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1. POLICY

All study submissions (i.e. any documentation attached to an Aurora IRB submission form requesting review) that intend to enroll human subjects must meet certain criteria before research-related procedures can be initiated.  The criteria are based on the principles of justice, beneficence and respect for persons as discussed in the Belmont Report and are specified below.  In addition, other criteria unique to Aurora Health Care and Aurora Facilities may apply and must be met as well.

The IRB shall review all research studies involving human subjects conducted at any Aurora Facility or any facility with which the IRB has entered an IRB Authorization Agreement.  The IRB also shall review any research study that requires access to non-public information from patient health care records that are maintained by Aurora Facilities.  Such review shall be in accordance with the procedures set forth in Policy SC 502 and Policy HI 1201.  The IRB may, but need not, review a research study involving human subjects that is conducted by a medical staff member, or employee of any Aurora Facility, even if the research study will not be managed by Aurora Health Care or one of its departments or conducted at any Aurora Facility .
As a result of its review, the IRB may decide to approve or disapprove the proposed research activity, or to specify modifications required to secure IRB approval of the research activity.  Except when the expedited review procedure is used, these actions will be taken by a vote of a majority of the regular and alternate members present at a fully convened meeting, except for those members present but unable to vote in accordance with the IRB's conflict of interest policies.  When reviewed via expedited review, the IRB Chair or designee can make a determination to approve or approve with modifications, however that individual may not disapprove a study.
Specific Policies

The terms used in this policy, but not defined herein shall have the meanings set forth in the Glossary.

1.1. IRB Determinations
The IRB may make one of the following determinations as a result of its review of research submitted for initial review (see Policy FO 301) or for continuing review (see Policy RR 404). These determinations apply to research studies that qualify for either full committee review or expedited review (see Policy RR 401), except in the case of disapproval of a research study which requires a vote at a fully convened meeting. 

1.1.1. Approval:  The protocol and accompanying documents may be approved as submitted.  Final approval will commence on the day the study is approved by an action of the convened IRB or the IRB Chair or designee, and expire within one (1) year of the meeting or approval date, but not later than the day preceding the date of review.

1.1.2. “Conditional” Approval:  Convened IRBs often set conditions under which a protocol can be approved. OHRP recommends the following guidelines in such cases:

(i) When the convened IRB requests substantive clarifications or modifications regarding the protocol or informed consent documents that are directly relevant to the determinations required by the IRB under HHS regulations at 45 CFR 46.111, IRB approval of the proposed research should be deferred, pending subsequent review by the convened IRB of responsive material. 
(ii) Only when the convened IRB stipulates specific revisions requiring simple concurrence by the investigator may the IRB Chair or his/her designee subsequently approve the revised protocol on behalf of the IRB under an expedited review procedure. 
In these cases, the investigator will be informed in writing of the required specific revisions and requested information, and must provide the IRB with the changes or information. Usually the expedited review procedure is performed by the RSPP Manager, unless the IRB requires that the material or information be reviewed by the full IRB, the Primary Reviewer, or another individual designated by the IRB to review the response.  The designated individual will be documented in the meeting minutes. 
Where the convened IRB specifies conditions for approval of a protocol that are to be verified as being satisfied by the IRB Chair or another IRB member designated by the Chair, continuing review must occur no more than one year after the date the protocol was reviewed by the convened IRB, not on the anniversary of the date the IRB Chair or his or her designee verifies that IRB-specified conditions for approval have been satisfied. Subjects must not be recruited into the study until final approval has been issued. 

1.1.3. Deferred:  Significant questions are raised by the proposal requiring its reconsideration after additional information is received from the sponsor and/or investigator.

1.1.4. Disapproval:  The proposal fails to meet one or more criteria used by the IRB for approval of research.  Disapproval cannot be given through the expedited review mechanism and may only be given by majority vote at a convened meeting of the IRB.

1.2.  Minimal Criteria for Approval of Research.

In order for a research project to be approved, the IRB must find that:

1.2.1. Risks to subjects are minimized:

· By using procedures that are consistent with sound research design and which do not unnecessarily expose subjects to risk, and 

· Whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.

1.2.2. Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may be expected to result. 

In evaluating risks and benefits, the IRB will consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies that subjects would receive even if not participating in the research).  The IRB should not consider possible long-range effects of applying knowledge gained in the research (for example, the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility. The IRB shall consider the probability and magnitude of the reported risks. 
1.2.3. Selection of subjects is equitable.

In making this assessment the IRB should take into account the purposes of the research and the setting in which the research will be conducted and should be particularly cognizant of the special problems of research involving vulnerable populations, such as children, prisoners, pregnant women, handicapped, or mentally disabled persons, or economically or educationally disadvantaged persons.

1.2.4. Informed consent/authorization will be sought from each prospective subject or the subject’s legally authorized representative, in accordance with and to the extent required by appropriate local, state and federal regulations.

1.2.5. Informed consent/authorization will be appropriately documented as required by local, state and federal regulations.

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

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

1.2.8. When some or all of the subjects, such as children, prisoners, pregnant women, handicapped, or mentally disabled persons, or economically or educationally disadvantaged persons, are likely to be vulnerable to coercion or undue influence or for subjects found at international sites, additional safeguards have been included in the study and in the IRB review process, to protect the rights and welfare of these subjects. 

