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I. VISION 

To promote public health policy and practice based on the high ethical research standards 

II. MISSION  

· Promote appropriate research to advance the Utah Department of Health's efforts to improve the health of Utah residents 

· Provide an Institutional Review Board service, which complies with federal regulations for state and local health department programs 

· Act as a forum for discussion of ethical issues arising in the practice of public health 

· Increase staff awareness of ethical issues 

· Educate staff of state and local health departments regarding ethical issues through an up to date WEB site, brown bags, one-on-one interactions and presentations as needed. 

III. MEMBERSHIP AND ROLE OF THE IRB REVIEW COMMITTEE

The Ethics/IRB will be composed of at least 9 members who are sufficiently qualified to execute its mission. Both sexes and more than one profession shall be represented. At least one member of the Board shall be a non-scientist, and at least one member shall have no other affiliation with the Utah Department of Health. 

Membership is appointed by the Director of the Department of Health. The Chair of the Committee will report to the Director of the Department of Health. 

Relevant federal regulations are found at 45 CFR 46.107. 

Three-year term with reappointment until resignation and/or replacement.

An IRB training certificate will be required of each new member at on-boarding 	and every three years following. New committee members will assigned a mentor 	IRB member who will inform the new member of the review process prior to the 	first IRB meeting.  New members may be assigned a review only after attending 	two (2) IRB meetings and observing how the review process is conducted.

Staff support will be present at each meeting.  If board members have missed an unreasonable number of meetings, the chairperson can recommend replacement of the individual after consulting with the individual.  They will not have voting privileges. 

Non - Scientist is defined as members whose training, background or occupation would incline them to view research activities from a standpoint outside any biomedical or behavioral scientific discipline.  Lawyers, clergy and ethicists have been cited as examples of persons whose primary concerns would be in non-scientific areas.

Representation from the Attorney General’s office is a member of the committee as a non-voting member and only as an advisory member.

IV. QUORUM 

A quorum for an IRB review will be a simple majority of members, including at least one non-scientist. There does not need to be a quorum in order to conduct a discussion of an ethical question, which is not part of an IRB review. 

V. ETHICS/IRB SUBCOMMITTEES 

The Chair may appoint ad hoc committees to consider special items and make recommendations to the Board. 

VI. REGULAR REVIEW OF BY LAWS 

The Board or an ad hoc committee will conduct a review of the Ethics/IRB By Laws as needed to keep up to date with new issues and changing requirements.  The Board must approve proposed changes. 

VII. ROLE OF THE ADMINISTRATIVE ASSISTANT TO THE CHAIR  

1.	Prepare minutes as specified in these By Laws as to content and retention requirements; distribute minutes to Ethics/IRB members one week prior to the next  meeting, unless there are extenuating circumstances. 

2.	Process and maintain confidential IRB records and financial statements. 

3.	Prepare all communications regarding IRB actions, policies, etc. to investigators with direction of the Chair. 

4.	Handle IRB Inquiries and get forms and explanatory materials to interested parties. 

5.	Assist investigators in the preparation and processing of the research annual review, or ethical question applications for review. 

6.	Review all forms and applications for completeness and compliance with requirements (application for IRB review or ethical question discussion, protocol summary, consent form, annual review form). 

7.	Assist with meeting notification, preparation of the agenda, copying of handouts, and preparation of correspondence by the Chair. 

8.	Handle the tickler file for the annual renewal process, and the annual review of the By Laws and regulations; facilitate the process. 




VIII. ROLE OF THE CHAIR  

1.	Report to the Director of the Department of Health in relation to Ethics/IRB matters. 

2	Assure that annual reviews of approved research and the By Laws are conducted as required. 

3.	Assure that the IRB requirements are adhered to by the Board. 

4.	Fill vacant positions on the Board as needed, with the approval of the Director of the Department of Health. 

5.	Vote in case of a tie. 

6.	Determine level of risk of research proposals submitted for IRB review. 

7.	Notify investigators of Board decisions within 1 working day of the   meeting by phone or e-mail; then provide a written version of the decision within 3 working days. 

8.	The chair may seek consultation with another member of the committee.	

IX. CONFLICT OF INTEREST 

A member of the Attorney General’s office will review conflict of interest consistent with federal requirements.  A conflict of interest includes participation in the project under review either as a function of UDOH employment or as an outside contractor.  Committee members  are responsible to declare a conflict of interest; they will then leave the room, and not participate in the discussion or voting.    


