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Subject name: 





  Subject Date of Birth: 




[Name of Institution or Facility Where Research is Being Conducted]
of Aurora Health Care [Include only if appropriate]
[City], Wisconsin 

Addendum to Informed Consent/Authorization to Participate in a Research Study

Study Title

[Insert study title]

Summary of changes to the informed consent document

You are currently participating in the above named research study being conducted by <<insert PI’s name>>.  The consent form you previously signed indicated that you would be informed of any significant new findings during the research study, such as changes in the risks or benefits of participation, new alternatives to participation, or changes in study procedures.  The purpose of this consent addendum is to inform you of changes in the study made by the study sponsor, [Insert Sponsor’s name].   All other sections of the original consent form still apply.  Please refer to it for any questions you might have.

The following are changes that have been made to this research study since you signed the original consent form:

· <List changes here. Discuss the impact these changes will have on subjects participating in the research, e.g., extra time required for additional study visits, changes in medication regimens, the consequences of a newly identified risk or side effect, etc.  >>

If you have questions about any of these changes, Dr. [insert principal investigator’s name] will be available to answer them and to provide you additional information in order to decide if you want to continue participating in this research study.

What are your rights if you continue to take part in this study?

Continuing to be in this study is your choice.  If you agree to continue, you may withdraw from this study at any time, but before you withdraw, talk with the investigator who will help you withdraw in the safest way.  If you withdraw from the study, your decision will not result in a penalty to, or loss of, your benefits, and will not affect your access to health care.

If we learn new things during the study that may affect your health, or your willingness to continue in the study, we will tell you as soon as possible.

For general questions about the study, contact the principal investigator, [insert name], at telephone number [insert a telephone number where the subject may reach someone who is knowledgeable about the study, and update the consent form if the number changes after the subject is enrolled].
If you want to talk to someone not part of this study about your rights as a human subject, or to address concerns, complaints, or input about the study, contact the Human Protections Administrator in the Aurora Research Subject Protection Program office at 414.219.7744 or toll-free at 1.877.219.7744 (outside the Milwaukee area). 

For general information regarding Aurora Health Care’s Research Subject Protection Program, go to:  www.aurora.org/irb .  For general information regarding human subject research at Aurora Health Care, go to:  http://www.aurorahealthcare.org/yourhealth/clinicalresearch/index.asp.

Signature Section 

THIS CONSENT ADDENDUM HAS BEEN EXPLAINED TO ME BY:

  Print name and title of person obtaining consent

  Signature of person obtaining consent



Telephone


Date

I, 






, have read, or have had read to me, this informed consent document and have had my questions answered. I know that I can ask more questions any time today or in the future. I agree to take part in this research study as it is described. I have been told about the potential risks and benefits of this research study.  I have been told that I will be given a copy of this informed consent document after it has been signed but before I participate in this study. I can also ask for another copy at any time. A signed copy of this document will be put in my medical record at Aurora Health Care. Finally, I understand that the principal investigator can limit or stop me from being in this study if the principal investigator thinks it is best for me.

I will be told about new things the investigator(s) learns during the study that may affect my health, or my willingness to stay in the study, as soon as possible. If I want to have this information sent to my personal doctor, I should tell the principal investigator. I can ask the principal investigator to send me a copy of the results of this study when they’re published.

  Signature of subject









Date

  Signature of witness [Use only if appropriate**]





Date

**The signature of a witness is not required when the subject reads and is capable of understanding the consent document, as outlined in 21 CFR 50.27(b)(1). When the subject is unable or has no opportunity to read the consent document to verify the accuracy and completeness of the information provided, the signature of a witness is required, 21 CFR 50.27(b)(2). The intended purpose is to have the witness present during the entire consent interview and to attest to the accuracy of the presentation and the apparent understanding of the subject.
LEGALLY AUTHORIZED REPRESENTATIVE/COURT APPOINTED GUARDIAN/HEALTH CARE AGENT under Patient’s Power of Attorney for Health Care (executed copy of Power of Attorney for Healthcare must be verified). 

  Signature




Print name and relationship to patient

Date

DOCUMENTATION OF RISK/BENEFIT/ALTERNATIVES DISCUSSION

An investigator in the research study must conduct the consent interview unless he or she delegates his or her responsibility for conducting the informed consent interview to another individual who is both knowledgeable about the research study and under the investigator’s direct supervision. However, if the research study involves a medical treatment or intervention in which consent is normally obtained in the clinical setting, and the medical records will be maintained at an Aurora facility, state law requires documentation that a physician [who is the principal investigator or a sub-investigator in the study] has informed the patient [subject] about the availability of all alternate, viable medical modes of treatment and about the benefits and risks of these treatments.  It is the Aurora RSPP’s and IRB’s position such discussion should take place prior to the initiation of any research related activity, and any attempt to delegate this responsibility to another individual (e.g., a non-physician study coordinator) would constitute a breach of the physician’s duty to provide informed consent under state law. However it is ultimately the principal investigator’s decision. 
This is to verify that I, (print name) 







 have explained to and discussed with the subject, or the subject’s Legally Authorized Representative, Legal Guardian, Health Care Agent, or Parent, as appropriate, the following items related to the above procedure(s) before the initiation of the research-related intervention:

· The nature of the research

· Potential risks, benefits, drawbacks

· Potential problems related to recuperation (if applicable)

· Possible results of research

· Known side effects or complications of the research

· The availability of all alternate viable modes of treatment and the benefits and risks of such treatments, if applicable).

SIGNATURE and TITLE of individual providing this information



DATE
A SIGNED COPY OF THIS FORM MUST BE FILED IN THE INSTITUTION’S PATIENT MEDICAL RECORD� (if applicable). The original must be kept in the investigator’s research records.  
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�The study title listed here should match the protocol and submission application titles.  Do NOT include sponsor information (name, address, etc.) below the study title.  Sponsor information should be listed in the “Who is sponsoring this study?” section.





� Please delete this section if you have not indicated on the IRB submission application that you intend to enroll decisionally-incapacitated individuals or other individuals who are unable to provide legal informed consent.
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