	IRB Initial Review Application

	Michigan Department of Health and Human Services

	Institutional Review Board for the Protection of Human Research Subjects
333 South Grand Avenue, PO Box 30195
Lansing, MI 48909

	Email: MDHHS-IRB@michigan.gov 
	Phone: 517-241-1928
	Fax: 517-241-1200

	SECTION 1 – PROJECT IDENTIFICATION

	1.1
	Project Title

	
	[bookmark: Text11][bookmark: _GoBack]     

	
	Alternative Title

	
	     

	1.2
	Responsible Department Employee

	
	     

	
	Phone
	Email

	
	[bookmark: Text13]     
	     

	
	ID Mail Address

	
	     

	Note: The Responsible Department Employee must have a michigan.gov email address, have completed Human Research Protections Training within the past 3 years, and have Bureau Director or equivalent approval to submit applications to the Institutional Review Board. Applications must be submitted from the email address of the Responsible Department Employee to MDHHS-IRB@michigan.gov.

	1.3
	MDHHS Administration

	
	     

	
	Bureau or Office

	
	     

	
	Authorizing Supervisor (Bureau or Office Director/Equivalent)

	
	     

	
	Email for Authorizing Supervisor

	
	     

	1.4
	Primary Investigator
	Title

	
	     
	     

	
	Organization

	
	     

	
	Phone
	Email

	
	     
	     

	1.5
	Is this project federally funded?
	[bookmark: Check1]|_| Yes
	[bookmark: Check2]|_| No

	
	If yes, specify the federal agency
	Grant or Contract Number

	
	     
	     

	1.6
	Non-Federal funding source(s) if applicable
	Grant or Contract Number

	
	     
	     

	1.7
	Is this project subject to FDA regulations?
	|_| Yes
	|_| No

	
	If yes, specify below which FDA-regulated test articles will be used.

	
	[bookmark: Check3]|_| No test article used
	
	

	
	[bookmark: Check4]|_| Drug or biologic used
	IND #
	     
	Trial Phase
	     

	
	[bookmark: Check5]|_| Device used
	IDE #
	     
	Risk Level
	     

	1.8
	What date do you plan to begin this project?
	What date do you plan to complete this project?

	
	     
	     

	1.9
	Will another organization’s IRB review this project?
	|_| Yes
	|_| No

	
	If yes, list the organization(s) here

	
	[bookmark: Text5]     

	1.10
	Describe any conflicts of interest that could be perceived to compromise the integrity of the project.

	
	     

	SECTION 2 – PROJECT SUMMARY

	2.1
	Provide a brief summary in lay terms describing the project. This should not be as detailed as a study protocol (which can be attached separately). Describe: the purpose of the project, how human subjects will participate, how data or biological specimens will be obtained, how records will be maintained securely, and your plans for distributing findings.

	
	     

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

	
	[bookmark: Check6]|_|
	This project is research.

	
	
	     

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

	
	
	|_|
	Scholarly and journalistic activities (e.g., oral history, journalism, biography, literary criticism, legal research, and historical scholarship), including the collection and use of information, that focus directly on the specific individuals about whom the information is collected.

	
	
	|_|
	Public health surveillance activities, including the collection and testing of information or biospecimens, conducted, supported, requested, ordered, required, or authorized by a public health authority. Such activities are limited to those necessary to allow a public health authority to identify, monitor, assess, or investigate potential public health signals, onsets of disease outbreaks, or conditions of public health importance (including trends, signals, risk factors, patterns in diseases, or increases in injuries from using consumer products). Such activities include those associated with providing timely situational awareness and priority setting during the course of an event or crisis that threatens public health (including natural or man-made disasters).

	
	
	|_|
	Collection and analysis of information, biospecimens, or records by or for a criminal justice agency for activities authorized by law or court order solely for criminal justice or criminal investigative purposes.

	
	
	|_|
	Authorized operational activities (as determined by each agency) in support of intelligence, homeland security, defense, or other national security missions.