X. THE INSTITUTIONAL REVIEW BOARD FUNCTION OF THE UTAH DEPARTMENT OF HEALTH ETHICS/IRB WILL BE CONDUCTED USING THE FOLLOWING GUIDELINES:  

A.  PROCESSING OF APPLICATIONS AND REVIEWER      RESPONSIBILITIES 

Meetings are scheduled for the first Monday of each month (unless there is a holiday, when the meeting will be held on the Monday following  the holiday), Proposals must be submitted to the IRB by the fifteenth day of each month for consideration and possible action at that meeting. In general, action on all proposals will be taken within one month after submission. A completed IRB application form (or ethics question form), summary, consent form and research protocol must be included with each proposal submitted. Access to interactive electronic forms is provided via the Ethics/IRB Home Page (http://www.health.utah.gov/irb/).

	Administrative Review Process;

	The IRB chair will conduct an administrative review process of all projects in 	order to determine the project's status.  This status will consist of an amendment 	and /or continuation to an already approved project; a project that is not human 	subjects research due to it being a program evaluation, quality improvement 	project or falls under public health authority, or that the project is considered 	human subjects research and needs review.  The IRB chair will present non-	human subjects research projects recommendations to the committee at the next 	committee meeting for approval by the committee at large.

During the administrative review process, assurance will be made that the appropriate data steward has reviewed and approved the request for data as well as their supervisor per UDOH policy (http://dohnet/chd/policy/index.php). 
 
First and Second Reviewers: 

These individuals must be Board members, or are appointed by the Chair for each IRB review. The individual who is the first reviewer must be experienced in research, and will focus on the proposal's scientific content, claims and design, the risks it poses to subjects, and whether or not the benefits of the study outweigh the risks.   The second reviewer will focus on the adequacy of the informed consent process for the proposed research, including the consent form format, intelligibility, and comprehensiveness. The second reviewer will supply the IRB staff with written indication of any typographical errors or unclear expressions in the document, and assure all relevant features of the study are covered in the consent document.  Reviewer can declare a lack of expertise.  In addition, the reviewer may also seek consultation on this matter. 

Other members of the Board are encouraged to comment on the proposal's benefits and risks to human subjects, as well as the adequacy of informed consent it provides. 

First and second reviewers may also be appointed, as needed, for ethical question discussion conducted outside of IRB functions. 

The first and second reviewers for each proposal discussed at the previous meeting are responsible to read the minutes of the discussion of those proposals. A vote by the Board members to accept the minutes signifies the member has read and accepts those portions of the minutes for which he/she is responsible. 

It will be assumed that all members of the Board have read the material for each new proposal prior to the meeting. 

The first reviewer will prepare a written summary of the research plan; at the meeting, this will be summarized and an oral presentation of the proposal given. 

The first and second reviewers for each proposal must contact each other prior to the meeting to discuss problems with the proposal or with the informed consent document. 

The first/second reviewers must contact the Principal Investigator, within a reasonable period of time, prior to the meeting with any questions or requests for further information. 



B. IRB RECORD KEEPING 

The Administrative Assistant of the Chairman is responsible for IRB record keeping responsibilities. 

The following documentation of IRB activities must be prepared, maintained, and retained for at least 3 years after completion of the project by the Administrative Assistant to the Chairman. 

1.	All research proposals including approved consent forms 
2.	Minutes of all meetings 
3.	Records of continuing review 
4.	Copies of correspondence between the IRB and investigators 
5.	List of IRB members 
6.	Written by-laws of IRB 

C. ETHICS/IRB MINUTES 

The minutes of Ethics/IRB meetings shall include the following: 

1.	List of members in attendance 
2.	Actions 
3.	Votes (number for, against, abstaining, inclusive) 
4. 	Basis for requiring changes in disapproved proposals 
5.	Written summary of the discussion of controversial issues and their resolution 
6.	Results of any telephone polls of committee members for approval of studies written summary of the ethical question discussions, and the recommendations made by the board 

D. IRB CONFIDENTIALITY 

1.	Circulation of IRB minutes and documents will be limited to members, department leadership, and administrative assistant to the chair. 

2.	IRB minutes shall contain all substantive details of discussions involving proposed research, but will not contain direct quotes or identify individual Board members making comments. 

