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Additional Required Reviews 

Introduction:

Protocols may require review and approval from entities not represented by the Departments responsible for the subject’s care under UHCMC policies.  Examples of additional review may include, but are not limited to the following: 

· Special Care Units (intensive care, newborn nursery, emergency room, etc)

· Electrical Safety Office; 

· Grants & Contracts Office; 

· Department of Pharmacy Services;

· Case Biosafety Committee;
· Protocol and Review Monitoring Committee (PRMC);
· Radiation Safety Committee;

· Radiology; 

· Pathology; and 
· Case Conflict of Interest
Policy:

For research involving any of the concepts listed above including biological hazards, human cell or tissue samples, select chemicals, controlled substances, biologics or recombinant DNA will require additional review from the appropriate departments or committees prior to IRB approval.  The investigator must submit documentation of the additional approval to the IRB Office before the IRB will approve the research. 

In some cases, officials from the various review committees may contact the IRB directly to communicate concerns or provide documentation of approval.  The IRB staff verifies that required documentation is on file prior to issuing an approval.  Final approval of the protocol by the IRB cannot be given until all approvals are complete.  Resubmission of continuing reviews does not require re-review by the special centers unless there have been changes in the protocol that would affect its specialized review (i.e., alteration of the level of risk or the addition of new procedures).

If an investigator submits the same protocol to any IRB affiliated with the UHCMC IRB (MetroHealth, Cleveland Clinic, VA or CWRU), the Investigator must list the additional submission(s) on their application.  In the case of multiple IRB approvals of the same research study, suspensions and terminations by one or more IRBs must be reported by the investigator to the other applicable IRBs. The IRB staff will then coordinate written and oral communications of the IRBs determinations.
A) Department of Pathology 

Protocols that include research use of surgical tissue that is sent to the Department of Pathology require the approval of the Department of Pathology Research Review Committee.  This requirement does not apply if a member of the Pathology faculty is an investigator on the protocol, or if the tissue is obtained under an IRB approved protocol for tissue banking.

Protocols that include clinical laboratory tests with frequencies and turnaround times that are in excess of usual laboratory expectations, or tests that require advanced scheduling with the lab must be submitted for Department of Pathology review.   For example, if an investigator is recruiting several subjects to have platelet aggregation studies on the same day, or several timed studies, Pathology review is required.

B) Department of Radiology

A protocol which does not have a radiologist as an investigator and uses: (1) radiation as an experimental intervention or (2) radiological tests results as an outcome measure where the procedure is done in addition to standard clinical care, requires the approval of the Department of Radiology’s Research Review Committee. 
C) Radiation Safety Committee (RSC): Studies Using Radiation
Protocols that use ionizing radiation (such as x-ray, CT, scintigraphy, PET, SPECT, etc…) in people which is outside the clinical care path require review and approval by the Radiation Safety Committee of the institution in which the procedure is to be performed.  This requirement is based not on the nature of the procedure but on whether the person would receive the radiation only because he/she is included in the research protocol.  (Conversely, if the person would receive the radiation for his/her clinical care, regardless of the enrollment status, RSC review is not required.)  Forms and policies related to the Radiation Safety Committee are available at UHCMC’s radiation safety website (http://intranet/radiation).  Investigators who plan to use radiation in their protocols are advised to confer with Radiology and/or Radiation Oncology physicians who would be the Authorized User of record for the protocol.  The RSC will advise the investigator and IRB of additional review and approvals that might be required, mainly in the case of an investigational radiopharmaceutical:  Radioactive Drug Research Committee or FDA Investigational New Drug.

 The RSC will keep the IRB informed of any decisions they make related to the application for radiation use.

D) Newborn Nursery

Protocols involving subjects in the Newborn Nursery require the approval of the Department of Pediatrics Research Review Committee and the signature of the Chair of the Department of Obstetrics and Gynecology.  The Chair of the Department of Obstetrics and Gynecology may choose to have the protocol reviewed by the Obstetrics and Gynecology Department Research Review Committee.
E) Special Care Units

Protocols involving subjects in areas of special care, such as intensive care units or respiratory care units, require the approval of the director of that area, as well as the approval of the Department Chair.
F) Electrical Safety Office 

If the protocol involves subject contact with new or nonstandard (non-FDA approved) electrical equipment, the equipment and the protocol must be submitted for approval to the UHCMC Electrical Safety Office.  Each protocol must include sufficient information to determine whether electrical safety is an issue.  The protocol must identify all experimental or investigational electrical equipment used in subject contact by manufacturer model and serial number (if known) and an IDE number (if applicable).  The protocol must describe how the equipment is to be used, as well as its location.  All equipment must be approved before use on subjects.

The Electrical Safety Office requires inspection at twelve-month intervals, or more frequently when deemed necessary, for all devices used on humans.  Notification will be sent to the principal investigator from the Electrical Safety Office.  It should be indicated on the New Protocol Checklist that the equipment has been inspected and approved or that the protocol has been submitted and is pending Electrical Safety Office approval.  A copy of the approval should be submitted to the IRB with the protocol.  Final approval by the IRB cannot be given until Electrical Safety Office approval is complete.

G) Biosafety Committee

All protocols that include research involving the deliberate transfer of recombinant DNA or RNA, or DNA or RNA derived from recombinant DNA, into one or more research participants must be approved by the Case Biosafety Committee before final IRB approval may be granted.  Additionally, research utilizing live, recombinant or attenuated microorganisms for the purposes of vaccination of one or more human participants must be approved before final IRB approval may be given.  Research activities may not begin until both Case Biosafety Committee and IRB approval have been granted.  

H) UHCMC Grants and Contracts Office 

The UHC Grant and Contract Office must review all industry-sponsored protocols and research contracts for the purposes of ensuring coordination of legal review, ensuring that investigators follow fiscal guidelines, and ensuring regulatory compliance with research billing policies.  Grant and Contract Office approval is not required prior to IRB submission although approval is required prior to subject enrollment.

I) Protocol Review and Monitoring Committee 

The role of the Protocol Review and Monitoring Committee (“PRMC”) is to review scientific merit, scientific priorities, and the scientific progress of the clinical protocol research of the center. This review is complementary to the role of the IRB as outlined in 45 CFR 46.111 and 21 CFR 56.111.  The primary responsibility of the UH Cancer IRB in reviewing a clinical study is to assure that the risks to subjects are minimized and reasonable in relation to anticipated benefits and that there are appropriate measures in place to provide for subject safety. While both committees may review the same materials and ask similar questions of the investigators, the intent of the review is different in that the PRMC is concerned with scientific merit and the IRB is charged with reviewing the risk and safety of the trial as it relates to the protections of research subjects. 

The UH Cancer IRB members must be provided access to all relevant materials that describe the study or will be presented to the research subject including the protocol, consent, investigator brochure, questionnaires, diaries, and etcetera. However, the expertise of the PRMC will inform the IRB membership through the communication of excerpts from the PRMC minutes as to the statistical and scientific soundness of the protocol design. The IRB will also benefit from the PRMC review of the extent to which the protocol utilizes procedures already being performed on the subjects for diagnostic or treatment purposes. 

Related Policies:

IRB Policy, Department Review of Protocols
UHCMC IRB Policies and Procedures


