7.1
	Describe any costs a research subject might incur as a result of participating in this research including indirect costs such as billing to a patient’s insurance:

	
	     

	
	
	

	7.2
	Describe any plans to compensate research subjects:

	
	     

	
	
	

	7.3
	If subjects will be compensated, how was the amount or type of compensation decided upon?

	
	     


This concludes the portion of the application required for all new projects.  The remaining sections are only required based on your responses to question 2.3 above, or at the guidance of IRB staff.

SECTION 8 – PROJECTS INVOLVING ONLY THE ANALYSIS OF DATA OR BIOLOGICAL SPECIMENS THAT ALREADY EXIST, OR WILL BE COLLECTED FOR NON-RESEARCH PURPOSES
	8.1
	Describe the type of data and/or biological specimens to be used in this project.

	
	     

	
	
	

	8.2
	If data or biological samples currently exist, describe how and for what purpose they were originally collected.  If data or samples do not exist but will be collected prospectively for non-research purposes, describe how and for what purpose they will be collected.

	
	     

	
	
	

	8.3
	At the time of collection, are or were samples stored in a way that could reveal the identity of the person from whom they originated?

	
	     

	
	
	

	8.4
	From how many human subjects will these data or specimens be acquired?

	
	     

	
	
	

	8.5
	Describe how the investigator plans to gain access to these data and/or specimens?

	
	     

	
	

	8.6
	Did or will the human subjects provide consent at the time of data or specimen collection allowing for subsequent use of the data or specimens in research?

	
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	

	8.7
	Describe any access project staff have to information about the human subjects that is not essential to this project.  Describe the measures in place to protect that information.

	
	     

	
	

	8.8
	Could this project reveal information of direct benefit to the human subjects involved?

	
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	If “Yes”, describe the plans to inform subjects of this information:

	
	     

	
	

	8.9
	Could the project lead to the development of a commercial product that may bring financial benefit to the investigator and/or sponsor?

	
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	If “Yes”, describe the plans to inform subjects of their rights:

	
	     

	
	

	8.10
	Is there a signed Data Use Agreement or Material Transfer Agreement for this project?

	
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	If “Yes”, include a copy with the application, if “No”, justify why no such agreement is in place:

	
	     


SECTION 9 – SUBJECT RECRUITMENT PROCEDURES
	9.1
	Describe how potential participants will be identified for recruitment (e.g. from an existing registry, convenience sampling, random digit dialing, etc.):

	
	     

	
	

	9.2
	Describe from where (e.g. at home, in a clinic, etc.) the potential participants will be recruited?

	
	     


	9.3
	Describe how (e.g. phone call, brochure, letter) potential participants will be recruited:

	
	     

	9.4
	Print materials or transcripts of audible recruitment materials should be included in the IRB application for review (or should be approved for use by the IRB before implemented).  Please list any recruitment materials included for review with this application:

	
	     

	
	

	9.5
	If the project involves a topic that may have specific relevance to certain ethnic, racial, or other groups, what special measures will be taken to optimize recruitment of subjects from those groups?

	
	     


SECTION 10 – INTERVIEWS, SURVEYS OR GROUP MEETINGS
	10.1
	Describe the methods (survey, interview, focus group, etc.) that will be used to collect information directly from human subjects:

	
	     

	
	
	

	10.2
	How many sessions are proposed to collect this information, and how many sessions will each individual participant be required to attend?  Also, what is the anticipated duration of each session?

	
	     

	
	
	

	10.3
	Describe the information that will be collected through surveys, interviews, or focus groups:

	
	     

	
	
	

	10.4
	Will the information that will be collected directly from participants include sensitive information such as substance use or illegal activities?

	
	     

	
	
	

	10.5
	How will the privacy of the subjects be protected while collecting information about them?

	
	     

	
	

	10.6
	Describe how the information collected during these procedures will be recorded:

	
	     

	
	

	10.7
	Describe how any survey records will be labeled or identified to directly or indirectly link to the project participant.

	
	     

	
	

	10.8
	Are surveys, questionnaires, and/or interview guides attached?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No


SECTION 11 – EXPERIMENTAL TREATMENTS OR PROCEDURES
	11.1
	Research in this category requires MDCH IRB approval of the study protocol.  The protocol should describe the goals of the study, background information, specific aims, experimental design, statistical analysis of results, subject of the research, risks and benefits of treatment or procedures, and significance of outcomes. Indicate here you have read this paragraph and attached a protocol:  FORMCHECKBOX 
 Protocol attached.

