
Consent for Use of a Humanitarian Use Device (HUD) template – 06/29/09

Delete this instruction box by selecting text within box and hitting “delete” twice.

Instructions for HUD template:

1. Add running footer of:  Short  Study title or Number Version #, [date], Page # of #
2. Text in [   ] gives directions and/or some options.  Delete brackets and grey area before finalizing the document.  Hint: Click once on grey shaded area & begin typing.  The grey area and help text will disappear and the formatting will be correct.  Note: The grey area will not show when printed.
3. ( and italics indicate guidelines.  Delete guidelines from document.  Remove arrows and italics before finalizing the document.
4. Suggested text is often included in the guidelines.  Suggested text is preceded by *Suggested Text* tag and is enclosed by quotation marks.  Delete the *Suggested Text* tag and quotation marks before finalizing the document.

5. Plain text usually stays.  Plain text separated by OR indicates that there are several options.  Pick one and delete the others.
University of Illinois at Chicago

Research Information and Consent for Participation in Social Behavioral Research

[Insert Humanitarian Device Name]
[This section is required]Why am I being asked?

You are being asked to consider the use of a humanitarian use device, [Insert name of device], for the [Select either: treatment or diagnosis] of your [Insert condition/illness]. The use of this medical device will be directed by Dr. [Insert name of primary physician/health care practitioner] of the [Insert department/section name] at the University of Illinois at Chicago (UIC).  We ask that you read this form [Insert if applicable] and the patient information packet from the manufacturer of the device, [Insert name of manufacturer]. You and your caregivers should carefully read this document [Insert if applicable] and information in the manual and ask any questions before agreeing to receive the device [Insert if applicable]  and allow the researchers to collect information on you respond to the device.  

· Since the clinical use of the HUD is approved by the FDA, words such as “research” and “study” should be avoided in the portions of the consent related to its clinical use.  “Research” and “study” in the HUD consent should be limited to sections dealing with the collection of safety and efficacy data for submission to the FDA or other research activity. 
[This section is required]What is a Humanitarian Use Device (HUD)?

A Humanitarian Use Device (HUD) is a device that is intended to benefit patients in the treatment or diagnosis of diseases or conditions that affect or occur in fewer than 4,000 individuals in the United States each year, and no comparable device is available to treat or diagnose the disease or condition.  

The use of the Humanitarian Use Device, “[Insert name of device]”, for [Insert name of disease or condition] is approved by the FDA.   The effectiveness of this device for this use has not been demonstrated.  The U.S. Food and Drug Administration (FDA) approves the use of Humanitarian Use Devices based primarily on evidence that it does not pose a significant risk of injury to the patient and that the potential benefit of the device to the health of the patient outweighs the risks of your illness or injury from its use.  The use of “[Insert name of device]” for [Insert correct option: treatment or diagnosis] of your condition does not represent research.

 [If safety and efficacy data involving the use of the HUD will be collected and recorded, the activity qualifies as research and the following should be inserted:]We are also requesting your permission to collect and record information on how safe and effective the HUD is for your condition. This activity represents research.  Your participation in the research is voluntary.  Your decision whether or not to participate will not affect your current or future dealings with the University.  If you decide to participate, you are free to withdraw at any time without affecting that relationship. 

· Indicate whether participation in the research (i.e., allowing safety and efficacy data to be collected) is optional or is a prerequisite to receiving the HUD.
Approximately [Insert number] subjects may be involved in this research at UIC and [Insert number] subjects at [Insert number] study sites in the United States. 
· Include only if safety and efficacy data will be collected as part of an FDA-regulated clinical investigation and conflict of interest is applicable.
[This section is required if applicable]Conflict of Interest

[Insert protocol-specific text]
· If the UIC Conflict of Interest Office (COI Office) recommends that you disclose a conflict of interest to subjects, please include the language recommended by the COI Office here so the IRB can review and make a final determination.  