3.	IRB members who are leaving the Board must return all IRB materials to the Administrative Assistant of the Chair.

E. ASSESSMENT OF RISK 

The Chair of the IRB conducts an administrative review that consists of the following:

UTAH IRB ADMINISTRATIVE REVIEW SHEET


IRB: #				Title: 

PI:					UDOH contact:

Summary:  


	Decision Criteria 
	Yes/No

	Is this research?  * It contributes to the development of generalizable and systematic knowledge and is not a function of public health authority, quality improvement projects, or program evaluation.
	


	1) Are living subjects (not tissue, data, records) involved?

	

	2) Is it exempt due to:
a) involves normal educational practices in an educational environment
b) uses educational tests, surveys, interviews, and observations of public behavior
c) involves public officials
d) uses existing data, documents, pathological specimens if publicly available data or de-identified data
e) uses existing data, documents, pathological specimens if released as a limited data set with data sharing agreement and attestation document
f) studies or evaluates public benefit or service, procedures for obtaining benefits; possible changes or alternatives, or changes in methods or levels of payments
g) involves taste or food quality or food consumer acceptance
	






	3) Can the review be expedited
a) is it a continuing review
b) research presents no more than minimal risk to  human subjects
c) is the research classified (institutional restrictions)
d) can the identification of subjects put them at risk for criminal or civil liability or be socially or economically damaging
	

	4)  Is the confidentiality and security of the data addressed?
	




Recommendations: 


Upon completion of the administrative review, the chair will assign the project for review.  Collaboration with appropriate Board members may take place during this task.. If the necessary expertise does not exist on the Board for review and action on a given protocol, an outside consultant may be used.  Investigator can be contacted by the reviewer for clarification and not negotiation. 


F. CRITERIA FOR DENYING APPROVAL 

1. Proposals will be denied approval if any of the following conditions apply: 

a. 	The project violates laws or regulations established by the Federal Government, the State of Utah, or the Department of Health. 

b. 	If, in the judgment of the IRB, the risk created to the subjects outweighs the benefits to be obtained from the research. 

c. 	If, in the process of conducting research, unnecessary risks are imposed. All investigators of research involving human subjects are expected to minimize the amount of risk imposed as outlined in 45 CFR 46.111 (a) (1).

d. 	The selection of subjects for human research is not equitable. 

e.	 Informed consent by experimental subjects is not obtained and appropriately documented, unless specifically waived by the IRB. 

f. 	The IRB judges that payment or other offered inducements are likely to influence subjects unduly.

g. 	The IRB finds that recruitment of experimental subjects involves undue coercion. 

h. 	The IRB judges that the research is poorly or improperly designed, and will not produce useful information. 

i.   The project may have negative impacts to the health dept. or that the project is a violation of the public trust.

2. Appeals Process 

Research approved by the IRB may be subject to further appropriate review and approval or disapproval by the Director of the Utah Department of Health. However, the Director may not approve federally funded research if it has not been approved by the IRB. (CFR 46.112) The Director of the Department of Health may appoint an appeals board composed of representatives of both medical and non-medical IRBs and appropriate representatives from the Department of Health's executive staff to make a recommendation to him/her re: an appeal. If the study is covered by federal regulations, the Director of the Department of Health cannot reverse a decision made by the appeals board. 

G. CONTINUING REVIEW AND RENEWALS 

The Ethics/IRB is responsible for monitoring compliance with protocols to protect the rights of human subjects. On projects which are of no/minimal or moderate risk, monitoring will be accomplished simply by having the investigator complete the annual review application. On all high risk projects, more frequent or intensive review is required. 

1.	Routine monitoring is accomplished by submission of the annual renewal application assuring no changes in protocol or untoward effects occurring with human subjects. The annual renewal application will be given to the principal investigator by the Administrative Assistant of the Chair in a timely fashion. 
2.	Interim reports to the IRB are required by federal law for any change in protocol or at the time of any untoward incident occurring with a human subject involved in the research. 
3.	Special monitoring procedures for high risk and other projects must be required at the time of approval. The frequency, method by which monitoring is to be accomplished, and the individuals responsible for monitoring will be identified by the IRB. 

