FORM tA

INVESTIGATIONAL TREATMENT
SIGNATURE ASSURANCE SHEET

Form A


	Investigational Treatment Title: 
	 
	


IMPORTANT POLICY NOTES: The investigator should be aware of two important points concerning this request for approval of an Investigational Treatment Use of an Unapproved drug/device:

1) EMERGENCY USE of Unapproved Drug/Device may also be needed for a single patient while awaiting approval of a Treatment Use Protocol.
2) The IRB Director, IRB Assoc. Dir., or an IRB Chair may make arrangements for rapid convened IRB review of the same package submitted to the FDA for a Single patient use, small group treatment or treatment IND Protocol when time is critical.
Nothing in UTHSA policy is intended to prevent a physician from preserving life, for example, if in the investigator's opinion, immediate use of the test article is required to preserve the participant's life, and if time is not sufficient to submit as Treatment Use Protocol, or conform to the Emergency Use policies as outlined in local policy (e.g., IRB notification, obtaining an independent physician's determination), the clinical investigator should make the determination and then, within 5 working days after the use of the article, have the determination reviewed and evaluated in writing by a physician who is not participating in the clinical investigation. The investigator must then notify the IRB within 5 working days after the use of the test article [21 CFR 50.23(c)].  

Form Emergency Use UTHSA Policy requires Investigators:

1) Contact Manufacturer/sponsor

Note: They may have an open protocol. The patient may qualify or an expedited amendment may quickly make an exception for the patient. If mfr/sponsor will not allow use under their IND/IDE in an existing study and will not ship without an “Emergency IND/IDE” call the FDA and the FDA may authorize shipment of the test article in advance of IND submission.

2) Contact the FDA 

       Drug

FDA Contacts for Obtaining an Emergency IND

(Revised July 25, 2003)

-Division of Drug Information

(HFD-240)

301-827-4570

-Office of Blood Research and Review

(HFM-300)

301-827-35181+

-Office of Vaccines Research
(HFM-400)

301-827-3070

-On nights and weekends

Office of Crisis Management & Emergency Operations Center

(HFC-160)

301-443-1240

Device:

CDRH Program Operation Staff 301-594-1190

	FDA acknowledges that in emergency situations involving individual patient access, there is not always prospective IRB review. However, FDA believes that some type of retrospective IRB review is still important in most cases, especially if treatment with the investigational drug is ongoing. This is why a full report to the IRB within 5 working days is required.


3) Contact IRB Call IRB Chair or physician member of IRB (210) 567-8250
The following five criteria must be met to comply with federal regulations for Emergency Exemption from Prospective IRB Approval and UTHSA policy:

 
1) The test article is used one time per institution to treat a single patient, and

 
2) The patient has a condition that is life-threatening or severely debilitating, and

 
3) No standard acceptable treatment is available, and


4) There is not sufficient time to obtain IRB review and approval, and


5) The emergency use is reported to the IRB within five working days; when possible, the treating physician should consult with the IRB Chair prior to use.

IMPORTANT NOTES:

Emergency use is emergency clinical care and does not meet the DHHS definition of research. {45 CFR 46.102(d), the FDA agrees that it is accurate to characterize the use as ‘‘expanded access’’ or ‘‘treatment use’’ rather than a ‘‘clinical investigation’’ of the drug, which places individual patient INDs outside the scope of the Common Rule and allows an exemption from IRB review. Agreement by the IRB Chair regarding the Single Patient use including Emergency use applies to the treatment of one patient only and is not the same as IRB approval to conduct a research study under DHHS rules.

	SUBSEQUENT REQUESTS OR REQUESTS FOR MULTIPLE PATIENTS ARE NOT QUALIFIED FOR EMERGENCY EXEMPTION FROM PROSPECTIVE IRB APPROVAL 

The Chair may make arrangements for rapid convened IRB review of the package submitted to the FDA for a

Single patient use, small group treatment or treatment IND Protocol


Principal Investigator’s Assurance Statement:

I understand my institution’s policies concerning Expanded Access which includes Emergency Use and Treatment Use of Investigational drugs/devices and the IRB’s policies for protection of investigational treatment participants.

Principal Investigator’s Conflict of Interest Statement:

I have read and understand my institution’s policy on conflict of interest or commitment.  In addition, I understand that as the person primarily responsible for this activity, I must ensure that others engaged in this activity declare any potential conflicts of interest or commitment related to this investigational treatment and that they report these appropriately.

	1. SIGNATURE: 
	
	DATE:
	
	


	2. NAME TYPED: 
	 
	


Co-PI’s Signature for Assurance Statement Above: (If requesting a Co-Principal Investigator) 

	
	Justification for sharing the PI responsibilities attached to the proposal


	3. SIGNATURE: 
	
	DATE:
	
	


	4. NAME TYPED: 
	 
	


* Department Chairperson’s Assurance Statement:  
This is to certify that I have reviewed this investigational treatment protocol and that I attest: to the soundness of the plan; to the competency of the investigator(s) to conduct the project; and to the presence of sufficient resources required for the investigational treatment and for protecting patients’ safety.  When the principal investigator assumes a sponsor function, the investigator is knowledgeable of the additional regulatory requirements of the sponsor and can comply with them. I understand that I will be the point of contact for correction of deficiencies should the principal investigator fail to meet the responsibilities listed in applicable regulations and policies.  

 (Check the Chair’s Institution)

	
	UTHSA   
	
	STVHCS   
	
	University Health   
	
	CSRHC   


	5. SIGNATURE: 
	
	DATE:
	
	


	6. NAME TYPED: 
	 
	


* If the Principal Investigator is also the Chairperson of the department, the Vice Chairperson or equivalent should sign this form.
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