Baystate Medical Center Institutional Review Board

Report of Single Patient Emergency Treatment Using an Investigational Drug or Device


Please refer to the BH HRPP Policies for information on the FDA definition of “Life-Threatening”, the criteria for an Emergency Use Exemption, Informed Consent Requirements, IND & IDE requirements, etc.  NOTE: Any subsequent use of the investigational product at this institution is subject to prospective convened IRB review.  If you anticipate that there may be a need for further use of this product at this institution, submit an IRB application to open the study as soon as possible.  Please note that the patient may not be considered a research subject, and the data generated by the treatment cannot be claimed as research.  Information may be able to be used in as a Case Report in accordance with the BH HRPP Policies.
I.  PATIENT INFORMATION
Initials:      
Age:      
Sex:      
Diagnosis:      
Anticipated or Actual Date of Emergency Use/Intervention:      
Describe the patient’s medical condition, why it is life-threatening, and why the use of the investigational product is required.  Describe any standard treatments for the patient’s condition and why these treatments are considered inappropriate or unavailable to this patient. 
     
II.  INVESTIGATIONAL PRODUCT INFORMATION
 FORMCHECKBOX 
 Investigational Drug or Biologic

Name of Investigational Drug:      

IND#:      
Sponsor Name:      

Sponsor Address:      

Sponsor Contact Person and Phone Number:      
 FORMCHECKBOX 
 Investigational Device

Name of Investigational Device:      

IDE#:      
Sponsor Name:      

Sponsor Address:      

Sponsor Contact Person and Phone Number:      
 FORMCHECKBOX 
 Humanitarian Use Device

Name of Humanitarian Use Device:      

HDE#:      
Manufacturer Name:      

Manufacturer Address:      

Manufacturer Contact Person and Phone Number:      
 FORMCHECKBOX 
 Other, describe as above:      
III.  INFORMED CONSENT

 FORMCHECKBOX 
 Informed Consent Has Been/Will Be Obtained Before the Emergency Use Occurs. – include a copy of the intended/executed consent form with your submission.

 FORMCHECKBOX 
 Informed Consent Has NOT Been/Will NOT Be Obtained Before the Emergency Use Occurs.  
NOTE: An exception under FDA regulations at 21 CFR 50.23 permits the emergency use of an investigational drug, device, or biologic without informed consent where the investigator and an independent physician who is not otherwise participating in the clinical investigation certify in writing that all four of the following specific conditions apply.  Electronic signatures on the submission of this form to the IRB serve as certification.  Electronic signature of the Clinical Department Chair must be obtained whenever possible and may be used to satisfy this requirement.
i. The subject is confronted by a life-threatening situation necessitating the use of the test article;

ii. Informed consent cannot be obtained because of an inability to communicate with, or obtain legally effective consent from, the subject;

iii. Time is not sufficient to obtain consent form the subject’s legally authorized representative;

iv. No alternative method of approved or generally recognized therapy is available that provides an equal or greater likelihood of saving the subject’s life.

If time is not sufficient to obtain the independent physician determination before use of the test article, the actions of the investigator must be reviewed and evaluated in writing by an independent physician within 5 working days.  The IRB must be notified within 5 working days when an emergency waiver is used.
POLICY NOTICE:  Other policies may govern the use of this product within this institution such as those of the pharmacy.  Additional approval requirements by the Institutional Biosafety Committee (IBC) and the Radiation Safety Officer may apply.
Electronic Signatures: An independent physician must provide verification that the Emergency Use is appropriate per the criteria described within this form by providing electronic signature on this submission.  The Department Chair’s electronic signature must be obtained whenever possible and may be used to fulfill this requirement.
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