UNIVERSITY HOSPITALS CASE MEDICAL CENTER

CONSENT FOR INVESTIGATIONAL STUDIES

Project Title: 
Principal Investigator: (Only a single principal investigator should be listed) 


Consent Form Guidelines: 

Use simple language targeted at an 8th grade reading level.  

Avoid scientific and technical terms.  

Consent forms written in the second person are preferred, but first person is allowed. For studies enrolling children, please use the second person pronoun and include the statement, “You/Your Child, hereafter referred to as You” at the beginning of the consent form. Pronoun use must be consistent throughout the consent.  

Use more than one consent form, if appropriate, and add a qualification to the title to identify the target population.  

Carefully proofread the consent form for typographical errors.

Consent Form Format: 

Use font size 12 point or larger and no more than 6 lines per inch.

Use reasonable margins and include a blank line at the bottom of the header and the top of the footer to keep them separated from the text.

Consent Form Header: 

Add the protocol title and principal investigator name to the header box.  

The header must appear on all pages of the consent form.

Consent Form Footer: 

Include page number in “Page X” or “Page X of Y” format.  

The inclusion of a version date and/or version number is encouraged but not required.  

The use of a line for the subject’s initials is optional.
This is the UHCMC standard research consent language and is required on all written consent forms unless waived by the IRB.  The only investigator changes allowed to the standard research consent language are the following:

1. Type font and size may be changed to match the rest of the consent form but font size may not be less than 12 pt.  

2. Margins and justification may be changed to match the rest of the consent form.  

3. Pronouns may be changed to 1st person to match the rest of the consent form.

4. If the study is not being regulated by the FDA, you may delete the sentence: “If this study is regulated by the Food and Drug Administration (FDA), there is a possibility that the FDA might inspect your records.”
5. The signature lines that are appropriate for the consent form need to be selected from the UHCMC standard research language options. 
Summary of your rights as a participant in a research study

Your participation in this research study is voluntary.  Refusing to participate will not alter your usual health care or involve any penalty or loss of benefits to which you are otherwise entitled.  If you decide to join the study, you may withdraw at any time and for any reason without penalty or loss of benefits.  If information generated from this study is published or presented, your identity will not be revealed.  In the event new information becomes available that may affect the risks or benefits associated with this study or your willingness to participate in it, you will be notified so that you can decide whether or not to continue participating.  

Authorization to Use and Disclose your Information

You authorize [insert:  the Principal Investigator and other investigators, UHCMC, Physician Practice Group, Case Western Reserve University] and their employees to use and disclose information concerning you and your identity, medical history and information collected during this study for the following purposes:  [insert].  Such information may also be disclosed or used by others involved in or overseeing the study including the UHCMC Institutional Review Board, the study sponsor and its agents, as well as U.S., European, your and other governmental, regulatory and accrediting agencies. Foreign laws governing privacy, use and disclosure of health information may provide less protection than the laws of your country.  Once disclosed your information may be redisclosed by others who are not required to maintain the privacy of your information.  You may withdraw authorization to collect additional information about you at any time by writing to the local Principal Investigator, but information already collected may be continue to be used and disclosed. This authorization has no expiration date. 

Contact information

________________________________________ has described to you what is going to be done, the risks, hazards, and benefits involved. The researchers conducting this study are _________________. You may ask any questions you have now. If you have any questions, concerns or complaints about the study in the future, you may contact them at _______________________. 

If the researchers cannot be reached, or if you would like to talk to someone other than the researcher(s) about; concerns regarding the study; research participant’s rights; research- related injury; or other human subject issues, please contact University Hospitals Case Medical Center’s Chief Medical Officer at (216) 844-3695) [add equivalent international site contact person]; or write to: The Chief Medical Officer, The Center for Clinical Research, University Hospitals Case Medical Center, 11100 Euclid Avenue, Lakeside 1400, Cleveland, Ohio, 44106-7061 [add address of equivalent  international site contact person].
Signature

Signing below indicates that you have been informed about the research study in which you voluntarily agree to participate; that you have asked any questions about the study that you may have; and that the information given to you has permitted you to make a fully informed and free decision about your participation in the study.  By signing this consent form, you do not waive any legal rights, and the investigator(s) or sponsor(s) are not relieved of any liability they may have.  A copy of this consent form will be provided to you.

[Add the appropriate signature block from the choices below.  Do not start the signature block on a new page unless this page is full.] 
[Signature format for studies enrolling only adults]

_________________________________ Date________    __________________________________ 

Signature of Participant                                                         Printed Name of Participant

If participant does not have the capacity to consent: 

_________________________________ 

Date________ 
Signature of Legally Authorized Representative (LAR)

__________________________________________



Printed Name of Legally Authorized Representative (LAR)




Or if LAR is “Next of Kin”, complete the below: 

I attest that I am the “Next of Kin” for _______________________ (Print Participant’s Name)

Relationship to Participant: 
_________________________

_______________________________________ 

Date_________

Signature of “Next of Kin” acting as LAR
_________________________________ Date________    ___________________________________

Signature of Person Obtaining Consent                                 Printed Name of Person Obtaining Consent

(Must be study investigator or individual who has been designated in the Checklist to obtain consent.)

_________________________________ Date________    ___________________________________
Signature of Principal Investigator 



Printed Name of Principal Investigator

(Affirming subject eligibility for the Study and that informed consent has been obtained.)
[Signature format for studies enrolling only children where the IRB has determined that the permission of one parent is sufficient]

__________________________________    ___________________________________________

Printed Name of Participant                            Child’s Signature if this form is used to obtain assent

_________________________________ Date________    _____________________________
Parent or Legal Guardian signature                                       Relationship to Child 

_________________________________ Date________    _____________________________

Signature of Person Obtaining Consent                                 Printed Name of Person Obtaining Consent

(Must be study investigator or individual who has been designated in the Checklist to obtain consent.)

_________________________________ Date________    _____________________________

Signature of Principal Investigator 



Printed Name of Principal Investigator

(Affirming subject eligibility for the Study and that informed consent has been obtained.)
[Signature format for studies of children, where the IRB has determined that the permission of one parent is not sufficient unless the other parent is deceased, unknown, incompetent, not reasonably available, or only one parent has legal responsibility for the care and custody of the child.]
__________________________________    ___________________________________________

Printed Name of Participant                            Child’s Signature if this form is used to obtain assent

_________________________________ Date________    _____________________________
Parent or Legal Guardian signature                                       Relationship to Child 

_________________________________ Date________    _____________________________

Signature of Person Obtaining Consent                                 Printed Name of Person Obtaining Consent

(Must be study investigator or individual who has been designated in the Checklist to obtain consent.)

_________________________________ Date________    _____________________________
Second Parent signature                                                         Relationship to Child 

_________________________________ Date________    _____________________________

Signature of Person Obtaining Consent                                 Printed Name of Person Obtaining Consent

(Must be study investigator or individual who has been designated in the Checklist to obtain consent.)

 SEQ CHAPTER \h \r 1If only one parent can sign this consent, indicate the reason that applies to the other parent.


(    ) deceased


(    ) unknown


(    ) legally incompetent


(    ) no legal responsibility for the care and custody of the child


(    ) not reasonably available - indicate why ________________________________



(acceptable reasons for this category must not be based on convenience)

_________________________________ Date________    _____________________________

Signature of Principal Investigator 



Print Name of Principal Investigator

(Affirming subject eligibility for the Study and that informed consent has been obtained.)
Version date: 4/2007 
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