	
	
	|_|
	Other, please explain:

	
	
	
	[bookmark: Text12]     

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

	
	|_|
	Potentially identifiable data that have already been collected, or will be collected for non-research purposes will be analyzed.
	SECTIONS 1-8 ARE REQUIRED

	
	|_|
	Biological specimens that have already been collected, or will be collected for non-research purposes will be analyzed.
	SECTIONS 1-8 ARE REQUIRED

	
	|_|
	Data about human subjects will be collected through survey, interview, or focus groups methods as part of this project.
	SECTIONS 1-7, 9 & 10 ARE REQUIRED

	
	|_|
	Data about human subjects will be collected while subjects undergo experimental treatment or intervention as part of this project.
	SECTIONS 1-7, 9 & 11 ARE REQUIRED

	
	|_|
	Data about human subjects will be collected through non-invasive measurements or intervention as part of this project.
	SECTIONS 1-7, 9 & 12 ARE REQUIRED

	
	|_|
	Biological specimens (blood, saliva, tissue, etc.) will be collected from human subjects as part of this project.
	SECTIONS 1-7, 9 & 13 ARE REQUIRED

	
	|_|
	Genetic analysis will be performed on biological specimens from human subjects as part of this project. 
	SECTIONS 1-7, 9 & 14 ARE REQUIRED

	
	|_|
	Other, specify:

	
	
	[bookmark: Text6]     

	2.4
	Describe the training individuals interacting with subjects or working with potentially identifiable data have received or will receive to ensure appropriate human research protections:

	
	     

	2.5
	List the documents to be included with your IRB application (e.g., study protocol, informed consent document, data collection tool, etc.):

	
	     

	2.6
	Certain human subjects research may be eligible for MDHHS IRB approval under an exemption, if all activities involved are consistent with the categories of research described in section 104(d) of the Common Rule. If this research meets the criteria for exempt approval, select the category or categories applicable to this research.

	
	|_|
	(1) Research, conducted in established or commonly accepted educational settings, that specifically involves normal educational practices that are not likely to adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction. This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

	
	|_|
	(2) Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recording) if at least one of the following criterial is met:

	
	
	
	(a) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects.

	
	
	
	(b) Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation; or 

	
	
	
	(c) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by section 111(a)(7)*.

	
	|_|
	(3)(i) Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection and at least one of the following criteria is met:

	
	
	
	(a)The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects.

	
	
	
	(b) Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation or

	
	
	
	(c) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by section 111(a)(7)*.

	
	
	(ii) For the purpose of this provision, benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions offensive or embarrassing. Provided all such criteria are met, examples of such benign behavioral interventions would include having the subjects play an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else.

	
	
	(iii) If the research involves deceiving the subjects regarding the nature or purposes of the research, this exemption is not applicable unless the subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purpose of the research.

	
	|_|
	(4) Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criterial is met:

	
	
	
	(a) The identifiable private information or identifiable biospecimens are publicly available;

	
	
	
	(b) Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects;

	
	
	
	(c) The research involves only information collection and analysis involving the investigator’s use of identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purpose of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for “public health activities and purposes” as described under 45 CFR 164.512(b); or

	
	
	
	(d) The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for nonresearch activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, 44 U.S.C 3501 note, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 5 U.S.C 552a, and, if applicable, the information used in the research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq.

	
	|_|
	(5) Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects), and that are designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, 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 programs. Such projects include, but are not limited to, internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants. Exempt projects also include waivers of otherwise mandatory requirements using authorities such as sections 1115 and 1115A of the Social Security Act, as amended.

	
	
	
	(a) Each Federal department or agency conducting or supporting the research and demonstration projects must establish, on a publicly accessible Federal Web site or in such other manner as the department or agency head may determine, a list of the research and demonstration projects that the Federal department or agency conducts or supports under this provision. The research or demonstration project must be published on this list prior to commencing the research involving human subjects.

	
	|_|
	(6) Taste and food quality evaluation and consumer acceptance studies:

	
	
	
	(a) If wholesome foods without additives are consumed, or

	
	
	
	(b) If a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical 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 U.S. Department of Agriculture.

	
	|_|
	(7) Storage or maintenance for secondary research for which broad consent is required: Storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research use if an IRB conducts a limited IRB review and makes the determinations required by section 111(a)(8)**.

