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EMERGENCY USE OF AN INVESTIGATIONAL PRODUCT
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Purpose

To ensure the safety and welfare of patients. To e nsure regulatory requirements are
adhered to when using an unapproved investigational product for the emergency
medical treatment of a single patient.

Responsible Persons
Physicians.
Definitions

Emergency Use means the use of an investigational product on a si ngle patient in a life-
threatening or severely debilitating situation in w hich no standard acceptable treatment
is available, and in which there is not sufficient time to obtain IRB approval.

Life-threatening Situation means diseases or conditions where the likelihood o f the
patient’s death is high unless the course of the di sease is interrupted, and diseases or
conditions with potentially fatal outcomes, where the end point of clinical trial analysis is
survival. The criteria for life-threatening do not require the condition to be immediately
life-threatening or to immediately result in death. Rather, the patient must be in a life-
threatening situation requiring intervention before review at a convened meeting of the
IRB is feasible.

Severely debilitating means diseases or conditions that cause major irre versible
morbidity. Examples of severely debilitating conditions include blindness, loss of arm,
leg, hand or foot, loss of hearing, paralysis or st roke.

Policy

Under usual circumstances, the use of an investigat ional product (i.e., investigational drug,
biologic, or device) may only occur in a controlled clinical trial that has been reviewed and
approved by an IRB. However, extraordinary circums tances may arise when a physician
determines it is in the best of interests of a pati ent in an emergency situation to be treated with
an investigational product.

Federal regulations permit the emergency use of an investigational product on a single patient
if: (1) the situation is a life-threatening or severely debilitating situation, (2) no standard
acceptable treatment is available, and (3) there is no sufficient time to obtain prospective IRB
approval. A physician must use his/her professional judgment to assess whether the situation is
life-threatening or severely debilitating, and whet her no standard acceptable treatment is
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available. For purposes of this policy, there is not sufficien t time to obtain prospective

IRB approval from a convened meeting of the IRB if the situation presents less than five

(5) business days _from the anticipated emergency use. Expedited IRB review of emergency
use is prohibited.

When the aforementioned criteria are satisfied, eme rgency use of an investigational product is
exempt from regulatory requirements requiring prior review and approval by an IRB. However,
even if prospective IRB review and approval is exem pt, if the proposed emergency use involves
an investigational drug or biologic, the physician must obtain an emergency investigational drug
application (Emergency IND) directly from the FDA o r via the drug/biologic manufacturer. If the
proposed emergency use involves an investigational device, the physician must notify and
obtain authorization from the investigational devic e exemption (IDE) sponsor, if an IDE exists. If
an IDE does not exist, the physician must report th e emergency use directly to the FDA.

After emergency use of an investigational product, the physician must report the emergency use
to the IRB within three (3) business days of the us e.

Once an investigational product is utilized in an e mergency use situation at Swedish, any
subsequent use of the same investigational product requires prospective IRB review and
approval. If a physician anticipates the possibili ty of emergency use of an investigational
product for multiple patients, the physician must w ork with the product manufacturer to develop
a protocol for such use. The protocol must be revi ewed and approved by an IRB before
emergency use for multiple patients can be initiate d. However, emergency treatment to a
subsequent patient will not be denied if the only o bstacle to the treatment is a lack of time for
the IRB to review and approve the protocol.

Notwithstanding the use of research-related terms i n this Policy/Procedure, emergency use of
an investigational product is not research. Any data generated from the emergency use medical
treatment may not be included in any previously-con ceived research project.

Procedure

INSTITUTIONAL NOTIFICATION OF EMERGENCY USE

1. When emergency use of an investigational product is being considered, the physician
should immediately contact: (1) the Manager, Instit utional Review Office, Swedish
Research Center; (2) the Research Education & Compliance Officer; and (3) the
appropriate Research Manager. To identify the appr opriate Research Manager, refer to
the Swedish Research webpage at:
http://www.swedishmedical.org/research/admin/Initiating_research.html.

