
	[image: image1.jpg]THE UNIVERSITY OF

TOLEDO

1872




The University of Toledo

Department for Human Research Protections                                                               

And Office of Institutional Review Boards

(FWA00010686)



	Instructions for Writing An Adult Informed Consent Form or Combination Informed Consent Form and Authorization for Use and Disclosure of Protected Health Information 


The UT Biomedical IRB consent form template contains all required elements of informed consent required by federal regulations (45 CFR 46 and 21 CFR 50) along with the required language for a participant to authorize use and disclosure of protected health information (PHI) as defined by HIPAA (45 CFR 160 and 164) regulations.  Except where noted, informed consent forms must contain all sections included in the template.  If you believe that your research qualifies for a waiver of the requirement to obtain authorization for use and disclosure of PHI, please contact the IRB office to discuss acceptable alternative wording regarding confidentiality in addition to completing the Waiver of Authorization Request form found on the IRB Web page.

Individuals conducting research in conjunction with UT collaborative sites and associated IRBs should contact the IRB office to obtain special instructions for preparing and submitting consent, authorization and assent documents.  Individuals using Western Institutional Review Board (WIRB) must use the current UT IRB/WIRB approved consent form template.  WIRB’s web address is http://www.wirb.com/.

Instructions for Writing Informed Consent Forms:

1. General Content: You must follow the format provided in the UT Biomedical IRB’s consent form template.  Information in the template that appears in regular type must be included as is.  In particular, the wording that appears in regular type in the “Confidentiality" section includes required language for individual authorization for use of PHI and may not be altered without prior review and permission of the IRB.  In all sections, the Principal Investigator must complete information typed in italics, as it is information specific to the particular research study.

2. Formatting: 
a. Each page of the consent form must be numbered in the middle of the footer in the following format: page 1 of 4, page 2 of 4, etc. (Please do not place in either corner of the footer as these areas are reserved for the EMR bar code and the IRB approval stamp.)
b. Once an IRB number has been assigned, the researcher must type the number in the upper right corner of the header on every page of the form.
c. A version date must be typed in the upper right hand corner of the header under the IRB number for every page of the form.
d. Provide an adequate amount of space in the bottom margin of each page for the application of the EMR bar code (left side) and the IRB approval stamp (right side). 
e. Use at least an 11-pt standard font for the consent form. Please use a standard font type such as Arial or Times New Roman so that it is easy to read.
f. Before printing the completed consent form, you will need to adjust the text layout so that section headings appear on the same page as the text in that section.  This is very important for readability.  
g. All text from "Offer to Answer Questions" to the end of the document must appear on the same side of the same page when the document is printed.  This also applies to consent and assent forms that are reviewed by WIRB.
h. Consent and assent forms must be printed double-sided. This often will eliminate the problem of the signature section “standing alone.”  
i. For consent forms with an odd number of pages, insert an additional page labeled "NO TEXT THIS PAGE" as the second page of the form before copying or printing the entire form double-sided.  This page must include a page number and have the IRB number typed on it as well. This also applies to consent and assent forms that are reviewed by WIRB.

3. Title of Research Study: The protocol title listed on the consent form should match that on the IRB application.  If the research is industry-sponsored, the protocol title on the consent form and IRB application must match the company’s or research group’s (ECOG, ATCG, etc.) protocol title and must include the sponsor’s protocol number in parenthesis following the project title.
4. Names and Contact Information: The Principal Investigator must be listed by first and last name on the first page of the consent form.  Students and non-UT researchers cannot be a Principal Investigator (P.I.) on an application to the UT IRB.  Other individuals who will be obtaining informed consent or who will have other contact with the participants for the purpose of the research may be listed on the first page of the consent form as well.  All names of individuals must be followed by his/her credentials, role in the research (i.e. P.I., Sub-Investigator, Research Coordinator, etc.) and must be followed by the telephone number (including area code) at which the research staff can be reached 24 hours a day, 7 days per week.  