	
	|_|
	(8) Secondary research for which broad consent is required: Research involving the use of identifiable private information or identifiable biospecimens for secondary research use, if the following criteria are met:

	
	
	
	(a) Broad consent for the storage, maintenance, and secondary research use of the identifiable private information or identifiable biospecimens was obtained in accordance with section 116(a)(1) through (4), (a)(6), and (d);

	
	
	
	(b) Documentation of informed consent or waiver of documentation of consent was obtained in accordance with section 117;

	
	
	
	(c) An IRB conducts a limited IRB review and makes the determination required by 
section 111(a)(7)* and makes the determination that the research to be conducted is within the scope of the broad consent referenced in paragraph (d)(8)(i) of section 104 of the Common Rule; and

	
	
	
	(d) The investigator does not include returning individual research results to subjects as part of the study plan. This provision does not prevent an investigator from abiding by any legal requirements to return individual research results.

	*When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data. (i) The Secretary of HHS will, after consultation with the Office of Management and Budget’s privacy office and other Federal departments and agencies that have adopted this policy, issue guidance to assist IRBs in assessing what provisions are adequate to protect the privacy of subjects and to maintain the confidentiality of data.
**For purposes of conducting the limited IRB review required by section 104(d)(7), the IRB need not make the determinations at paragraphs (a)(1) through (7) of section 111 of the Common Rule, and shall make the following determinations: (i) Broad consent for storage, maintenance, and secondary research use of identifiable private information or identifiable biospecimens is obtained in accordance with the requirements of section 116(a)(1)-(4), (a)(6), and (d) of the Common Rule; (ii) Broad consent is appropriately documented or waiver of documentation is appropriate, in accordance with section 117 of the Common Rule; and (iii) If there is a change made for research purposes in the way the identifiable private information or identifiable biospecimens are stored or maintained, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.

	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.

	3.1
	[bookmark: Check7]Do you plan to obtain informed consent from subjects or legally authorized representatives (e.g., verbally, electronically, or with a written document)?	|_| Yes	|_| No
If yes, continue to 3.2; If no, skip to 3.11.

	3.2
	Describe the process you intend to follow for obtaining informed consent for initial participation in research (e.g., describe how subjects will be informed about the study, how subjects will have questions answered prior to providing consent, to whom subjects will indicate consent or assent for participation, how consent will be documented, etc.):

	
	[bookmark: Text7]     

	3.3
	Does the research involve children/minors? 	|_| Yes	|_| No 
If yes, describe the process for obtaining parental permission and for obtaining the assent of the involved child. If you feel parental permission is not an appropriate requirement for this research, explain. If you feel child assent is not an appropriate requirement for this research, explain.

	
	     

	3.4
	Does the research involve adults who may not be able to provide truly informed consent (for example, due to cognitive or decisional impairment)? 	|_| Yes	|_| No
If yes, describe how capacity to consent will be assessed and the process for involving a legally authorized representative where needed. Discuss how you might approach obtaining assent from the subject.

	
	     

	3.5
	Does the research involve subjects unable to read, speak, or understand English? 	|_| Yes	|_| No
If yes, clarify how you intend to make sure the consent process is provided to those subjects in a language they are able to understand.

	
	     

	3.6
	Will subject participation last longer than a single interaction? 	|_| Yes	|_| No
If yes, describe the process you intend to follow to ensure the informed consent of subjects is maintained throughout the duration of their participation in the study.

	
	     

	3.7
	Will you be obtaining information or biospecimens for the purpose of screening, recruiting, or determining eligibility of prospective subjects before obtaining the informed consent of the subjects or the subjects’ legally authorized representatives? 	|_| Yes	|_| No
If yes, complete 3.8. If no, skip to 3.9.

	3.8
	Explain the condition that may permit obtaining information or biospecimens for screening, recruiting, or determining eligibility prior to obtaining informed consent:

	
	|_|
	(a) Information will be obtained through oral or written communication with the prospective subject or legally authorized representative. Explain:

	
	
	[bookmark: Text8]     

	
	|_|
	(b) Identifiable private information or identifiable biospecimens will be obtained by accessing records or stored identifiable biospecimens. Explain:

	
	
	     

	3.9
	Will you be obtaining informed consent, but not documenting having obtained consent with the signature of the subject or legally authorized representative? 	|_| Yes	|_| No
If yes, complete 3.10 and then skip to Section 4. If no, skip to Section 4.

