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I.
DEPARTMENT OF HEALTH AND SENIOR SERVICES POLICIES 

The following Administrative Policies relate to the Department of Health and Senior Services (DHSS) Institutional Review Board (IRB):
· 30.8  Human Subjects Protection and Institutional Review Board  

· 30.11 Procedures for Dealing with and Reporting Misconduct in Science

· 30.17 Scientific Study Approval Guidelines

Prior to initiation, all research projects involving a human subject must be reviewed and approved or exempted by the IRB.  This applies regardless of source of funding or location of the study and to all research that originates in or is the responsibility of the department, that involves Department staff in any aspect of the research, or is funded by the Department.

II.
APPOINTMENT OF IRB MEMBERS

Refer to DHSS Administrative Policy 30.8:  Human Subjects Protection and Institutional Review Board, Section IV.

The term of service is two years, and the membership is staggered so that half of the terms expire on February 1 of each year.  Members may be re-appointed.  Nominations will be solicited prior to January 1 of each year from the Division Directors whose representatives’ terms are due to expire.

  III.
INFORMATION AND TRAINING

Information:  Key information is available to investigators and IRB members on the DHSS Internet:  http://health.mo.gov/data/policies.php
Submission Instructions and Forms for IRB Review of Research/Study Protocols

· Abstract of Protocol

· IRB Form 1 “Request for Review of Research Protocol”

· Protocol Template

· Checklist for Submission of Research/Study Protocols

· Cover Sheet for DHSS IRB Submissions (DHSS internal use only)

· IRB Form 2 “Information for Continuing Review of a Previously Reviewed Project”
Information of Interest to Investigators

· DHSS IRB Organization and Functions 

· Definition of Terms

· Information for Research Investigators
· Informed Consent Guidelines

· Template of an Agreement for Reliance on Other Institution’s IRB

References and Related Documents

· Department of Health and Human Services, Office of Human Research   
      Protection: http://www.hhs.gov/ohrp/index.html
· Code of Federal Regulations (CFR) including Title 45 Part 46 Protection of Human Subjects and listing of other agency CFR references:   

       http://www.hhs.gov/ohrp/humansubjects/index.html

· Institutional Assurance of Compliance (FWA) and IRB registration numbers:             
http://www.hhs.gov/ohrp/assurances/index.html 

· Missouri Department of Health and Senior Services:       
      http://www.health.mo.gov/data/policies.php
           
Training

IRB Members:  All new DHSS IRB members shall review DHSS Administrative Policies 30.8, 30.8A, 30.11, and 30.17 prior to participating in Board meetings and are  encouraged to view the training videos provided by OHRP that are available at http://www.hhs.gov/ohrp/education/training/ded video.html and http://www.healthnet/IRB/.  All IRB members are encouraged to attend at least one training session a year and maintain documentation of training completed. IRB members shall notify the IRB chair when they have completed training related to human subject research and protections.  

Investigators:   All DHSS investigators who submit projects to the IRB shall review DHSS Administrative Policies 30.8, 30.8A, 30.11, and 30.17 and familiarize themselves with relevant federal regulations, OHRP guidance, state laws, and DHSS procedures.  In addition investigators should participate in continuing education opportunities related to the IRB, such as a seminar, training class, or computer-based training module, annually.  Training videos are available at http://www.healthnet/IRB/.
IV. CONFLICT OF INTEREST

Any IRB member who may have a conflict of interest with a research project may not participate in reviewing that project, except to provide information requested by other IRB members, and may not vote on the project. The IRB chair shall be notified of any such conflict prior to the vote on the project. Examples of conflicting interests include (but are not limited to) administrative responsibility for the project, supervision of one or more investigators, or a financial interest in the project.

V. APPLICATION FOR REVIEW OF PROPOSALS

The following forms and information are provided to facilitate the IRB review of research projects/studies submitted to DHSS.  The forms are to be completed 
electronically, whenever possible.  The electronic version and a paper copy, which includes the signature of the principal investigator, are to be submitted to the DHSS staff working with the investigator on the project/study.

Initial Submission:

· Submission Instructions and Forms for IRB Review of Research/Study Protocols

· Abstract of Protocol

· IRB Form 1 “Request for Review of Research Protocol”
· Protocol Template

· Checklist for Submission of Research/Study Protocols

· Cover Sheet for DHSS IRB Submissions (DHSS internal use only)
Subsequent Submission(s):

· IRB Form 2 “Information for Continuing Review of a Previously Reviewed Project”
Incomplete applications will be returned to investigator(s).  IRB review will begin only when all required documents are provided with signatures indicating approval by appropriate department staff.

VI.
INITIAL REVIEW OF SUBMITTED PROTOCOLS

Initial review of protocols is performed by the IRB Chair to determine whether the project is exempt from review, meets the criteria for expedited review, or requires full board review.  