· Examples of COI disclosure language may be found at: http://tigger.uic.edu/depts/ovcr/research/conflict/COI%20disclosure%20sample%20language%202008-03-05.doc
· When there is an FDA-approved patient information packet and the information accurately describes the use of the HUD at UIC, the following the section may be inserted.  If there is no patient information booklet, this section should be omitted.
[When there is an FDA-approved patient information packet and the information accurately describes the use of the HUD at UIC, the following the section may be inserted.  If there is no patient information booklet, this section should be omitted.]The Maker of the Device Has Prepared a Patient Information Packet for Your Review

 Your doctor will provide you with a copy of the patient information packet for [Insert name of device].  This information describes the device, the risks and benefits associated with the device, the procedures involved with using the device, use of the device once it has been placed[or implanted], and precautions for using the device.  You and your caregivers should carefully read the information in the manual before agreeing to undergo this treatment.  After you have read the manual, your doctor will review the information in the manual with you and answer any questions you may have.

· The information packet may substitute for the “Why does my doctor want to use this …”, ”What will be involved with use of the HUD”, “Risks”,” Benefits”, and “Alternative” sections of the consent when the clinician’s involvement is limited to the clinical use of the HUD.   However, if safety and efficacy data are being collected for the sponsor to submit to the FDA, these 5 sections must be fully completed and included in the consent form whether or not a patient information packet exists. The reason for this is that the FDA considers the activity of collecting safety and efficacy data under the HDE for submission to the agency as representing an FDA-regulated clinical investigation.  On the other hand, if the investigator intends to collect safety and efficacy data for a non-FDA regulated research activity, they need only to include the sections of the consent relevant to the gathering of the safety and efficacy data.]  

[This section is required either in the consent or patient information packet]Why does my doctor want to use this Humanitarian Use Device (HUD) ?

[Insert protocol-specific text]
· Describe in lay terms the specific indication for use of the HUD.  
· Explain, if known, how the HUD works to treat or diagnose the disease or condition.

[This section is required either in the consent or patient information packet]What will be involved with the use of this device?

[Insert protocol-specific text]
· Describe the use of the HUD.

· Describe any ancillary procedures associated with use of the HUD, such as placement or implantation of the device.  

· Describe the use of the device once it has been placed

· Outline any necessary follow up or monitoring procedures 

[If safety and efficacy data will be collected as part of an FDA-regulated clinical investigation or other research activity:]
· State this fact

· List the health information to be collected

· If participation in the clinical investigation (i.e. allowing data to be collected) is optional, include a check box and signature line for the patient to indicate their agreement. 
*Suggested Text*(  I agree to allow the health information listed above concerning how well the device works for me and any problems I experience to be collected for research purposes.

Initials ______________       Date ________________

[This section is required either in the consent or patient information packet]What are the possible risks, side effects, and discomforts associated with the use of this device?
[Insert protocol-specific text]
· Describe the reasonably foreseeable risks, side effects and discomforts associated with the use of the HUD, including those related to any ancillary procedures.  Include their relative frequency and severity.
[This section is required either in the consent or patient information packet]What are the possible benefits associated with the use of this device?

Based on experience with this [Insert name of device] in patients with [Insert name of condition or disease] it is felt that the device may benefit you in terms of [List all benefits of the device]. 

· If safety and efficacy data are being collected, also include the following: *Suggested Text*The information being collected from you on the safety and effectiveness of the device may not directly benefit you, however the knowledge gained from this information may benefit other patients with your condition in the future.     

[This section is required either in the consent or patient information packet]What alternative treatments or procedures are available? 
If you decide not to receive this device, there is other care available to you, such as [List the major ones such as drugs / devices / procedures / supportive care].  Your doctor will discuss these with you.  OR
There are no alternatives..

[This section is required]Will I be told about new information that may affect my decision to participate? 

During the course of your treatment with [Insert name of device], you will be informed of any significant new findings (either good or bad), such as changes in the risks or benefits of treatment with the device or new treatment alternatives, that might cause you to change your mind about continuing treatment with [Insert name of device].  If new information is provided to you, your consent to continue receiving treatment with [Insert name of device] will be re-obtained.

[This section is required]What are the costs involved with using this device?  