Approval from the IRB is for one year only. Projects extending beyond one year require renewal. In order for renewal to be accomplished, evidence of compliance must be obtained. The review requires that the investigator complete and return to the Administrative Assistant of the Chair: (a.) A renewal application form which details any changes in the project, the number of subjects entered into the study, a description of experiences (benefits, adverse reactions, withdrawals, for example), results to date, assessment of change in the risk-benefit ratio; (b.) Any additional information that may be pertinent; (c.) A copy of the most recently approved cover sheet and consent form. The Chair his/her designee, or the IRB will review these renewal applications in compliance with 45 CFR 46.103 (b4) and .109 (e). The investigator will be notified of the decision within 2 working days of the time it is made. 

H. SUSPENSION OR TERMINATION OF IRB APPROVAL OF RESEARCH 

The IRB has the authority to suspend or terminate approval of research that is not being conducted in accordance with the IRB's requirements, or that has been associated with unexpected serious harm to subjects. Any suspension or termination of approval shall include a statement of the reasons for the IRB's action, and shall be promptly reported to the investigator, and the Department Director. 

I. CONFIDENTIALITY AND SECURITY

It is the responsibility of each investigator to give written assurance at the time of IRB application that subject privacy and confidentiality of data will be protected. Explicit acknowledgment and description of the method by which sensitive human data will be protected are required including but not limited to encryption of data at rest and in transit, controlling who can access the data and for what purpose, password protections on data files, etc. 


J. INFORMED CONSENT 

Informed consent is a process involving the free interchange of information between the prospective subject and the investigator. The process is completed when the agreement to participate in the research (consent form) is signed by the subject. 

Investigators are required to obtain and document the consent of any human subject participating in research as outlined by the Federal Drug Administration and the Department of Health and Human Services. The IRB has the authority to observe or have a third party observe the consent process. 

The elements of informed consent (45 CFR 46.116, Title 21 CFR Part 56.116) include: 

1.	 An explanation of the research in language understandable by lay people, its purpose and duration.
2. 	A description of risks and discomfort. 
3. 	Benefits, which may come to the subject or others, including any compensation or inducement to participate which is being offered to subjects. 
4. 	Disclosure of alternative procedures or courses of treatment that would be appropriate and their attendant risks and benefits. 
5. 	A statement as to how the records will be maintained and confidentiality protected. 
6. 	For subjects of moderate and high risk studies, a statement as to whether compensation will be provided and medical treatment available if injury occurs. 
7.	The name and telephone number (24 hour a day availability required if research imposed effect may occur outside normal office hours) of the person from whom the subject may obtain answers to pertinent questions and the telephone number of the IRB Chair's office, in cases where a problem cannot be discussed with the investigator.
8. 	A statement indicating the voluntary nature of participation. 
9. 	A statement indicating that the subject has received a copy of the consent document and related materials.  

Investigators should seek consent only under circumstances that provide the prospective subject, or the representative, sufficient opportunity to consider whether to participate and which minimize the possibility of coercion or undue influence. 

K.SPECIAL RISK GROUPS 

1. Pregnant women and fetuses 

Because of the inherent dangers to fetuses of some research procedures, use of women of childbearing age or women known to be pregnant is discouraged, unless it is evident that no potential danger to the fetus exists. Any research proposal which does involve pregnant women, or women who have the potential of becoming pregnant, and in which any degree of risk to the fetus may exist, must clearly state how pregnancy will be determined, and indicate the precautions which the researcher will use in assuring that subjects do not become pregnant during the course of the research. The proposal must indicate that pregnant subjects will be eliminated from the study. Counseling regarding contraception or other efforts that are made to assure that subjects are aware of the requirement not to become pregnant and the availability of the methods to prevent pregnancy must be stated explicitly. (45 CFR 46.201-10) 

2. Prisoners

Investigators using prisoners must be in compliance with FDA and HHS regulations as specified in 45 CFR 46.301-306. 

3. Children and the Mentally Incompetent 

The use of children (under 18 years of age) is discouraged unless there are no reasonable alternatives.

When children are proposed as research subjects, the IRB will approve protocols involving minimal risk only if appropriate provisions are made for securing the child's assent (written if over 12 years of age) and the permission of the child's parent or guardian. It will approve protocols involving more than minimal risk, but of direct benefit to the children involved as subjects only if : (a.) The anticipated benefits justify the risks; (b.) The subjects' risk/benefit ratio is at least as favorable as the risk/benefit relation with available alternative management; (c.) Provisions are made for securing the child's assent and the permission of the child's parent or guardian.