VII.
DETERMINATION OF EXEMPT STATUS

The Chair will apply the criteria stated in 45 CFR 46.101(b) to determine whether a proposed project meets the conditions for exemption from IRB review. No research that would involve pregnant women, fetuses, prisoners, children, or other vulnerable individuals will be exempted, except as specifically allowed in 45 CFR 46, subparts B and D. 

If the project is exempt, the Chair will notify the investigator(s) in writing within 30 days of submission, and inform the IRB members about the project.  If the project does not meet the criteria for exemption, the Chair will make arrangements for review.

Investigators shall report any changes in exempted protocols to the Chair before they are implemented.  Investigators shall submit a completed IRB Form 2 along with a written description of the proposed changes and copies of any proposed revisions 
to study protocols and forms.  The IRB Chair will review the proposed changes to the project according to section XI below.

VIII.
CRITERIA FOR APPROVAL OF A RESEARCH PROPOSAL

The IRB may approve a research proposal only if:

1. Risks to subjects are minimized.

2. Risks to subjects are reasonable in relation to anticipated benefits, if any, to 

       the subjects, and the importance of the knowledge that may reasonably be     

      
expected to result.

3. Selection of subjects is equitable.

4. Informed consent will be sought from each prospective subject or the subject’s legally authorized representative, and appropriately documented, in accordance with and to the extent required by 45 CFR 46.116-117.  If a waiver of written and/or verbal informed consent is requested, the criteria cited in this regulation must be met.

5. When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.

6. When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.

7. When some or all of the subjects are likely to be vulnerable to coercion or undue influence (such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons), additional safeguards have been included in the study to protect the rights and welfare of these subjects, as specified in 45 CFR 46, subparts B, C, and D.  

8. When minors (persons under age 18) will be subjects, the risk to the subjects is no greater than minimal, as defined in 45 CFR 46.102 (i), and all requirements for parental permission and assent by children, as defined in 45 CFR 46.401-409, are met.

9. Each institution collaborating in the research has a Federal-wide Assurance of Protection (FWA) for Human Subjects.  

10. Each independent research investigator who is not acting as the employee or agent of an FWA institution, for example, a physician in private practice, must sign an Unaffiliated Investigator Agreement with DHSS.

In determining whether minors are capable of assenting to participate in a study, the IRB shall take into account the nature of the research activity, and the ages, maturity and psychological state of the children involved.  As a guide, research findings suggest that:

· Children age 6-7 and below typically are unable to comprehend descriptions of research procedures;

· Children ages 8-13 typically comprehend concrete examples but are less successful in relating situations to a general principle;
· Children 14 and older have the approximate decision-making capacity of adults.

IX.
EXPEDITED REVIEW

When a proposed project is not exempt from review, the Chair will determine whether it qualifies for expedited review according to 45 CFR 46.110 and 21 CFR 56.110 and the most current guidance from OHRP.  If so, the Chair may coordinate expedited review or convene the IRB for full board review.  If the project is given expedited review, the information listed in section V above will be reviewed by the Chair and at least two other IRB members, who will provide written feedback to the Chair within 14 days.  

The following actions may be taken, based on expedited review:

· Full approval, if all reviewers approve the proposal as submitted, or

· Contingent approval, if all reviewers approve the proposal but one or more reviewers recommends minor revisions that require simple concurrence by the investigator(s), or

· Deferral, if one or more reviewers do not agree to approve the proposal without significant revisions.  Deferred proposals may not be implemented without significant revision and resubmission for full IRB review.
The Chair will notify the investigators and the department signatory official, in writing, regarding the results of expedited review within 45 days after submission of a complete application to the IRB.  All IRB members will be given a copy of the results.  If contingent approval is granted, the project may not be implemented until the required information and minor revisions are provided to and approved by the Chair or another member designated by the Chair.

X.
FULL BOARD REVIEW

The IRB members will convene and review all projects that are not exempt and do not qualify for expedited review.  The Chair will convene the IRB, and full board review will be scheduled within 60 days of submission of the complete application to the IRB.  A simple majority of members will comprise a quorum.  

Copies of applications and all other relevant documents submitted by the investigators (see section V above) will be provided to the members at least one 
week in advance of the scheduled meeting.  The investigator(s) will be given the opportunity to briefly present information about the protocol and answer questions from the IRB members.  The investigator(s) will then be dismissed from the meeting.

Expert consultation may be needed in order to fully evaluate a research proposal.  This may be proposed by any member and will be arranged upon approval by the Chair or by a vote of the members at a convened meeting.