	3.10
	Select the provision appropriate to your research that may allow the IRB to approve an informed consent process without a requirement for documentation with a signature. Explain the option you have selected:

	
	|_|
	(a) The only record linking the subject and the research would be the informed consent form and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject (or legally authorized representative) will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern. Explain:

	
	
	     

	
	|_|
	(b) 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. Explain:

	
	
	     

	
	|_|
	(c) The subjects or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm, and the research presents no more than minimal risk of harm to subjects. An appropriate alternative mechanism for documenting that consent was obtained is described here. Explain:

	
	
	     

	3.11
	Does this project not include research, not include human subjects, or only include exempt human subjects research in a category that doesn’t require informed consent. 	|_| Yes	|_| No
If yes, explain and then skip to section 4. If no, continue to 3.12.

	
	
	     

	3.12
	[bookmark: Check8][bookmark: Check9]Does your research aim to study public benefit or service programs conducted by or subject to the approval of state or local officials? 	|_| Yes	|_| No 
If yes, complete 3.13 and then continue to Section 4. If no, complete 3.14 and then continue to Section 4.

	3.13
	Check all that apply:

	
	|_|
	The research is designed to study evaluate, or otherwise examine public benefit or service programs.

	
	|_|
	The research is designed to study evaluate, or otherwise examine procedures for obtaining benefits or services under those programs.

	
	|_|
	The research is designed to study evaluate, or otherwise examine possible changes in or alternatives to those programs or procedures.

	
	|_|
	The research is designed to study evaluate, or otherwise examine possible changes in methods or levels of payment for benefits or services under those programs.

	
	|_|
	The research could not practicably be carried out without waiving or altering the requirements for informed consent.

	
	Explain in detail each statement that is checked.

	
	     

	3.14
	Explain in detail how each of the following conditions is applicable to your research:

	
	|_|
	(a) The research involves no more than minimal risk to the subjects. Explain:

	
	
	     

	
	|_|
	(b) The research could not practicably be carried out without the requested waiver or alteration. Explain:

	
	
	     

	
	|_|
	(c) If the research involves using identifiable private information or identifiable biospecimens, the research could not practicably be carried out without using such information or biospecimens in an identifiable format. Explain:

	
	
	     

	
	|_|
	(d) The waiver or alteration will not adversely affect the rights and welfare of the subjects. Explain:

	
	
	     

	
	|_|
	(e) Whenever appropriate, the subjects or legally authorized representatives will be provided with additional pertinent information after participation. Explain:

	
	
	     

	SECTION 4 – CHARACTERISTICS OF HUMAN SUBJECTS

	4.1
	Briefly describe the population from which you intend to draw participants or the data source you intend to draw data from. Discuss why that population or data source was chosen:

	
	     

	4.2
	Detail any specific inclusion and exclusion criteria for project participants:

	
	     

	4.3
	If applicable, 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, provide justification for the inclusion of these vulnerable populations. If inclusion is possible, but incidental, note that as well.

	
	Category of vulnerable subjects:
	Justification for inclusion:
	

	
	|_|
	Children (age <18 years)
	[bookmark: Text9]     
	

	
	|_|
	Mentally compromised persons or persons with decisional impairment
	     
	

	
	|_|
	Women with reproductive potential
	     
	

	
	|_|
	Pregnant or lactating women
	     
	

	
	|_|
	Fetuses
	     
	

	
	|_|
	Prisoners
	     
	

	
	|_|
	Other
	[bookmark: Text10]     
	     
	

	Note: Patients at the Center for Forensic Psychiatry meet the regulatory definition of “Prisoners” provided under 45 CFR 46 Subpart C. Participation in research by Forensic Center patients should be indicated above as involving prisoners.

