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INSTRUCTIONS FOR INFORMED CONSENT TEMPLATE


Please refer to the UHCMC IRB policy: Informed Consent for additional information regarding the informed consent process.  The information presented in this template is designed to act as a general guide for developing an effective research consent document.  

The UHCMC IRB has the following consent form requirements: 

Format
· Use 12 point or larger font size with no more than 6 lines per inch.

· Use reasonable margins on all sides of the document

· Include page number and total pages in the center of the footer  (e.g., page 1 of 2)

· Use of a “version date” in the bottom left corner is now required.  This date should be changed every time revisions are made to the text of the consent form to differentiate the text from previously approved versions.

· List only one Principal Investigator in the top header

· Use of a line for subject initials on every page is optional

· Inclusion of HIPAA language (Privacy of Protected Health Information) is highly recommended but not required

Language/style
· Use simple language targeted at an 8th grade reading level.  

· Avoid scientific and technical terms.  When such terms are used, please be sure to define the terms.
· Define all acronyms prior to use.

· Consent forms written in the second person are preferred, but use of first person is allowed. Pronoun use must be consistent throughout the consent document.  

· 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. 

· 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.
Standard Research Consent Language

The last four paragraphs of the consent document (Summary of Your Rights as a Participant in a Research Study, Disclosure of Your Study Records,  Contact Information, Signature Block) is UHCMC Standard Research Consent Language  (SRCL) 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:

· If the rest of the consent is written in first person, pronouns must be changed to first person to match the rest of the consent form.

· In the section “Disclosure of Your Study Records”, 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.” 
· In the section “Contact Information”, please insert the name and the phone number for the Principal Investigator as instructed in red.
· The signature lines that are appropriate for the consent form need to be selected from the signature block options listed at the end of the consent form.  Please use only ONE options. 
· If you wish to enroll individuals who do not have the capacity to provide informed consent, please use the appropriate signature block.  Also please be sure this is clearly stated and justified in the research plan.
!!NOTE!!   Once the UHCMC IRB has approved your consent document for use, you will receive a “stamped” version that will contain a stamp from the IRB indicating the IRB number and the expiration date of the document.  Copies of the stamped, currently approved version must be used when obtaining written consent from subjects.  Failure to do so may result in an allegation of non-compliance with human subject protections by the UHCMC Office of Research Compliance.

	IRB approval
	

	


Introduction/Purpose

[INSERT INTRODUCTION/PURPOSE INFORMATION HERE]

Study Procedures

[INSERT STUDY PROCEDURE INFORMATION HERE]

Risks

[INSERT RISK INFORMATION HERE]

Benefits

[INSERT BENEFIT INFORMATION HERE]

Alternatives to Study Participation

[INSERT ALTERNATIVES INFORMATION HERE]

Financial Information

[INSERT FINANCIAL INFORMATION HERE]

Confidentiality

[INSERT CONFIDENTIALITY INFORMATION HERE- NOTE THIS IS NOT THE SAME THING AS HIPAA AUTHORIZATION]

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.  If you experience physical injury or illness as a result of participating in this research study, medical care is available at University Hospitals Case Medical Center (UHCMC) or elsewhere; however, UHCMC has no plans to provide free care or compensation for lost wages.
Disclosure of your study records

Efforts will be made to keep the personal information in your research record private and confidential, but absolute confidentiality cannot be guaranteed.  The University Hospitals Case Medical Center Institutional Review Board may review your study records.  If this study is regulated by the Food and Drug Administration (FDA), there is a possibility that the FDA might inspect your records. In addition, for treatment studies, the study sponsor and possibly foreign regulatory agencies may also review your records. If your records are reviewed your identity could become known.

Contact information

________________________________________ has described to you what is going to be done, the risks, hazards, and benefits involved. The Principal Investigator [INSERT NAME OF PRINCIPAL INVESTIGATOR] can also be contacted at [INSERT PI CONTACT NUMBER]. If you have any questions, concerns or complaints about the study in the future, you may also contact them later.
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 call the University Hospitals Case Medical Center’s Research Subject Rights phone line at (216) 983-5633 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.

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.

[INSTRUCTIONS FOR SIGNATURE BLOCK: ONCE YOU FIND THE SIGNATURE BLOCK THAT APPLIES TO YOUR STUDY, DELETE THE OTHER SIGNATURE BLOCKS, EXCEPT FOR THE “Study personnel” BLOCK.  BE SURE TO DELETE THE RED TEXT AS WELL]
[USE THIS FOR STUDIES ENROLLING ADULTS]
	x
	

	Signature of Participant                                                                                           Date

	x
	

	Printed Name of Participant


[USE THIS FOR STUDIES ENROLLING DECISIONALLY IMPAIRED ADULTS]

	x

	

	Signature of Participant                                                                                           Date

	x

	

	Printed Name of Participant

	If participant does not have the capacity to consent and protocol is approved for inclusion

	x
	

	Signature of Legally Authorized Representative (LAR) or Next of Kin                  Date

	x
	

	Printed name of Legally Authorized Representative (LAR) or Next of Kin                  

	If Next of Kin, please mark ONE relationship from list below (in decending order of priority): 

	
	Spouse
	
	Adult Child
	
	Custodial Parent
	
	Adult Sibling
	
	Adult relative (related by blood or adoption)


[USE THIS FOR STUDIES ENROLLING MINORS where the IRB has determined ONE PARENT SIGNATURE is sufficient]

	x
	

	Signature of Participant                                                                                           Date

	x
	

	Printed name of minor if used to obtain assent



	x
	

	Signature of Parent/Legal Guardian                                        Date

	x
	

	Printed name of Parent/Legal Guardian 

	x
	

	If Legal Guardian, indicate relationship to child




[USE THIS FOR STUDIES ENROLLING MINORS where the IRB has determined TWO PARENT SIGNATURE are required]

	x
	

	Signature of Participant                                                                                           Date

	x
	

	Printed name of minor if used to obtain assent


	x
	

	Signature of Parent/Legal Guardian                                                                       Date

	x
	

	Printed name of Parent/Legal Guardian 

	x
	

	If Legal Guardian, indicate relationship to child

	x
	

	Signature of second parent                                                                                    Date

	x
	

	Printed name of second parent

	If unable to obtain second parent signature, indicate why: (mark one)

	
	Deceased
	
	Unknown
	
	Legally incompetent
	
	No legal responsibility for care/custody of child


Study personnel(only individuals designated on the checklist may obtain consent)
	x
	

	Signature of person obtaining informed consent                                                    Date

	x
	

	Printed name of person obtaining informed consent 

	x
	

	Signature of Principal Investigator                                                                         Date

	x
	

	Printed name of Principal Investigator                                                                         
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