IRB action requires a simple majority of members present which shall include at least one member whose primary concerns are in nonscientific areas.  The IRB may take the following actions:

· Full approval of the project as submitted, or

· Contingent approval, subject to specific, stated minor revisions that require simple concurrence by the investigator(s), or

· Deferral. Deferred proposals may not be implemented without significant revision and resubmittal for full IRB review, or

· Disapproval.
When the federal regulations require documentation of specific findings on the part of the IRB, for example to approve a waiver of informed consent or a signed consent form, or research involving pregnant women, prisoners, or children, those findings will be discussed and documented in the meeting minutes.

The Chair will notify the investigators and the department signatory official, in writing, regarding the results of IRB review within 30 days of a convened meeting.  If contingent approval is granted, the project may not be implemented until the required information and minor revisions are provided to and approved by the Chair or another member designated by the Chair. The Chair will notify the investigators and the department signatory official in writing when final approval is granted.
XI.
CHANGES IN APPROVED PROTOCOLS

Investigators are required to report any changes in approved protocols to the Chair before they are implemented.  Investigators shall submit a completed IRB Form 2 along with a written description of the proposed changes and copies of any proposed revisions to study protocols and forms.  This responsibility will be emphasized in all correspondence with investigators.  The chair will review the changes if they are minor (e.g., simple formatting or wording changes in a survey questionnaire or recruitment letter, or minor change in number of subjects to be recruited), and approve or disapprove.  If the project was exempted from full board review, the Chair shall determine whether the proposed changes affect the exempt status of the project.  If the changes are not minor or affect the exempt status of the project, then 
they will be subject to the same type of review as  an initial proposal (expedited or full board review).

When approved, protocol changes must be incorporated into the written study protocol.  Revision dates shall be noted on the first page and each revised page of the revised protocol.  The Chair will notify the investigators in writing when changes are approved and changes to the project shall not be implemented until such approval has been given.
XII.
NOTIFICATION OF UNANTICIPATED PROBLEMS

Investigators are required to immediately report to the IRB Chair any:

· Unanticipated problems involving risks to subjects or others (including injuries or death) 

· Serious or continuing noncompliance with Federal or DHSS IRB policies, requirements, or determinations

· Untoward events such as complaints or lawsuits

· Unauthorized disclosure of confidential information 

· Any suspension or termination of IRB approval.

In the event of such a report, or if the IRB detects serious or continuing noncompliance during continuing review, the Chair will request detailed information regarding the unanticipated problem and will then report immediately to the department signatory official and Department Director.  An initial report of the problem will be made to OHRP and the federal funding agency head or designee within five working days.  The IRB and the Department Director will promptly investigate and take action.  Action may include suspension or termination of the project, disciplinary action against departmental employees, and/or investigation of scientific misconduct if applicable under Administrative Policy 30.11.
XIII.
PROCEDURES FOR CONTINUING REVIEW

All ongoing research activity that was not determined to be exempt from IRB review must be reviewed at least annually.  The IRB may decide that specific projects require more frequent review, based on greater than minimal risk or the collection of highly sensitive personal information. The IRB may also determine that a project requires verification from sources other than the investigators that no material changes have occurred since previous IRB review, if the project is complex and involves unusual levels or types of risk to subjects.

At least 45 days prior to the anniversary date of original IRB approval, or by a review date set by the IRB, the investigator(s) must submit IRB Form 2, Information for Continuing IRB Review.  If the project is still active, even if activity is restricted to data analysis or long-term follow-up of subjects, the investigator(s) must submit a summary of the protocol and a report of the progress of the research that includes:

· The number of subjects accrued or withdrawn since last review.

· A description of any adverse events, complaints, or unanticipated problems.
· A summary of any recent literature, findings thus far, amendments or   

   
modifications to the research since the last review, and any new information 

  
 about risks associated with the research.
· A copy of the current informed consent document.
If the project is still active, then the project protocol will be reviewed by the IRB at a convened meeting.  The project may be given expedited continuing review if:
· It was initially approved through expedited review; or
· The research is permanently closed to the enrollment of new subjects, all subjects have completed all research-related interventions, and the research remains active only for long-term follow-up of subjects; or

· No subjects have been enrolled and no additional risks have been identified; or

· The remaining research activities are limited to data analysis; or

· The IRB determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.

The IRB may take the following actions, based on expedited or convened review:

· Full approval of continuation, or

· Contingent approval of continuation, subject to specific, stated minor revisions that require simple concurrence by the investigator(s), or

· Suspension or termination.  If the project is suspended due to the need for major revisions, the full IRB must review the changes before it can resume.

If IRB approval for a federally funded research project is suspended or terminated, the Chair will notify the department signatory official, who will notify the Department Director, federal funding agency head or designee and the OHRP within five working days.