1.2.9. Studies are reviewed at periods appropriate to the degree of risk to which the research subjects are exposed due to their participation in the study, but at least annually.  The IRB may set a shorter approval period if it determines that any of the following are true: 
· the study is high risk 

· the study has a high risk: potential benefit ratio

· the study population is especially vulnerable

· previous studies indicate a high incidence of adverse events
· close monitoring of the study is indicated.
The review interval will be documented in the IRB meeting minutes and conveyed to the investigator in the approval letter.  

1.3. Special Considerations for Studies Involving Subjects Treated for Mental Illness, Alcohol or Drug Abuse, or Developmental Disabilities.
If research is being conducted on in-patients who are being treated for mental illness, developmental disabilities or alcohol or drug abuse, the IRB must assign a consent monitor who has the authority to be present during the consent process and to disenroll subjects whose rights under Wisconsin Statutes 51.61 have been violated or who withdraw their consent.  
1.4. Other Criteria.
The IRB may require verification from sources other than the investigator that no material changes have occurred since previous IRB review.  The need to verify any information will be determined by the IRB at a convened meeting and documented in the meeting minutes.  The purpose of the verification will be to provide necessary protection to subjects when deemed appropriate by the IRB.

The criteria used to determine whether third-party verification is required may include: 

· Investigators that conduct studies that involve a potential high risk to subjects,

· Studies that involve vulnerable populations,

· Investigators that conduct studies that involve large numbers of subjects, and 

· Investigators selected at the discretion of the IRB, for example, investigators who have had incidences of noncompliance.

Projects that have been determined to need third party verification will have such verification performed by the RSPP staff. Results of the verification will be reported to the IRB as necessary.

1.5. Compliance with HIPAA and Policy HI 1201.

The IRB will ensure that Use and Disclosure of Protected Health Information related to the Research Study complies with Policy HI 1201 and federal and Wisconsin state privacy regulations.

1.6. Reliance on Other IRBs for Review and Approval of Research Conducted at Aurora Health Care, Inc.

Under authority granted by the Board of Directors of Aurora Health Care, Inc., the IRBs may enter into an IRB Authorization Agreement, to rely upon the review of another qualified IRB, or make similar arrangements for avoiding duplication of effort as allowed and upon modification of the Federalwide Assurance (FWA) agreements.  
1.7. Institutional Approval
The Institutional Official, in consultation with the IRB Chair or the Site Administrator(s) of the Facility or Facilities where a research study will be conducted, may review a research study that has been approved by any of the IRBs and either disapprove or impose conditions on the conduct of such research study.  However, neither the Institutional Official nor any Site Administrator shall have the authority to approve the conduct of a research study or any use of an investigational drug or investigational device at a Facility when the IRB has disapproved the research study.
1.8 Notification of IRB Approval or Disapproval
1.8.1. The investigator will be notified in writing of the IRB’s decision as soon as possible after the IRB meeting. If the approval required additional or revised materials or responses from the investigator or sponsor (“conditional” approval), the IRB should receive the response or materials within 90 days of the date of notification. However, this period may be extended if the investigator communicates a need for an extension. If there is no communication by the investigator within 90 days, the RSPP office may withdraw the study. The investigator will be notified in writing.
1.8.2. The investigator will be notified in writing of the final approval. The IRB approved consent/authorization document will be dated with the period of approval and forwarded to the investigator (or their representative) via e-mail. Standard conditions for continued approval are included in the approval letter.
1.8.3. If the IRB disapproves the research study, the investigator will be notified in writing as soon as possible of the IRB’s decision. Correspondence will provide the reason(s) for disapproval and instructions for the investigator for appeal of such decision.
1.8.4. The IRB will notify the Institutional Official of all approvals or disapprovals of research studies.
1.9. Investigator Appeal of IRB Action
An investigator may appeal the revisions required by the IRB to the protocol and/or the informed consent/authorization document. This appeal must be in writing and submitted to the IRB Chair. Investigators may also appeal an IRB decision to disapprove a study. Any such appeal must be in writing and must be reviewed by the full IRB at a convened meeting. The investigator may appear before the IRB at the meeting. If the appeal is denied and the study disapproved, the Site Administrator may not override the IRB’s decision.

1.10. Notification of Suspension or Termination of IRB Approval For Cause
The IRB will promptly provide written notice of the suspension or termination of approval of a research study to the Investigator and the Institutional Official. At the discretion of the Institutional Official, the President of the Medical Staff and the site administrator of the facility where the research is being conducted will be notified. The IRB will also notify as applicable, OHRP, the FDA, the sponsor, any granting agency, and the head of any supporting federal agency.
1.11. IRB Notification of Protocol Termination
If an investigator becomes aware of a termination of IRB approval of the research study at other research sites, it is the investigator’s responsibility to inform the Aurora IRB immediately. The reasons for the termination will be reviewed by the RSPP and IRB as appropriate. The IRB will notify the investigator of any decisions relative to the local study as soon as possible.

2. SCOPE

These policies and procedures apply to all RSPP staff and IRB members and to all research submitted to the Aurora IRB.

3. 




4. APPLICABLE REGULATIONS AND GUIDELINES

45 CFR 46.103(b)(4) and (5), 46.109, 46.111, 46.112

21 CFR 56.108, 56.109, 56.111, 56.112

OHRP Guidance on Written IRB Procedures (July 11, 2003)

Wis. Adm. Code § HFS 94.13

Wis. Stat. § 51.61
5. REFERENCES TO OTHER APPLICABLE SOPs

SOP 301
SOP 404
SOP 502

SOP 601

SOP 1201
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