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	Administrative Information

	Proposal Title (NA:  FORMCHECKBOX 
)
	     

	KSU-IRB # (NA)
	     
	Date of this notification
	     

	College
	     
	Department
	     

	Role*
	Name
	Email
	Phone
	Fax

	PI/Responsible Physician
	     
	     
	     
	     

	Contact Person
	     
	     
	     
	     

	*Principal Investigator (PI) or responsible physician AND Contact Person are required 


	Emergency Treatment Details

	Patient’s Diagnosis:
	     

	Patient Age:
	 FORMCHECKBOX 
< 18 year old
	 FORMCHECKBOX 
18 or older

	Rationalization for use of the emergency treatment:
	     

	Trade name of the used article (device/drug/biologic agent):
	     
	Generic name of the used article
	     

	Explain the medical indication for the use of this emergency treatment
	     

	Used dose:
	
	Route of administration:
	

	Duration of use
	     
	Start Date:
	     

	What is the deviation in using this treatment? (check all that apply):
	Indication:  FORMCHECKBOX 

	Dose:  FORMCHECKBOX 

	Route:  FORMCHECKBOX 

	Duration:  FORMCHECKBOX 


	Where did the emergency treatment take place?


	Inpatient (Hospital, Clinic, etc..):      
Outpatient (Hospital, Clinic, etc..):      
Other/specify:      

	Alternative treatment(s)
	     

	Prior course of treatment (include medication)
	     

	Response with standard treatment:
	     

	Date informed consent obtained:
	         
	NA*:   FORMCHECKBOX 

	*If NA:  Attach certification signed by PI and independent physician

	Patient Outcome In response to the Emergency treatment:
	     


	Investigator’s / Responsible Physician’s Assurance

	I understand approval as indicated below is for this single use.  I will report this use within 5 days to the KSUMC-IRB.  Subsequent use as described here may not be initiated without approval by the KSU-IRB of a submitted protocol.

	Date
	     

	Name
	

	Signature
	


	Department Chair Permission

	I have reviewed the details of this case, and give permission for this one-time use in a single patient as indicated. 

	Date
	     

	Department/College
	     

	Name
	     

	Signature
	


	KSUMC-IRB Chair Signature

	Date
	     

	Name
	     

	Signature
	


Certification of Informed Consent Emergency Exemption
We certify that, in the intended use of Test Article on date for the treatment of Specific Condition, all of the following conditions apply:

(1) The subject is exposed to a life-threatening emergency condition, for which the use of the test article is absolutely necessary. 

(2) Inability to obtain an informed consent due to the inability to communicate with, or obtain legally effective consent from the subject.

(3) Insufficient time to obtain informed consent from the subject's relatives or legal representative. 

(4) There is no available alternative therapeutic method, whether approved or generally recognized, that would likely save the subject’s life with a similar or better expected outcome than the used test article.
	Investigator / Responsible Physician

	Date
	     

	Print name
	

	Signature
	


	Independent Physician

	Date
	     

	Department
	     

	Print name
	

	Signature
	


For more information, please visit the website of Research Ethics Committee in King Saud University (http://dsrs.ksu.edu.sa/ar/comm_Policies)
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