
Informed Consent Document (ICD) -- Instructions

The Informed Consent Process: Informed consent is an educational and informative process that requires specific elements of information.  The IRB may waive some or all of the elements, when appropriate.  In addition, either an informed consent document or a short form requiring the signature of a witness to the process must document the informed consent process.  Like the elements, the IRB may also waive or alter the documentation requirement.  

Types of Informed Consent Documentation:  When the IRB requires documentation of informed consent, it may require one or more of the following types of documentation, dependent upon the intended research population: 

1. Adult (18 and older) Informed Consent Document – this document should only be used in obtaining informed consent from those individuals that are 18 and older and who can legally consent for the participation in research.  

2. Parental/Guardian Informed Consent Document – this document should be used in obtaining informed consent from a parent or guardian of a child or an adult individual who cannot legally give consent for participation in the research. The guardian must be a court appointed legal guardian or durable power of attorney for healthcare.  *NOTE: This informed consent MUST be obtained prior to approaching the potential subject.   

3. Child (12 – 17) Assent Document -- this document may be similar to the adult informed consent document; however, it should be titled as an Assent Document.  This Document is typically utilized in obtaining Assent from children ages 12 – 17.  

*NOTE: Informed consent must first be obtained from the child’s parent or legal guardian before Assent may be obtained from the child. 

4. Child (7 - 12) Assent Document – this document should be used when obtaining assent (agreement by an individual not able to legally give consent) from children ages 7 – 12 or adults who cannot legally give informed consent for research participation. 

5. Assent Script - an assent script is used when the IRB determines that written assent is appropriate for a certain group of subjects such as children under 7 years of age or individuals that are cognitively impaired.  The script should include all of the elements of informed consent, which apply to the research, but should be presented at the appropriate level of understanding to the subjects.  Also, it may be appropriate to develop dissent procedures to guide the individual obtaining assent in identifying when “no” means “no”.    The IRB application should include details regarding this.  Template language can be accessed via the IRB website at http://www.mc.vanderbilt.edu/irb/templates/.

6. Short Form – a short form is a written consent document that states the IRB-approved elements of informed consent have been presented orally to the subject or the subject's legally authorized representative. In addition, the IRB must approve a written summary or script of what is to be said to the subject or the representative. Some Principal Investigators find it easy to simply use the body of a written informed consent document as the summary, but this is not always required.  *NOTE: Use of this method requires that a witness be present to the oral presentation. When the person obtaining consent is assisted by a translator, the translator may serve as the witness. Once the oral presentation is complete, the subject or the subject’s legally authorized representative should only sign the short form, but should also be given a copy of both the IRB approved stamped short form and the written summary.  The witness/translator must sign both the short form and the written summary.  The person obtaining informed consent must only sign a copy of the summary. 

The IRB has standard template informed consent, assent, and assent script language for use when preparing your method of documenting informed consent. The IRB Committee will make the final determination regarding the appropriateness of each document.

Appropriate Reading Levels

It is important to remember that any variation of the informed consent document be written in a language that is understandable to the potential subject, preferably, at a sixth to eighth grade comprehension level. To produce materials that will be understandable to a general audience, the IRB suggests the following guidelines: 

· Pick short words – two syllables or fewer;

· Create short sentences; this makes you write more simply;

· Use short paragraphs – limit each paragraph to one idea;

· Pick simple language.

Readability testing measures the approximate level of education needed to understand printed materials.  Most of the formulas used to test how readable an item is, take into account the difficulty of the words being used and the length of sentences.  Short sentences and words of two syllables or fewer make materials easier to read.

The Office of Cancer Communications with the National Cancer Institute (NCI) reviewed 12 readability formulas and chose the SMOG grading system for testing on its own materials because it is both easy to understand and accurate.  For common replacement words and more information go to: http://www.harrymclaughlin.com/SMOG.htm.  Here is how the SMOG system is used:

1. Pick ten consecutive sentences near the beginning, in the middle, and at the end of the material (30 sentences total).

