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1. PURPOSE:  There is no provision under Federal regulations or Nemours policy for 

emergency approval of research.  Federal regulations do, however, allow physicians to use an 
investigational drug, biologic and/or device (that is, one that is not approved by the FDA) for a 
single patient outside of an approved research study to provide emergency medical care for 
patients who need such care. 
 
The purpose of this policy and procedure is to inform Nemours physicians and staff regarding 
the circumstances under which it is appropriate under federal regulations to use a test article 
(an investigational drug, biologic, or device) outside of an IRB approved trial, and to describe 
the Nemours process for conducting such emergency use of the article 

 
2. POLICY:  Nemours permits the use of test articles for clinical emergencies when the 

regulatory requirements for such use are met, and upon prior notification of an Institutional 
Review Board (IRB) Chairperson. 

 2.1. Nothing in this policy is intended to limit the authority of a physician to provide 
emergency medical care, to the extent the physician is permitted to do so under 
applicable Federal, State, or local law. [45 CFR §46.116(f)] [21 CFR §50.25(d)] 

 
3. DEFINITIONS:  A glossary of terms and concepts found in the Nemours HSP policies and 

procedures is located on the NOHSP website.   
 3.1. Emergency Use: The use of a Test Article upon an individual patient in a life 

threatening, or severely debilitating situation when there is no standard acceptable 
treatment is available when all of the preconditions described in the Checklist for 
Emergency Use of an Investigational Article are met. 

 3.2. Food & Drug Administration (FDA):  The Federal agency that regulates IRBs and 
clinical investigations involving drugs, medical devices, and biologics.  FDA regulations 
for the protection of human research subjects are found in Title 21 of the Code of 
Federal Regulations (CFR).  E.g., 21CFR Parts 50 and 56. 

 3.3. Test Article: A drug, device, or biologic that is not currently approved for use by the 
FDA. 
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 3.4. Life Threatening: Diseases or conditions where the likelihood of death is high unless 

the course of the disease is interrupted.  It is not required that the condition be 
immediately life-threatening, rather the individual must be in a life-threatening situation 
requiring intervention before review at a convened meeting of the IRB is feasible. 

 3.5. Severely Debilitating: Diseases or conditions that cause major irreversible morbidity.  
E.g. blindness, loss of limb, loss of hearing, paralysis, stroke. 

 3.6. Emergency Use Exemption:  An exemption from the requirement for prospective IRB 
review when there is insufficient time for IRB review at a convened meeting. 

 3.7. Investigational New Drug Application (IND):  An application to the FDA that details the 
data that provide documentation that it is reasonable to proceed with certain human 
trials with a drug.  Technically, an IND is a request for an exemption from the Federal 
statute that prohibits an unapproved drug from being shipped in interstate commerce.  
Current Federal law requires that a drug be the subject of an approved marketing 
application before it is transported or distributed across state lines.  Because a sponsor 
will probably want to ship the investigational drug to clinical investigators in many 
states, it must seek an exemption from that legal requirement. 

 3.8. Investigational Device Exemption (IDE): FDA approval for clinical testing of an 
unapproved medical device in human subjects.  An IDE allows the investigational 
device to be used in a clinical study in order to collect safety and effectiveness data 
required to support a Premarket Approval (PMA) application or a Premarket 
Notification [510(k)] submission to FDA.  An approved IDE permits a device to be 
shipped lawfully for the purpose of conducting investigations of the device without 
complying with other requirements of the Food, Drug, and Cosmetic Act (Act) that 
would apply to devices in commercial distribution.  All clinical evaluations of 
investigational devices, unless exempt, must have an approved IDE before the study is 
initiated. 

 
4. PROCEDURES: 

 Before emergency use of a test article: 
 4.1. The physician/provider will assure that all of the conditions required for an emergency 

use of a test article are met by using the Checklist for Emergency Use of an 
Investigational Article.  

 After emergency use of a test article: 
 4.2. The physician/provider must use the Checklist for Emergency Use of an Investigational 

Article to assure compliance with reporting requirements following an emergency use 
of a test article. 

