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	Date:
	28 November 2007

	
	

	To:
	Aurora Physicians

	

	From:
	Gail Buenger, JD, Institutional Official and Research Compliance Officer
Martin Oaks, Ph.D., Director, RSPP and Chair, Aurora IRB ASMC and ASLMC

Cynthia Valentin, PhD, Chair Aurora IRB APH


	

	C:
	

	

	Re:
	Emergency Use of Investigational (Experimental) Articles


Federal regulations do not permit research activities to be initiated – even in an emergency situation – without prior IRB review and approval.  However, FDA recognizes that situations may arise where, in a physician’s judgment, an intervention using an unapproved article (investigational drug, device, or biologic) may offer the only alternative to save the life of a patient or to prevent irreversible morbidity. Using its enforcement discretion, FDA has not objected if a physician chooses to use an unapproved article in such an emergency, provided that the physician later justifies in writing to the IRB that an emergency actually existed. See Aurora IRB Policy EU-1301 (or form EU 1301-A) for the regulatory criteria allowing emergency use of a test article in a life-threatening situation.

Emergency use is defined as the use of an investigational (non-FDA-approved) article with a patient in a life-threatening situation for which no standard acceptable treatment is available and where there is insufficient time to obtain prospective IRB review and approval.  This is sometimes erroneously called “compassionate use.”

If you wish to use an investigational article in an emergent situation you must implement the following patient protection measures, prior to the use whenever possible:

1. Determine that the emergency is warranted as outlined in the “emergency use” paragraph above;

2. Notify the sponsor, or other IND (investigational new drug) or IDE (investigational article exemption) holder, of the intended emergency use and request permission to use the article;

3. Notify the RSPP Office by calling 414.219.7744 during normal office hours, or by paging the RSPP Manager 414.222.4792 (24 hour pager). The RSPP Manager will contact the IRB Chair, the Chief Medical Officer, the Site Administrator, the Institutional Official, or Vice President of Medical Affairs, as appropriate; 

4. Obtain an assessment from an Independent Physician verifying that the circumstances concerning the emergency use are appropriate; 

5. Obtain informed consent from the patient, or their legal representative, if this is feasible. If obtaining prospective informed consent is not feasible, the Physician must obtain an Independent Physician assessment and is  expected to document the necessary exception according to IRB policy 1301. 

Under all circumstances, the Physician must file a written report with the RSPP Office within 5 working days of the use.

If, in the opinion of the Physician, immediate use of the investigational article is required to preserve the life of the patient, and time is not sufficient to follow the patient protection measures outlined above, the following must occur:

1. The physician should make a reasonable attempt to meet as many of the above named patient protection measures as possible;

2. The physician should page the RSPP Manager (414.222.4792) as soon as possible after the emergency use of the investigational article;

3. Submit a written report to the IRB office within 5 working days after the emergency use (the required contents of the report are outlined in IRB policy 1301);

4. An Independent Physician must review the written report within 5 working days.  The Independent Physician’s written review must be submitted to the RSPP Office with  5 working days after the emergency use; 

AND

5. When informed consent is not obtained prior to the emergency use, the patient, the legally authorized representative, or the next of kin must be notified of the emergency use at the first opportunity.

FDA allows one-time, single use of an investigational article in an emergency situation. If there is the possibility of a similar emergent need occurring in the future, a formal protocol must be developed and submitted for IRB review and approval for the investigational article’s subsequent use at Aurora Health Care.

Please note:  Subsequent emergency use of an investigational medical device may NOT occur unless the physician, or other person, obtains approval of an IDE for the article and its use.  If an IDE application is filed with FDA and FDA disapproves the IDE application, the investigational medical device may NOT be used, even if the circumstances constituting an emergency exist.

For a detailed discussion of the emergency use of an investigational article please refer to the IRB policy “Emergency Use of an Investigational Drug, Article or Biologic” (IRB Policy EU 1301) on the IRB web site www.aurora.org/irb.
If you have any questions about this matter, please contact Lori Roesch, RSPP Manager by calling 414.219.7740 or paging 414.222.4792.
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