2. Count the words that have three or more syllables, including repeats of those words.

3. Using the following conversion numbers listed, find the approximate grade level that a person must have reached to understand fully the text being examined (the grade will be ± 1.5 grades).

	WORD COUNT
	GRADE LEVEL
	WORD COUNT
	GRADE LEVEL

	0 – 2
	4
	73 – 90
	12

	3 – 6
	5
	91 – 110
	13

	7 – 12
	6
	111 – 132
	14

	13 – 20
	7
	133 – 156
	15

	21 – 30
	8
	157 – 182
	16

	31 – 42
	9
	183 – 210
	17

	42 – 56
	10
	211 – 240
	18

	57 – 72
	11
	73 – 90
	12


Non-English Speaking Subjects
The informed consent process must be presented in a language that is understandable to the subjects.  For those individuals that do not speak English, it is important to have a translated informed consent document and/or a short form that has been translated. If a translated informed consent document is submitted, the following documents are also required:

1. A copy of the non-English consent form(s) which must be translated by someone not associated with the study.  
2. The VUMC Translator Declaration Form that can be located on the IRB website at http://www.mc.vanderbilt.edu/irb under “IRB Forms”. 
3. A copy of the IRB application which indicates appropriate information regarding how non-English speaking participants will be consented.
If the individual obtaining informed consent cannot communicate with the subject, an interpreter must be available during the informed consent process. The Office of Patient Affairs at Vanderbilt University Medical Center offers an interpreter service for individuals needing assistance in communicating with patients.  This office may be reached at 615-936-0837.

The Office of Human Research Protections (OHRP) and the U.S. Food and Drug Administration (FDA) have several guidance documents which can help you in designing your informed consent process.

	Informed Consent Checklist (9/98)
	http://www.hhs.gov/ohrp/humansubjects/assurance/consentckls.htm


	Informed Consent Requirements in Emergency Research (10/96)
	http://www.hhs.gov/ohrp/humansubjects/guidance/hsdc97-01.htm

	Informed Consent Tips (3/93)
	http://www.hhs.gov/ohrp/humansubjects/guidance/ictips.htm

	Informed Consent – Non-English Speakers (11/65)
	http://www.hhs.gov/ohrp/humansubjects/guidance/ic-non-e.htm

	Informed Consent – Legally Effective and Prospectively Obtained (OPRR Report 93-03)
	http://www.hhs.gov/ohrp/humansubjects/guidance/hsdc93-03.htm

	Exculpatory Language in Informed Consent Documents
	http://www.hhs.gov/ohrp/humansubjects/guidance/exculp.htm

	A Guide to Informed Consent – FDA Fact Sheets
	http://www.fda.gov/oc/ohrt/irbs/informedconsent.html


Itemized Informed Consent Instructions 
*NOTE: If some of the elements of informed consent do not apply to your research, simply omit the element and provide a rationale to the IRB for the omission.  

Beginning Paragraph of Sample ICD: A statement that the study involves research. This element is included in the opening paragraph of the informed consent document template.  This paragraph also documents the subject’s participation is voluntary and outlines his/her rights as a participant in this study.  The statement, "You may choose not to participate and receive alternative treatments without affecting your healthcare/services or other rights." should be included for therapeutic/treatment studies. 

(Purpose of the study. Explain why the subject is being asked to participate.  Insert a summary of the proposed research project, using non-technical language that is understandable by non-scientific individuals.  The summary should include an explanation of the purpose, objectives, and a brief description of procedures regarding the study. In addition, the expected national study and local PI accrual numbers should be provided (e.g., The national accrual goal for this project is 900.  [PI Name] plans to enroll 100 of those 900.).  

Conflict of Interest Disclosure Language.  If any investigator listed in the IRB form has a “significant financial interest” or "non-significant financial interest", a disclosure statement, should be included in the consent form.  Current approved template language may be accessed via the IRB website. 