	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 vulnerable subjects:
	Justification for inclusion:
	

	
	|_|
	Economically or Educationally Deprived
	     
	

	
	|_|
	Patients of the investigator
	     
	

	
	|_|
	Students of the investigator
	     
	

	
	|_|
	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:

	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.”

	
	|_|
	No more than minimal risk
	|_|
	Greater than minimal risk

	5.2
	What direct risks of physical or psychological harm or discomfort (e.g., physical pain, medication side effects, frustration, etc.) could subjects face by participating in this project? What measures will be taken to minimize each risk (e.g., monitoring for adverse reactions, allowing subjects to take breaks, dose modification schedules, etc.)?

	
	     

	5.3
	Do subjects face any risk for criminal or civil liability, or risk of damage to financial standing, employability, or reputation by participating in this project (e.g., responding to questions about criminal activity, sexual practices, behavioral health, etc.)? What measures will be taken to minimize each risk (e.g., recording responses without names, providing a private space, obtaining a certificate of confidentiality, etc.)?

	
	     

	5.4
	If vulnerable populations (e.g., children, pregnant women, prisoners) or populations susceptible to undue influence or coercion (e.g., patients of the investigator, employees of the investigator, students of the investigator, etc.) are among the research subjects, what additional measures will be taken to minimize risks that may affect them (e.g., ensuring opportunities for vulnerable subjects to discuss participation with someone trusted, preventing patients/employees/students from having identities associated with responses, etc.)?

	
	     

	5.5
	What indirect risks (if any) to the public or community could result from this research (e.g., study conclusions that stigmatize the subject population, study results in conflict with religious or cultural norms of the community, etc.)?

	
	     

	5.6
	What potential direct benefits (if any) could this research provide the participating subjects (e.g., potential for improved health, potential for improved economic situation, etc.)?

	
	     

	5.7
	What potential indirect benefits (if any) could this research provide the public or others (e.g., improved understanding of a public health problem, evidence of drug safety and efficacy or lack thereof, etc.?

	
	     

	SECTION 6 – RECORDS, PRIVACY & CONFIDENTIALITY

	6.1
	Potentially identifying data includes direct identifiers like name, address, social security number as well as other identifying information like zip code, birth date, service delivery date, Internet Protocol (IP) address, etc. Will the investigator review, access, or obtain potentially identifiable data during the conduct of this project?	|_| Yes	|_| No 
Explain:

	
	     

	6.2
	If the information in the project records was revealed (intentionally or unintentionally) 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?	|_| Yes	|_| No 
Explain:

	
	     

	6.3
	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. This may include having a private space for a subject to complete a survey or medical procedure, or asking for authorization to use or disclose protected health information, for example.

	
	     

	6.4
	Describe the measures you will implement to ensure the confidentiality of subjects information once it is part of the research record. This may include not recording personal identifiers, removing personal identifiers at the earliest possible point, or coding information if a link to personal identifiers must remain, for example.

	
	     

	6.5
	If applicable, describe when and how subject identifiers will be destroyed. If identifying information will be maintained, provide a reason to justify doing so:

	
	     

	SECTION 7 – COSTS AND COMPENSATION

	7.1
	Describe any costs a research subject might incur as a result of participating in this research (for example travel expenses, or 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?

	
	     

	SECTION 8 – PROJECTS INVOLVING THE ANALYSIS OF DATA OR BIOLOGICAL SPECIMENS THAT ALREADY EXIST, OR WILL BE COLLECTED FOR NON-RESEARCH PURPOSES

	8.1
	Describe the data to be obtained for use in this project (the data source, specific variables to be recorded, the range of dates over which the data is of interest, etc.):

	
	     

	8.2
	Describe how and for what purpose the data were originally collected, or for what non-research purpose the data will be collected.

	
	     

	8.3
	Describe the type of biological specimens to be obtained for use in this project (the source of the specimens, the nature of the specimen – blood, saliva, tumor biopsy, etc.):

	
	     

	8.4
	Describe how and for what purpose the biological specimens were collected, or for what non-research purpose the biological specimens will be collected.

	
	     

	8.5
	At the time of collection, are or were the biological specimens stored in a way that could reveal the identity of the person from whom they originated?

	
	     

	8.6
	Approximately how many human subjects will have data about them or biological specimens that originated from them obtained by the investigator for use in this project?