[Insert protocol-specific text]
· State the costs associated with placement and use of the device

· For example:  *Suggested Text*You or your insurance provider will be responsible for any costs or charges associated with the use of the [name of the device] and the surgical procedures needed to insert the device. All other costs relating to your normal care will be billed in the usual manner. 
[This section must be included when safety and efficacy data are being collected as part of an FDA-regulated clinical investigation or other research activity]What about privacy and confidentiality?

The people who will know that you are a research subject are members of the research team, and, if appropriate, your physicians and nurses.  No information about you, or provided by you during the research, will be disclosed to others without your written permission, except if necessary to protect your rights or welfare (for example, if you are injured and need emergency care or when the UIC Office for the Protection of Research Subjects monitors the research or consent process) or if required by law. 

Study information which identifies you and the consent form signed by you will be looked at and/or copied for examining the research by: [Retain the applicable items from this list and delete the others]:
· Food and Drug Administration (FDA) 

· Funding Agency, such as the National Institutes of Health

· Name of commercial sponsor or  manufacturer of the drug, device or biologic

· Authorized Representatives of the Sponsor [provide name of CRO and/or others]

· UIC Office for the Protection of Research Subjects, State of Illinois Auditors, or
· [List any others].
A possible risk of the research is that your participation in the research or information about you and your health might become known to individuals outside the research.
· Give a brief description of how personal information, research data, and related records will be coded, stored, etc., to prevent access by unauthorized personnel.

· If applicable, explain the final disposition of the research data.

· If data or biological specimens will be stored or provided to other investigators after study completion, explain measures to protect confidentiality.

· State if and when individual data will be stripped of all direct and indirect identifiers or destroyed following analyses of the data or publication of the findings or results.
When the results of the research are published or discussed in conferences, no information will be included that would reveal your identity.  

[This section, which represents the HIPAA authorization, must be included when safety and efficacy data are being collected as part of an FDA-regulated clinical investigation or other research activity]Will health information about you be created, used or shared with others during this study?
State and federal laws, including the Health Insurance Portability and Accountability Act (HIPAA), require researchers to protect your health information. This section of this form describes how researchers, with your authorization (permission), may use and release (disclose or share) your protected health information in this research study. By signing this form you are authorizing [Insert name of investigator] [add “and his/her research staff or team,” if applicable]to create, get, use, store, and share protected health information that identifies you for the purposes of this research. The health information includes all information collected during the research as described within this consent form.

The researchers [If applicable: and (sponsor’s name)] agree to protect your health information and will only share this information as described within this research consent/authorization form.

When your health information is given to people outside of the research study, those agencies that receive your health information may not be required by federal privacy laws (such as the Privacy Rule) to protect it. They may also share your information with others without your permission, if permitted by laws that they have to follow.  

Your Authorization for release of health information for this research study[Insert either: “does not have an expiration date” OR “expires at the end of the study”], but can be canceled sooner if you decide to withdraw your permission.

You may change your mind and cancel this Authorization at any time.  To cancel this Authorization, you must write to:[Insert principal investigator name and address].  

If you cancel this Authorization, you may no longer be allowed to take part in the research study.  Even if you cancel this Authorization, the researchers may still use and disclose health information they have already obtained as necessary to maintain the integrity and reliability of the research and to report any adverse (bad) effects that may have happened to you.

[This section must be included when safety and efficacy data are being collected as part of an FDA-regulated clinical investigation or other research activity]Can I withdraw or be removed from the study? 
If you decide to participate, you are free to withdraw your consent and discontinue participation at any time without affecting your future care at UIC.

· If applicable, explain the consequences of a subject's decision to withdraw from the research and state whether withdrawal must be gradual, for reasons of safety, as well as the approximate time period; 

The researchers and sponsor also have the right to stop your participation in this study without your consent if[Include only the applicable items from the list below]:

· They believe it is in your best interests;

· You were to object to any future changes that may be made in the study plan;

· List any reasons specific to the study ( i.e., the sponsor of the research has decided to stop the research, if you experience a severe side effect, if you do not follow the study procedures or if new information is identified); or
· Describe any other circumstances for withdrawal.