5. Language and Content:
a. The language used in the consent form must be non-coercive and written so that it is understandable to a lay person who reads at a 6th grade level.  This means that:

· medical jargon and technical terms should not be used unless followed by a description in lay terms; 
· initials and/or abbreviations should be explained; 
· sentences should be short and concise; 
· words with three or more syllables should be avoided whenever possible; 
· paragraphs and sections should have a blank line between them; 
· the first section labeled "What you should know about this research study" should have the information in it bulleted; and

· sections of the forms should be labeled, etc.  

b. The consent form should be in the participant’s native language or should be translated clearly to ensure understanding.  Tables and/or a bullet point format may be used to enhance clarity and facilitate explanation of information.  

c. If informed consent will be obtained in a language other than English, please include a copy of the original IRB reviewed and approved English consent form, a copy of the consent form translated into the foreign language, as well as a copy of the translated consent form re-translated back into English.  These 3 versions of the document must be submitted to the IRB with written documentation from a translator confirming that the translation is accurate and complete.  
d. Information presented in the consent form must be consistent with the information presented in the IRB reviewed and approved protocol, and all study-related materials including any investigator’s brochure, contracts, indemnification agreements, or grants associated with the research. 

6. Confidentiality Section: You may not revise, delete or add text to the "Confidentiality" section and the signature page of the consent form without prior review and permission by the IRB.  Please call the IRB office if you feel that these sections must be altered for your research.  Note that if you delete any of the required HIPAA Privacy Rule language in this section, you also must complete and submit a Request for Waiver of Individual Authorization for Use and Disclosure of Protected Health Information (an IRB form).
7. Consistency Between Consent Form and Sponsor’s Documents: For industry-sponsored projects, information in the consent form must be consistent with the information in the contract and any related indemnification letter or agreement reviewed and signed by the Vice President for Research Administration of The University of Toledo or other authorized UT administrative representative and the sponsor. A copy of the signed and dated indemnification statement from the sponsoring company, either as part of the executed contract or as a separate letter, signed and dated by an authorized official of the sponsor and the appropriate individual at UT, must be reviewed by the UT IRB.  Please note that the UT IRB may request additional information or request modifications to the consent form based on the final language regarding indemnification.  Final approval to begin enrollment cannot occur until the contract is executed and the IRB has given final, written approval for the protocol and all related documents including the consent form.

8. Multi-Site Studies: If there are multiple local performance sites that are engaged in research (for example, St. Vincent Mercy Medical Center, The Toledo Hospital, etc.), these must be listed on the first page of the consent form and the UT researcher for that site must be identified. A copy of the current IRB approval letter from the non-UT site’s IRB must be submitted along with your application to the UT IRB.  

9. Specimen Banking, Genetic Testing, and Researching Involving Persons Without Capacity To Give Informed Consent: Permission for banking of specimens, genetic testing or assent requires additional information, signature and date lines. If you are adding statements and signature lines for permission for banking of specimens, genetic testing, assent, etc., please be sure to label these sections appropriately so that a potential participant can understand their purpose and whether or not they apply to him/her. 

Other Important Information Regarding the Informed Consent Process:

1. Investigator and Staff Training: All UT faculty, staff, students and volunteers engaged in research and others engaged in research at UT through our various cooperative agreements must have completed the required human subject research and HIPAA Privacy and Security training and must have written, signed and dated verification of this on file in the IRB office.

2. IRB Approval Stamp: Consent forms used for enrolling subjects must contain the IRB approval stamp.  If you want to use department letterhead for forms, you must submit a printed consent form on letterhead to the IRB for the approval stamp. The IRB does not make any exceptions to this requirement. 
3. Joint Notice of Privacy Practices: You must provide each potential subject with a copy of The University of Toledo Medical Center’s Joint Notice of Privacy Practices along with the consent form. 

4. Subject’s Copy of Consent Form: You must provide an exact copy of the consent form signed by the subject to each participant at the time he or she signs the document. 
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