	
	     

	8.7
	Describe how the investigator plans to gain access to these data and/or specimens (e.g., direct access to the data warehouse, MDHHS staff will provide a minimum necessary data set, application to the Michigan BioTrust for Health, etc.):

	
	     

	8.8
	Describe any access project staff have to information about the human subjects that is not essential to this project, and the measures in place to protect that information:

	
	     

	8.9
	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?	|_| Yes	|_| No 
If yes, explain:

	
	     

	8.10
	Could this project reveal information of direct benefit to the human subjects involved?
|_| Yes	|_| No 
If yes, describe the plans to inform subjects of this information, or explain why subjects will not be informed:

	
	     

	8.11
	Could the project lead to the development of a commercial product that may bring financial benefit to the investigator and/or sponsor?	|_| Yes	|_| No 
If yes, describe the plans to inform subjects of their rights:

	
	     

	8.12
	If the research requires the use of MDHHS data, a data use agreement is likely necessary. To start the data use agreement process, the MDHHS-5614 Request for Data form is submitted to MDHHS-DataRequests@michigan.gov. Have you submitted or do you plan to submit a data request form (MDHHS-5614) to MDHHS-DataRequests@michigan.gov?	|_| Yes	|_| No 
If no, explain:

	
	     

	Note: Completion of the MDHHS-5614 is not the only component of the data use agreement process. Questions and requests for technical assistance on data use agreements can be directed to MDHHS-AgreementsReview@michigan.gov.

	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. in a clinic, at a community event, etc.) the potential participants will be recruited?

	
	     

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

	
	     

	9.4
	Print materials or transcripts of audible recruitment materials should be included in the IRB application for review. 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 measures will be taken to appropriately recruit 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 asked 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 (e.g., will interviews occur in a private space, will focus group participants be asked not to share outside the focus group, etc.)?

	
	     

	10.6
	Describe how the information collected during these procedures will be recorded (e.g., note taker, audio recording, video recording, etc.):

	
	     

	10.7
	Describe how any survey records will be labeled or identified to directly (e.g., subject name) or indirectly (e.g., coded participant number) link to the project participant:

	
	     

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

	SECTION 11 – EXPERIMENTAL TREATMENTS OR PROCEDURES

	11.1
	Research in this category requires MDHHS 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.
[bookmark: Check10]Indicate here you have read this paragraph and attached a protocol:	|_| Protocol attached

	11.2
	Describe any treatments or procedures including tests and diagnostics that are done only for the purpose of the research (i.e., 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?

	
	     

	12.4
	Have you included the data collection tool on which you will record measurement or test results?
|_| Yes	|_| No 

	SECTION 13 – BLOOD AND OTHER BIOLOGIAL SPECIMENS TO BE TAKEN FROM SUBJECTS FOR THE PURPOSES OF THIS PROJECT

	13.1
	Describe how blood will be obtained (venipuncture, finger stick, etc.) 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 standard care?	|_| Yes	|_| No
If no, 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, describe the proposed future use of the specimens:

	
	     

	SECTION 14 – GENECTIC 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 risks to the study subjects 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? 	|_| Yes	|_| No
Explain:

	
	     

	14.8
	Describe the subject’s rights to financial benefit from use of their 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, describe the proposed future use of the genetic material:

	
	     

	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 Department Employee (note: Responsible Department Employees should perform a programmatic review to ensure MDHHS 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).

	
	The Responsible Department Employee should indicate approval and submit the complete application by emailing all documents from his or her MDHHS email account to MDHHS-IRB@michigan.gov.

	Completion of this application is required for IRB Review at MDHHS when MDHHS is the only organization involved in the project, or when MDHHS 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: MDHHS IRB Abbreviated Initial Review Application) and if all materials submitted to the other institution’s IRB are submitted to the MDHHS IRB as well.

	The Michigan Department of Health and Human Services (MDHHS) does not discriminate against any individual or group because of race, religion, age, national origin, color, height, weight, marital status, genetic information, sex, sexual orientation, gender identity or expression, political beliefs or disability.

	Authority: Code of Federal Regulations Title 45 Part 46
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