[This section is required]Who should I contact if I have questions about or problems with the device?? 

For questions about or problems with the device[Include when applicable: or if you have questions about the collection of your health information], please contact your physician, [Insert name of physician-investigator], at [Insert telephone number].

[This section must be included when safety and efficacy data are being collected as part of an FDA-regulated clinical investigation or other research activity]What are my rights as a research subject?

If you have questions about your rights as a research subject or concerns, or complaints you may call the Office for the Protection of Research Subjects (OPRS) at 312-996-1711 or 1-866-789-6215 (toll-free) or e-mail OPRS at uicirb@uic.edu.

If you have questions or concerns regarding your privacy rights under HIPAA, you should contact the University of Illinois at Chicago Privacy Officer at Ph: (312) 996-2271.
[This section is required]Remember: 

Your decision to receive this treatment [If applicable: and allow the collection of your health information for research] is voluntary. Your decision whether or not to participate will not affect your current or future relations with the University.  If you decide to receive this treatment [If applicable: and allow the collection of your health information for research], you are free to withdraw from treatment at any time without affecting that relationship. 

You will be given a copy of this form [If applicable: and the patient information manual for your information] to keep for your records.

Signature of Subject or Legally Authorized Representative
I have read (or someone has read to me) the above information [If applicable: and information contained in the patient information manual]. I have been given an opportunity to ask questions and my questions have been answered to my satisfaction. I agree to receive treatment with this HUD [If applicable: and agree to participate in the research study by allowing information on how safe and effective the device is for my condition to be collected.  I also authorize the researcher to use and share my health information for the research.].  I have been given a copy of this form [If applicable: and the patient information manual].

If you have not already received a copy of the Notice of Privacy Practices, you should ask for one. 
Signature of Patient




Date

Printed Name

Signature of Investigator/Research Personnel Date (must be same as subject’s)

______________________________

Printed Name of Investigator/Research Personnel

· Have a separate form for parental permission when enrolling minor subjects that includes the parental signature lines and a line for the name of the child.  

Signature of parent or guardian 

Date (must be same as subject’s)

Printed name of parent or guardian

· The following is required, in place of the parent or guardian line above if safety and efficacy data are being collected as part of an FDA-regulated clinical investigation or other research activity.

· If someone other than the subject will be providing authorization for the subject, the following signatures/information must be added to the signature area of the combined consent/authorization form instead of the parent guardian signature lines used for the consent template in order to meet both the consent and HIPAA regulations.
________________________________
_______________________________

Signature of Parent / Guardian or

Date  (must be same as Subject’s)
Legally Authorized Representative of

Subject

Printed name of Parent / Guardian or


Legally Authorized Representative of

Subject

Describe relationship to subject including the legal authority this individual has to act on behalf of the subject. (Check one below)

 FORMCHECKBOX 
 Parent

 FORMCHECKBOX 
 Medical Power of attorney/representative

 FORMCHECKBOX 
 Legal guardian

 FORMCHECKBOX 
 Health care surrogate

 FORMCHECKBOX 
 Other; specify ________________________________________________________________________

________________________________________________________________________

________________________________________________________________________

[The section below should only be considered for inclusion if safety and efficacy data are being collected as part of an FDA-regulated clinical investigation  or other research activity]
· OPTIONAL --- If all subjects will be physically able to provide consent/authorization, the witness signature section is not needed for authorization.  A witness’ signature is only required under HIPAA when the research subject is physically unable, for any reason, to sign the authorization document. The witness is attesting that the research subject is providing authorization in some manner other than signing the document. If you do not anticipate any subjects in this condition, then delete the witness lines. However, if a witness signature is required for the consent process for a different reason (i.e. witness to subject signing consent document, witness to consent process), there should be a statement above the signature line indicating what the witness is attesting to with their signature.]

Signature of Witness



Date (must be same as Subject’s)

Printed name of Witness

Describe why a witness signature is required and the relationship to the Subject.

________________________________________________________________________

_______________________________________________________________________

________________________________________________________________________

Leave box empty - For office use only











Short Study title or Number, Version #, [date], Page # of #