If all research-related interventions or interactions with human subjects have been completed, and all data collection and analysis of identifiable private information described in the IRB-approved research plan have been finished, then the human subject research study has been completed.  When a human subject research study has been completed, the investigators no longer are required to obtain continuing review and approval of that study by the IRB.  The investigators shall notify the IRB Chair in writing of the study’s completion and submit an IRB Form 2.  For further guidance regarding continuing review and completion of human subject research, see the Office of Human Research Protections’ current Guidance on IRB Continuing Review of Research available at http://www.hhs.gov/ohrp.
XIV.
COOPERATIVE RESEARCH PROJECTS

DHSS may choose to rely on another institution’s IRB for review of a specific project involving both institutions. The decision to do this will be made by the Chair after initial review of the application.  The other institution shall have a valid IRB registration and Federal-wide Assurance.  The project application shall include a copy of the collaborating institution’s IRB approval that includes contact information (name, address, telephone number and e-mail address) for the other institution’s IRB 
office and signatory official.  A Memorandum of Understanding for that protocol will be completed and signed by authorized officials of both institutions.  If DHSS chooses to rely on another institution’s IRB, the DHSS shall be notified of any actions by the other institution’s IRB regarding the project. 
DHSS may choose to allow a collaborating institution to rely on DHSS IRB review of a specific project.  The decision to do this will be made by the Chair, only if requested by the DHSS principal investigator.  The project application shall include a copy of the contact information (name, address, telephone number and e-mail address) for the other institution’s signatory official and a draft Memorandum of Understanding. The collaborating institution must have a Federal-wide Assurance in place.  A Memorandum of Understanding for that protocol will be completed and signed by authorized officials of both institutions. The DHSS IRB will notify the other institution of any actions taken regarding the project.
XV.
GRANT APPLICATIONS

Proposals prepared for research grant applications are subject to the same procedures for review outlined above.  When necessary, proposals may be submitted to prospective funding agencies pending completion of the review.  The IRB Chair will send certification of the results of review to the funding agency within 60 days.  No research activity may begin until IRB exemption or approval is granted.

XVI.
COMMUNICATION

The IRB Chair is responsible for communication with investigators and IRB members regarding applications, proposals, and IRB actions.  Investigators will be notified of findings as soon as possible following IRB action.  IRB members will be kept informed regarding the results of expedited reviews, and will receive summary information about exempted projects.

XVII.
RECORD KEEPING

The Health and Human Services protection of human subjects regulations require institutions to retain records of IRB activities and certain other records frequently held by investigators for at least three years after completion of the research (45 CFR 46.115(b)).  

The IRB Chair is responsible for retaining records regarding each proposal submitted to the IRB and all IRB actions.  Records shall be retained for three years after the 
research has ended.  Records of exempt projects shall be retained for three years after determination of exempt status.  The following shall be retained:

1. Research proposals submitted to the IRB, scientific evaluations, if any, that accompany the proposals, approved sample consent documents, progress reports, and reports of injuries to subjects.

2. All actions taken by the IRB, including those taken by designees who perform expedited review and who determine exempt status.

3. Minutes of IRB meetings.

4. Records of continuing review activities.

5. Copies of all IRB correspondence. 

6. List of IRB members.

7. Written procedures for the IRB.

8. Statements of significant new findings that would affect subjects’ willingness to continue and that have been given to subjects.

In addition, other regulations may apply and require retention of these records for a longer period of time. Documentation of the informed consent of the subjects - either the signed informed consent form or the short form and the written research summary - are records related to conducted research that are typically held by investigators and must be retained for at least three years after completion of the research, unless the IRB waived the requirement for informed consent or the requirement for documentation of informed consent (45 CFR 46.117).

If investigators have been designated to retain certain records (e.g., informed consent documents signed by subjects) on behalf of the institution as required by the HHS regulations at 45 CFR 46.115(b), they must retain the records in some form. Such records may be preserved in hardcopy, electronic or other media form and must be accessible for inspection and copying by authorized representatives of HHS at reasonable times and in a reasonable manner (45 CFR 46.115(b)). Retention of multiple copies of each record is not required. Investigators should follow the institution’s policies and procedures for retaining records. If investigators who have been designated to retain records on behalf of the institution leave that institution, the investigators and the institution should identify the successor responsible for maintaining those institutional records, either at the original institution or wherever the records are relocated, for the period of time required under HHS regulations at 45 CFR 46.115(b).
Other regulations or policies may apply to the retention of records, including study data.

The researcher shall also retain copies of records for three years after the research has ended or after determination of exempt status; or as described in the protocol if longer than three years; or as required by the funding source if longer than three years.  The researcher shall retain at a minimum:

· Research proposals submitted to the IRB, scientific evaluations, if any, that accompany the proposals, approved sample consent documents, progress reports, and reports of injuries to subjects.

· Records of continuing review activities.

· Statements of significant new findings that would affect subjects’ willingness to continue and that have been given to subjects.
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