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PROTOCOL TITLE: 
SECTION II
INSTRUCTIONS:  In order to review your proposal, the IRB must have the following information pursuant to its charge by FDA Regulations 21CFR814.  Each subpart must be titled using numbered boldface subheadings as described below and addressed independently in the listed sequence without reliance on information covered under other subparts.  Attachment of applicable sections of the grant application is not acceptable as a substitute for completion of each subpart.

The IRB Application must provide sufficient information to facilitate an effective review by all members of the IRB including non-specialists.  Applications not meeting this requirement may be returned to the investigator for revision and resubmission.
1. Device

a. What is the name and registration number, and manufacturer of the Humanitarian Use Device (HUD)?

b. Describe the device.

c. What is the disease or condition that the device is intended to treat or diagnose?

2. Methods

Describe the implantation (if applicable) and the use of the device.

3. Accrual.
 What is the maximum number of patients who will be treated at Penn?
4. Gender of the Patients. 

a. Are there any enrollment restrictions based on gender? If so, provide justification.

b. Are there any enrollment restrictions based on child-bearing potential? If so, provide justification.

c. Are there any specific contraception requirements? If so, provide justification.

d. Are pregnant or breast feeding women excluded from participation? If so, provide justification.

5. Age Range of Patients.
a. What is the age range of the adult patients?

6. Vulnerable Patients.
Will any of the following populations be specifically recruited for use of this device?  If so, provide justification for inclusion of this vulnerable population.

a. Prisoners

b. Pregnant women or fetuses

c. Cognitively or decisionally impaired

d. Economically or socially disadvantaged

e. Terminally ill

7. Inclusion Criteria.

What are the specific inclusion criteria?

8. Exclusion Criteria.

What are the specific exclusion criteria?

9. Data Collection

Will safety and effectiveness data be collected?  If yes, then respond to the following:

a. Will the data be used to support a pre-marketing application (PMA) by the sponsor?

b. Where will the data be stored and how will it be secured?  Note: The investigator must take all necessary steps to maintain confidentiality of data.  This includes coding data and choosing an appropriate and secure data storage mechanism which will prevent unauthorized access to the data.  
c. Will data be disclosed to anyone at Penn who is not listed in section I of the application?  If so, please identify by name.
d. Will data be disclosed to anyone outside of Penn?  If so, please identify by name and affiliation. If the data contain PHI, complete a data use agreement
e. Will data be disclosed to any commercial sponsor, CRO or DSMB? If so, identify by name.
f. Will data be disclosed to any other external organization or entity (eg, cooperative groups, NIH, FDA, registries)?  If so, identify by name.
g. For what duration of time will data be subject to disclosure to the persons or groups identified above?  Note: Data collected in the course of use of a HUD will usually be subject to disclosure for as long as the sponsor needs to obtain approval from the FDA.

Note: Data may include protected health information (PHI).  PHI is individually identifiable health information which relates to the past, present, or future physical or mental health or condition of an individual. PHI either identifies or could be used to identify the individual. Health information which includes any of the following identifiers is considered PHI: name, address,  e-mail address, phone number, dates, social security number, medical record number or any unique identifying number, characteristic, or code.
10. Potential Risks.
What are the potential risks associated with the implantation (if applicable) and the use of this device?  If data are available, estimate the probability that a given harm may occur and its potential reversibility.

11. Potential Benefits to the Patient.

What are the potential benefits to the patient associated with use of the device?
12. Alternatives

What alternatives are available to treat or diagnose the patient’s disease or condition?

Note: To be eligible for marketing approval under the HDE regulations, the sponsor must show that no comparable device, other than another HUD approved under the HDE regulation or a device being studied under an approved IDE, is available to treat or diagnose the disease or condition.  A “comparable device” need not be identical to the device that is the subject of the HDE application. In determining whether a comparable device exists, FDA will consider the device's intended use, technological characteristics, and the patient population to be treated or diagnosed with the device. In addition, FDA will consider if the device meets the needs of the identified patient population, and is therefore, considered a comparable device.

13. Financial Obligations of the Patient.
What financial obligations will the patient incur as a result of receiving this device?

Note: FDA Regulations limit the charge to patients for the device to cost of research, development, fabrication, and distribution.

14. Method of Patient Identification and Recruitment.
a. How will prospective patients be identified (eg, from clinic population or hospital inpatient units, previous research participants, databases)?

b. How will prospective patients be contacted?  Note: For example, will prospective patients be recruited in person during a clinic visit, by phone, by letter or through other advertisement?  If advertisements or notices are to be used, they must be attached.
15. Process of Informed Consent.
a. Describe the process of obtaining informed consent from the prospective patient. 
b. What is the location where informed consent will be negotiated, and how is the environment conducive to discussion and thoughtful consideration?
c. How much time will be allotted to the process of consent?
d. If children or adolescents will be potential recipients of the device, describe how the process of consent will be structured.

16. Patient Competency.
Will all adult patients be competent to give informed consent? If not:
1. What is the likely degree of impairment?
2. Will surrogate consent be required and from whom will it be obtained?  
3. Will patient assent be obtained? If no, provide justification. Note: Respect for persons requires that assent (or at least lack of active dissent) be obtained in most cases.
4. How will competency be assessed (eg, informal assessment by the investigator, mini-mental status exam, formal psychiatric evaluation)?  Note: The methods of assessment of competence should be based on the population to be studied and the likelihood of cognitive or decisional impairment in that population.
17. Patient and/or Representative Comprehension.
a. How will it be determined that the patient or the patient’s authorized representative understood the information presented?

b. If children or adolescents will be eligible to receive this device, how will their comprehension be assessed?
c. If adults with impaired competency will be eligible to receive this device, how will their comprehension be assessed?

18. Documentation of Consent and Assent.
Identify, by name, the physicians who will document obtainment of informed consent and assent from the patient or the patient's legally authorized representative, i.e., sign the consent and assent form.  Note:  Any individual who is authorized by the physician submitting this application and the IRB to document the obtainment of informed consent/assent from the patient/patient's legally authorized representative must have the necessary clinical expertise as well as sufficient knowledge about the protocol and IRB consent requirements. Non-physicians are not permitted to document the obtainment of informed consent for use of HUDs.  The physician submitting this application is ultimately responsible for ensuring the obtainment of valid consent/assent from all patients.  Only individuals who are listed in this section are authorized to document consent and assent.
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