IRB # :    TITLE OF RESEARCH STUDY This needs to be on the top of the second through last page of the consent. 


DRUG RECHALLENGE INFORMED CONSENT DOCUMENT
TITLE OF RESEARCH STUDY

(Provide the information requested below and then delete this instruction.)
Sponsor assigned number:



Sponsor(s) name & address:

IRB assigned number:

Investigator(s) name & address:

Site(s) where study is being conducted:

Phone number for subjects to call for questions:

Introduction and Background Information
(Subjects who experienced an anaphylactic reaction to study medication should not be exposed to that medication again without a great deal of thought about the consequences to the subject and how the re-exposure will be conducted.  Delete this statement as you complete the informed consent document.  By deleting this statement, you are assuring the IRB that the reaction suffered by the subject was not an anaphylactic reaction or that you think that adequate measures to protect the subject are being devised and it is important enough to the subject’s well-being to risk re-exposure to the study drug.)
You may have had a bad reaction to [(study drug(s) name(s)].  Giving the same study drug again to see if you really did have a bad reaction to the drug is usually not done when we first begin to study a drug.  However, if you agree, your study doctor will give you the drug again even though you had a bad reaction.  Giving you this/these drug(s) again will only be done if there is reason to believe that you may be helped by the treatment that appears to have caused the bad reaction.  

Purpose
The purpose of this consent is to obtain your permission to give you another dose of [(study drug(s) name(s)] to determine if you have a similar reaction to [(study drug(s) name(s)] as you did the last time you took it.  Dr. (principal investigator) and the sponsor would like to collect this information to help determine if the study drug caused the reaction you had or if there might have been some other cause of your reaction.



Procedures
(Describe exactly how the subject will be rechallenged with the study drug.  Explain all precautions, such as having an emergency drug cart and resuscitation equipment readily available, you will take to ensure that the subject will not be seriously harmed by the rechallenge.)
Risks
(Describe the risks of the rechallenged such as experiencing the same bad effects as before and what might happen when a person is exposed a second time to a drug to which he/she has had a bad reaction previously.) 
Benefits

Although there may be no immediate benefit to you from signing this consent form, the information that is obtained may help Dr. (principal investigator) and the sponsor see if there is more risk than expected with the use of the study medication.  This may benefit other subjects who take this drug.
Costs

There will be no additional costs to you for participating.  All cost related to taking care of any reaction you may have will be paid by the sponsor who is asking you to take this chance.
Compensation
You will/will not (choose the correct option) be compensated for your time, inconvenience, or expenses for taking the study drug again.  (If subjects will be compensated, state how much.  Payments to study subjects must be pro-rated and distributed equally, if appropriate or distributed according to time commitment and potential discomfort for each visit.) 

Voluntary Participation

Signing this consent form is completely voluntary. You may choose not to take part at all.  If you decide not to take the study drug again or, if you decide to stop taking part at all in the study, you won’t be penalized or lose any benefits for which you qualify. 
Alternatives
The alternative to agreeing to take the study drug again is to not take the study drug again.
HIPAA Research Authorization

The Health Insurance Portability and Accountability Act of 1996 (HIPAA) provides federal safeguards for protected health information (PHI).   Examples of PHI are your name, address, and birth date. PHI may also include your medical history, results of health exams and lab tests, drugs taken and results of this research study.  Your PHI cannot be used or shared without your agreement, unless it meets one of the HIPAA exceptions.  You will be asked to sign a "Research Authorization" form. This allows the use and sharing of your PHI by those listed in the “Research Authorization.”
Confidentiality

Total privacy cannot be guaranteed.  We will protect your privacy to the extent permitted by law.  If the results from this study are published, your name will not be made public.  The following may look at your research and medical records:

· The sponsor and others hired by the sponsor to oversee the research

· The University of Louisville Institutional Review Board, Human Subjects Protection Program Office, Privacy Office and others involved in research administration at the University
· People who are responsible for research and HIPAA oversight at the institutions where the research is conducted

· Government agencies, such as: (List all that apply)

· Office for Human Research Protections (OHRP), 

· Office of Civil Rights,

· Food and Drug Administration (FDA) (include only if study involves a drug or device), and

· Others (please specify by naming organization).
· People who make sure that billing is submitted correctly. 
Security 
Your data will be kept private by (describe how the subjects data will be protected from disclosure and physically secured, i.e., locked cabinet, password protected computer or secured server, limited access, locked area).
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Contact Persons

If you have any questions, concerns, or complaints about the follow up, please contact (Name and phone number, including area code, of the researcher.  This section is mandatory for all studies.)
Research Subject’s Rights

If you have any questions about your rights as a research subject, you may call the Human Subjects Protection Program Office at (502) 852-5188.  You may discuss any questions about your rights as a research subject, in private, with a member of the Institutional Review Board (IRB).  You may also call this number if you have other questions about the research, and you cannot reach the study doctor, or want to talk to someone else. The IRB is an independent committee made up of people from the University community, staff of the institutions, as well as people from the community not connected with these institutions.  The IRB has reviewed this research study. (Do not state approved.  This section is mandatory for all studies.) 

Concerns and Complaints

If you have concerns or complaints about the research or research staff and you do not wish to give your name, you may call 1-877-852-1167.  This is a 24 hour hot line answered by people who do not work at the University of Louisville.  (This section is mandatory for all studies.) 
Acknowledgment and Signatures

Your signature below means that you agree to have the study doctor give you the study drug again and that what might happen when you take the drug again has been explained to you. This information will be given to the study sponsor.   You are not giving up any legal rights by signing this informed consent document.  You will be given a signed copy of this consent form to keep for your records. (This section is mandatory for all studies.)

___________________________________________
________________________________

Printed Name of 


Signature of Subject/Legal Representative 
Date Signed

Subject/Legal Representative      

___________________________________________
________________________________

Printed Name of Person

Signature of Person Explaining 


Date Signed
Explaining Consent Form 

Consent Form (if other than the Investigator)
___________________________________________________________________________

Printed Name of Investigator
Signature of Investigator



Date Signed

(If the investigator is not the person explaining the consent form, then the investigator must sign the Informed Consent Document within two weeks of the subject or subject’s legal representative)

LIST OF INVESTIGATORS

PHONE NUMBERS


(If the research study involves subjects that are 
minors, an “Assent to Participate for Minors” is 
required.)
HSC Approved 1/1/02





For IRB Approval Stamp











For IRB Approval Stamp








Consent version date___________
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