 IRB Review
 4.3 The IRB Chair, or a designee who is a Physician IRB member, will assure that the 

proposed use meets the criteria for emergency use by using the Checklist for 
Emergency Use of an Investigational Article. 

 4.4 The IRB Chair will inform the physician whether the criteria for emergency use are met 
or not in the most timely manner available.  In addition, the decision will be 
documented according to IRB policy in IRBNet.  

 4.5. Notification of the IRB Chair, or designee, is not the same as IRB approval.  If a 
Sponsor requires an IRB approval letter, the IRB will issue an ‘Acknowledgement of 
Emergency Use’ letter or memo. 
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 4.6. If the IRB Chair, or designee, determines that the circumstances do not meet the 

criteria for emergency exemption, the physician /provider must postpone treatment 
until the convened IRB has approved a protocol. 

 4.7. In any case, when a convened IRB meeting occurs between the identification of the 
need for the emergency use, and the actual use, the proposed use should be 
prospectively reviewed and approved by the convened IRB. 

  • If applicable, the proposed use will be added to the meeting agenda even if the 
deadline for submissions has passed and the protocol will be reviewed according 
to HSP-078 Expanded Access of Investigational Drugs or Devices. 

 4.8. Additional or continued use of the test article requires prospective IRB approval.  The 
physician must initiate the IRB review process for an Expanded Access protocol if he 
or she anticipates further use of the test article, e.g., for other patients, or continued 
use for an individual patient. 

 Informed Consent 
 4.9. Parental Permission or Informed Consent is required for Emergency use situations 

unless the criteria for an emergency exception, listed in the Checklist for Emergency 
Use, are met  

 Reporting Requirements
 4.10. The physician / provider will: 

• Comply with the 5 day reporting requirement by following the Checklist for 
Emergency Use of an Investigational Article.: 

  • Comply with FDA regulations for reporting adverse events that may be related to 
the use of the test article. 

  • Provide the IRB with a copy of any reports sent to the FDA. 
 4.11 The IRB will review reports according to HSP policy and the Checklist for Emergency 

Use of an Investigational Article.. 
 Research Use of Health Information
 4.12. According to Nemours’ policy (HSP-050 Definition of Human Subject Research), 

whenever emergency care is initiated without prior IRB review and approval, the 
patient is a research subject. (See FDA definition of “human subject” in 21 CFR 
56.102(e).) and: 
• Such emergency care may not be claimed as, nor may the outcome of such care 

be included in any report of a research activity to the FDA.  
• Data obtained from an emergency use may not be used for any research activity 

other than to fulfill reporting requirements to the sponsor or FDA.  
 4.13 Under Nemours HSP policies and procedures, such emergency care is research (See 

FDA definition of “research” in 21 CFR 56.102(c)) and the outcome of such care must 
be included in any report of a research activity to the FDA.  (See 21 CFR 312 and 812 
for reporting requirements to FDA for FDA-regulated research involving drugs or 
devices.) 

 4.14 Data obtained from an emergency use for any research activity other than to fulfill 
reporting requirements to the sponsor or FDA is not allowed. 

 IRB Records
 4.15. For record-keeping, each emergency use will be established as a ‘study’ in IRBNet. 
 4.16. All documents related to the emergency use submitted by the treating physician, 

including FDA correspondence / approvals, informed consent documents, and the 
physician’s report to the IRB will be maintained in IRBNet according to established 
standard IRB policy and procedure. 
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5. REGULATORY / GUIDANCE REFERENCES: 

 5.1. 21 CFR 50.23, 21 CFR 56.104, 21 CFR 812.36
 5.2. FDA Guidance Emergency Use of an Investigational Drug or Biologic
 5.3. DHHS: Emergency Medical Care, 1991 

 
6. AAHRPP STANDARD REFERENCES: 

 6.1. Element I.5.C: The Organization has and follows written policies and procedures for 
compliance with federal regulations governing emergency use of an investigational or 
unlicensed test article. 

 6.2. Element II.7.F: The Research Review Unit has and follows written policies and 
procedures for making exceptions to informed consent requirements in protocols for 
emergency situations, and appropriately reviews such protocols. 
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