	
	

	11.2
	Describe any treatments or procedures including tests and diagnostics that are done only for the purpose of the research (not as part of standard care).

	
	     


SECTION 12 – NON-INVASIVE MEASUREMENTS OR TESTS

	12.1
	Describe the nature of the non-invasive tests and measurements which human subjects will undergo as part of this project:

	
	     


	12.2
	Describe the measures taken to ensure participant privacy during these tests and measurements:

	
	     

	
	
	

	12.3
	How often will these measurements or tests occur?  How long does each session of tests or measurements take?

	
	     


SECTION 13 – BLOOD AND OTHER BIOLOGICAL SPECIMENS TO BE TAKEN FROM SUBJECTS FOR THE PURPOSES OF THIS PROJECT
	13.1
	Describe how blood (venipuncture, finger stick, etc.) will be obtained for the purposes of this project?  Indicate if not applicable.

	
	

	
	
	

	13.2
	State the number of times, the intervals, and the time-span over which blood will be collected?  Indicate if not applicable.

	
	     

	
	
	

	13.3
	What is the largest volume of blood to be taken from a subject during a single draw?  Indicate if not applicable.

	
	     

	
	
	

	13.4
	What is the total volume of blood to be taken from a subject during the entire project?  Indicate if not applicable.

	
	     

	
	
	

	13.5
	Describe what other biological specimens will be obtained for this project?  Indicate if not applicable.

	
	     

	
	
	

	13.6
	Describe how non-blood biological specimens will be obtained and stored for this project?  Indicate if not applicable.

	
	     

	
	

	13.7
	Will collection of biological specimens occur as part of the human subject’s standard care?

	
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	If “No”, please explain:      

	
	
	

	13.8
	Describe the subject’s right to financial benefit from use of his or her biological specimens for this project:

	
	     

	
	

	13.9
	Describe the process for disposal of biological specimens, including all rights of the subject and obligations of the researcher, if there are plans to store the material for future use:

	
	     


SECTION 14 – GENETIC ANALYSIS OF BIOLOGICAL SPECIMENS TO BE OBTAINED FROM RESEARCH SUBJECTS

	Resources related to genetics research are available here: http://www.genome.gov/Issues/ 


	14.1
	Describe the biological specimens that will be used for genetic analysis:

	
	

	
	
	

	14.2
	Describe the nature of the genetic information that will be acquired:

	
	     

	
	
	

	14.3
	What is the specific purpose of the genetic analysis?

	
	     


	14.4
	Describe potential risk to the study subject or related family members from this genetic information:

	
	     

	
	
	

	14.5
	Describe how genetic material will be kept confidential and secure:

	
	     

	
	
	

	14.6
	Describe the process for providing genetic information to the subject (options to know or not know results, circumstances involving genetic abnormalities and parenthood, etc.):

	
	     

	
	

	14.7
	Do you plan to offer genetic counseling to participants?

	
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	Please explain:      

	
	
	

	14.8
	Describe the subject’s right to financial benefit from use of his or her genetic material  for this project:

	
	     

	
	

	14.9
	Describe the process for disposal of genetic material, including all rights of the subject and obligations of the researcher, if there are plans to store the material for future use:

	
	     


INSTRUCTIONS FOR SUBMITTING YOUR APPLICATION
1. Verify all required elements of the application are complete

2. Attach any materials study subjects will encounter as part of the project (recruitment materials, informed consent documents, survey instruments, etc.) as well as any protocol documents or data gathering tools used by the investigator.

3. Ensure approval by the Responsible MDCH Employee (note: Responsible MDCH Employee’s should perform a programmatic review to ensure MDCH involvement in the project is appropriate, and should serve as the first line in identifying and addressing human research protection issues that may be pertinent to the project)
4. The Responsible MDCH Employee should indicate approval and submit the complete application by e-mailing all documents from his or her MDCH e-mail account to: MDCH-IRB@michigan.gov, or by signing the application and mailing all materials (ID mail or otherwise) to:
MDCH Institutional Review Board

Capitol View Building, 7th Floor

201 Townsend Street

Lansing, Michigan 48913
Completion of this application is required for IRB Review at MDCH when MDCH is the only organization involved in the project, or when MDCH has primary responsibility for the project.  An abbreviated form of the application can be used if review will occur through another institution’s IRB (see: MDCH IRB Abbreviated Initial Review Application) and if all materials submitted to the other institution’s IRB are submitted to the MDCH IRB as well.

The Michigan Department of Community Health is an equal opportunity employer, services and programs provider.
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