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	WORKSHEET: Criteria for Approval and Additional Considerations for Humanitarian Use Device
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	The purpose of this worksheet is to provide support for the convened IRB or Designated Reviewers when evaluating an application to use a HUD.  This worksheet is to be used. It does not have to be completed or retained.

	

	1 Humanitarian Use Device: (All must be “Yes”)

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Has the FDA issued an approved Humanitarian Device Exemption (HUD) for this device?

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The HUD is not being used in the context of a clinical research study to evaluate its safety and effectiveness. (If “No,” complete WORKSHEET: Criteria for Approval and Additional Considerations)

	

	2 General Considerations (All must be “Yes”)

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The convened IRB (or Designated Reviewer) has adequate expertise to review this HUD application. (If “No”, obtain consultation.)

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	None of the physicians or staff are Restricted. (If “No,” the research cannot be approved.)

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Materials are complete. (If “No,” the HUD application cannot be approved.)

	

	3 Criteria For Approval Of HUD: (All must be “Yes” ) Applies to all reviews: initial, continuing, modifications, convened, and expedited)

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Risks to patients are minimized by using procedures, which do not unnecessarily expose patients to risk.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Risks to patients are reasonable in relation to the proposed use of the device.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The probable benefit to health from the use of the device outweighs the risk of injury or illness from its use, taking into account the probable risks and benefits of currently available devices or alternative forms of treatment.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	There are adequate provisions to protect the privacy of patients.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	There are adequate provisions to maintain the confidentiality of patient data.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The proposed use of the HUD is within the scope of the indication approved in the HDE.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Patients will be informed of the potential risks and benefits of the HUD and any procedures associated with its use by one of the following:

	
	 FORMCHECKBOX 
 PATIENT LABELING PROVIDED BY THE MANUFACTURER
	 FORMCHECKBOX 
 IRB-APPROVED CONSENT DOCUMENT (COMPLETE SECTIONS 6 AND 7)

	

	4 Additional Considerations

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	For Initial Review: The use of the HUD is approved under at least one of the following criteria:

 FORMCHECKBOX 
 As submitted without any further restrictions  

 FORMCHECKBOX 
 On a case-by-case basis 

 FORMCHECKBOX 
 Other:      

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	For Initial Review: Should continuing review be done via expedited review?

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	For Initial and Continuing Review: Should review take place more often than annually? (Implement when risks are high.) If so, specify period of review:      

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	For Continuing Review and Modifications: Is verification needed from sources other than the physician that no material changes have occurred since prior IRB review? (Implement when there are questions about the veracity of the information provided.)

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	For Continuing Review and Modifications: Is there information that needs to be provided to current patients because it may affect their willingness to receive/use the HUD? 

	

	5 Consent Process (All must be “Yes” in order to recommend approval)

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The HUD labeling states that the device is a humanitarian use device and that, although the device is authorized by Federal Law, the effectiveness of the device for the specific indication has not been demonstrated.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Patients will be informed of the potential risks and benefits of the HUD and any procedures associated with its use.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Patients will be given sufficient opportunity to consider whether or not to receive/use the HUD.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Information regarding the HUD will be communicated in language understandable to the patient.

	

	6 Informed Consent Documentation (Complete this section if the IRB has determined that consent document must be used)

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The written consent document is accurate and complete 

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The written consent document embodies the elements in Section 7: ELEMENTS OF CONSENT DISCLOSURE (HUD)

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The physician will give either the patient or the patient’s legally authorized representative adequate opportunity to read the consent document.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The patient or the patient’s legally authorized representative will sign and date the consent document.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The person obtaining consent will sign and date the consent document.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	A copy of the consent document will be given to the patient (if consent document will be signed and dated, the signed consent document will be given to the patient).

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	When a patient or patient’s legally authorized representative is unable to read: An impartial witness will be present during the entire consent discussion and the consent document notes that the witness attests that the information in the consent document and any other information provided was accurately explained to, and apparently understood by, the patient or the patient’s legally authorized representative, and that consent was freely given.

	

	7 Elements of Consent Disclosure (HUD) 

	Required:
 FORMCHECKBOX 
 An explanation of what a HUD is and what it is approved for.

 FORMCHECKBOX 
 A disclosure that the effectiveness of the HUD for the specific indication has not been demonstrated.

 FORMCHECKBOX 
 An explanation of the expected duration of the patient’s participation.

 FORMCHECKBOX 
 A description of the procedures to be followed.

 FORMCHECKBOX 
 A description of any reasonably foreseeable risks or discomforts to the patient.

 FORMCHECKBOX 
 A description of any benefits to the patient, which may reasonably be expected.

 FORMCHECKBOX 
 A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the patient.

 FORMCHECKBOX 
 A statement describing the extent, if any, to which confidentiality of records identifying the patient will be maintained.

 FORMCHECKBOX 
 A statement that notes the possibility that the Food and Drug Administration may inspect the patient’s records.

 FORMCHECKBOX 
 An explanation as to whether any compensation is available if injury occurs and, if so, what it consist of, or where further information may be obtained.

 FORMCHECKBOX 
 An explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained.

 FORMCHECKBOX 
 An explanation of how to contact the physician and/or staff for questions, concerns, or complaints.

 FORMCHECKBOX 
 An explanation of how to contact someone independent of the physician and/or staff for questions, concerns, or complaints about the research; questions about the patients’ rights; to obtain information; or to offer input.

 FORMCHECKBOX 
 An explanation of whom to contact in the event of a HUD-related injury to the patient.

 FORMCHECKBOX 
 A statement that receiving/use of the HUD is voluntary.

 FORMCHECKBOX 
 A statement that refusal to receive/use the HUD will involve no penalty or loss of benefits to which the patient is otherwise entitled.

 FORMCHECKBOX 
 A statement that the patient may discontinue use of the HUD (if applicable) at any time without penalty or loss of benefits to which the patient is otherwise entitled.
	Additional: (Include when appropriate.)
 FORMCHECKBOX 
 A statement that use of the HUD or a procedure may involve risks to the patient, which are currently unforeseeable.

 FORMCHECKBOX 
 A statement that if the patient is or becomes pregnant, the use of the HUD or a procedure may involve risks to the embryo or fetus, which are currently unforeseeable. 

 FORMCHECKBOX 
 Anticipated circumstances under which the patient’s participation may be terminated by the physician without regard to the patient’s consent.

 FORMCHECKBOX 
 Any additional costs to the patient that may result from receiving/using the HUD.

 FORMCHECKBOX 
 The consequences of a patient’s decision to stop using the HUD. 

 FORMCHECKBOX 
 Procedures for orderly termination of use of the HUD by the patient. 

 FORMCHECKBOX 
 A statement that significant new findings, which may relate to the patient’s willingness to continue use of the HUD will be provided to the patient.

 FORMCHECKBOX 
 The approximate number of patients who have received/used the HUD.
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