It will approve protocols involving more than minimal risk, with no direct benefits to subjects, but likely to yield generalizable knowledge about the subject's condition, only if the inherent risk represents a minor increase over minimal risk; the experimental interventions involved are reasonably similar to those the subjects are likely to encounter in their medical, dental, psychological, social or educational situations; the experimental interventions are likely to yield generalizable knowledge of vital importance about the child's condition; and adequate provision is made for securing the child's assent and permission of the child's parent or guardian. 

In general, the IRB will not approve research with children that falls outside these categories, although the Secretary of the Department of Health and Human Services may approve federal funding of research which the IRB finds to present a reasonable opportunity to alleviate a serious problem affecting the health or welfare of children.

The need for assent will be evaluated on the expected ages, maturity, and psychological states of the children proposed as research subjects. Normally, written assent from all children aged 12 or older will be required. It may require verbal assent from young children when their capacity permits. Written assent materials must be submitted with the IRB review application if children over 12 are involved. If the parental permission document explains the nature of the research in a manner comprehensible to the anticipated minor subjects, and makes clear that their assent is a separate requirement, written assent may be documented by a signature line on the permission document. In other cases, separate assent forms may be required by the IRB. In the assent process, investigators should take care to discuss the study with minor subjects to ensure their understanding of it. Proposals to modify these assent requirements for subjects between the ages of 12 and 18 must be accompanied by an explanation to the IRB. 

Parental permission analogous to informed consent is required for all research involving children. If the research involves minimal risk or will be directly beneficial to the subjects, permission from one parent will suffice. Otherwise, the consent of both parents is necessary, unless one parent is deceased, unknown or incompetent, not reasonably available, or only one parent has legal custody of the child. If parents are unavailable, an officially designated court representative will be required to represent the interests of the child. (45 CFR 46.401-9) 

4. The Mentally Disabled 

Research involving the mentally disabled (subjects who are institutionalized as mentally disabled) is discouraged unless there are no reasonable alternatives. 

Research involving the mentally disabled who are less than 18 years of age is treated as other research with children as subjects. Mentally disabled subjects must give informed consent, or assent if possible. If informed consent is not possible, mentally disabled subjects must have permission from parents or guardians. Where parents or guardians are unavailable, there will be an official court designated representative for the disabled subject. 

5. Educationally and Economically Disadvantaged; non-English-speaking 

Special care should be taken to assure that financial inducements offered do not constitute the sole reason an economically disadvantaged subject participates in the study. 

The consent document for research involving educationally disadvantaged subjects should be written with special attention to assure that the terminology has been sufficiently simplified. 

The consent documents, and the verbal explanation of the study and the risks involved which are required to achieve informed consent, need to be provided in the person's own language if he/she does not speak English.

6. Temporarily Incapacitated or Emergency Subjects 

These individuals are particularly vulnerable, and research on them should be avoided if possible. Special care should be taken to explain the nature of the research either to the subject, or, in cases in which this is not possible, to the subject's legally authorized representative. 

7. IN UTERO AND EX UTERO REGULATIONS  

The IRB requires compliance with the federal regulations governing research on fetuses in utero and ex utero.

L. COMPENSATION OF SUBJECTS 

It is acceptable to compensate subjects for inconvenience resulting from the participation in research, but investigators must not offer undue inducements in recruiting subjects. Compensation may take the form of monetary payments, or reduced or waived fees for diagnostic or therapeutic services. In no case should an offer of compensation constitute an inducement to take a risk, nor should the amount of compensation be based on the degree of risk. This is to prevent subjects from taking risks, which ordinarily they would be unwilling to accept except through financial coercion. 

Investigators must: explain the nature of the compensation, and the basis for offering it; explain any pro-rating arrangements; state how subjects to be compensated will be recruited; and include in the consent form a description of the nature of the compensation, and if applicable, the basis for pro-rating compensation for subjects who fail to complete their participation in the research.

M. EMERGENCY AND COMPASSIONATE USE OF UNAPPROVED TEST ARTICLES 

Unapproved drugs or devices may not be used on human subjects. In emergency situations, notice of deviation from an investigational plan must be given to the sponsor (or FDA, in the case of a device without an IDE) and the IRB within 5 days of the emergency. Subsequent use of the test article without IRB approval is prohibited. 

Whenever emergency care is initiated without prior IRB review and approval, the patient may not be considered a research subject. Such emergency care may not be claimed as research, nor may the outcome of such care be included in any report of a research activity.
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