2. The physician should promptly contact the investigational product manufacturer to: (i)
notify the manufacturer of the proposed emergency u se, and (ii) seek authorization from
the manufacturer or the FDA, as described below:

a. If the investigational product is a drug or biologi c, the physician should contact
the drug/biologic manufacturer to determine whether the product can be provided
under an existing IND. If not, the physician must work together with the
drug/biologic manufacturer and the Research Education & Compliance Officer to
obtain an Emergency IND from the FDA prior to the e mergency use. If the need
for an investigational drug or biologic arises in a n emergency situation that does
not allow time for submission of an Emergency IND t o the FDA, the FDA may
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authorize shipment of the drug/biologic for a specified use in advance of
submission of an Emergency IND. Contact the Resear ch Education &
Compliance Officer if such a situation arises.

b. If the investigational product is a device and an | DE exists for the device, the
physician should seek and obtain written authorization for the emergency use
directly from the device manufacturer. If the inve stigational product is a device
and an IDE does not exist for the device, seek auth orization directly from the
FDA. Contact the Research Education & Compliance O fficer to assist in
obtaining the appropriate authorization.

3. The physician must obtain a written assessment subs tantiating the emergency use
conditions (i.e., patient in life-threatening or se verely debilitating situation in which no
standard acceptable treatment is available) from an independent physician not otherwise
participating in the emergency use.

4. Time permitting, the Manager — Institutional Review Office coordinates review of the
proposed emergency use the IRB chair and the Chief Medical Officer.

> NOTE: Review by the IRB Chair should not be constr ued as "IRB
approval.” The notification is used by the IRB to initiate t racking to ensure the
timely reporting of the emergency use to the IRB af ter the emergency use has
occurred.

5. The physician should contact the IDS Pharmacy or Su pply Chain Management Services,
as appropriate, to coordinate receipt and use of th e investigational product.

INFORMED CONSENT; INDEPENDENT DETERMINATION

6. The physician should obtain the informed consent of the patient, or the patient’s legally
authorized representative, if possible.

a. Whenever possible, written consent should be sou ght. Physicians should
discuss with the patient (or patient’s legally auth orized representative) the
investigational nature of the product, the proposed emergency use treatment,
and the risk and benefits of the emergency use. Th e consent discussion should
be documented in the medical record, clinic notes, and in the written consent
form, if used.

b. If obtaining informed consent is not feasible, t he physician must obtain a written
certification of the following determinations from an independent physician not
otherwise participating in the emergency use:

i. The patient is confronted with a life-threatenin g situation necessitating the
use of the investigational product;

ii. Informed consent cannot be obtained from the pa tient because of an
inability to communicate with or obtain informed co nsent from the patient;

iii. Time is not sufficient to obtain consent from the patients’ legal
representative; and,

iv. There is no alternative method of approved or g enerally recognized
therapy that provides an equal or greater likelihoo d of saving the life of
the patient.

The written certification must be submitted to the IRB within three (3) business
days of the emergency use.
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C. If immediate emergency use of the investigationa | product is, in the physician’s
opinion, required to preserve the life of the patie nt, and time is not sufficient to
obtain an independent determination in advance of t he emergency use, the
determinations described above (section 3.b) must b e documented by the
physician, and, within three (3) business days afte r the emergency use, the
physician must have his/her determination reviewed and evaluated in writing by a
independent physician not otherwise participating in the emergency use. The
physician’s written certification and the independe nt physician’s written
evaluation must be submitted to the IRB within thre e (3) business days of the
emergency use.

PATIENT OUTCOME
7. Promptly after and no later three (3) business days after the emergency use, the

physician must provide to the IRB a written report of the patient outcome information and
the patient protection measures that were followed.

Supplemental Information
N/A
Expert Consultants

Research Compliance Officer

Manager, Institutional Review Office, Swedish Research Center
Author

Peter Kim, JD, Research Compliance Officer
Regulatory Requirement

21 CFR 50.23; 21 CFR 56.102(d) and 56.104(c); 21 CF R 312.36; and 21 CFR
812.35(a).
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