(Procedures to be followed and approximate duration of the study.  Identify and describe the procedures that will be done solely for research purposes, as well as those procedures that are considered standard of care and are performed as part of this study.  In addition, indicate who will be responsible for the costs associated with these procedures. Identify any procedures that are investigational (Non-FDA approved). Also include the expected duration of participation.  The following topics have approved template language that may be appropriate for this section and can be accessed via the IRB website at http://www.mc.vanderbilt.edu/irb/templates/.

Phase I FDA Informed Consent Language. This language is suggested for use in consent forms for Phase I dose escalation and pharmacokinetics studies. The language can be modified to fit the specific study.  If the dose escalation scheme or blood draws for pharmacokinetics are complicated, a table can be inserted into the consent form.

Genetic Screening “Rider".  This template language should be attached behind the signature page of the primary study consent form and be included in the consecutively numbered pages of the consent (i.e., primary consent page 1 of 5, 2 of 5, 3 of 5, genetic screening rider pages 4 of 5 and 5 of 5). If the study is primarily designed for genetic testing, this template language should be included in the primary consent form rather than be presented as a rider.

(Expected Costs. If applicable, insert an explanation of any costs to the participant that may result from his/her involvement in the research study. The informed consent template contains the cost language that should be utilized. If there is additional cost information that would aid participant understanding, please add this information to this section where prompted.
(Description of the discomforts, inconveniences, and/or risks that can be reasonably expected as a result of participation in this study.  Provide a description of any reasonably expected risks, discomforts, or inconveniences that the participant may encounter as a result from participation in this study (e.g., time required for visits, completion of questionnaires, procedures to be done, etc.) including those procedures that are considered standard of care and are performed as a part of this research study.  The anticipated side effects may be described as common, those occurring > 10%; uncommon, those occurring < 10%; and of those, indicate which are serious and/or life-threatening. The following topics have approved template language that may be appropriate for this section and can be accessed via the IRB website at http://www.mc.vanderbilt.edu/irb/templates/.

Risks of Radiological Procedures. The risks of radiation exposure must be described in the consent form in lay terms.  Complete and insert the appropriate template language into the consent form if radiation exposure is a risk of study participation.

MRI and fMRI Procedure Language. This language may be incorporated in all consents for studies that include an MRI or fMRI.

Drug Interaction Comments. This language may be used when describing to a participant the importance of notifying the study staff when taking other medications while on study.

Lidocaine Risks. There is template for both oral and IV administration of Lidocaine.

(Unforeseeable risks.  When appropriate, include a statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may be pregnant), which are currently unforeseeable. The following topics have approved template language that may be appropriate for this section and can be accessed via the VU IRB website at http://www.mc.vanderbilt.edu/irb/templates/.

Pregnancy Template Language.  This statement should be included in consent forms if there is a risk to either the mother or fetus sufficient to exclude pregnant women from participation and avoid pregnancy or fathering a child during the course of the study. This language should be modified as appropriate to the research.  For example, if there is not a risk from fathering a child while participating, that language should be excluded. There are also statements to be included in the Children 12-17 year old assent document and the parental/guardian consent.

High-Risk Template Statement for Adult Consent Form.  This statement can be added if subjects are at high risk for complications or side effects because of their underlying condition or disease (e.g., HIV patients, cancer patients, etc.).  There are also variations of this statement for the use in assent documents and parental/guardian consents.

(Compensation in case of study-related injury: There are two template language examples from which to choose, if injury should occur.  One template is for research involving greater than minimal risk and is required.  The second template is for research involving minimal risk and is only to be used when appropriate.  The current recommended participant injury language (Adverse Event/Immediate Necessary Care Language) for Minimal Risk and Social/Behavioral Sciences and DoD studies may be accessed via the IRB website at http://www.mc.vanderbilt.edu/irb/templates/.

Note: Should there be any changes in the Clinical Trials Agreement that may alter the language submitted for approval to the IRB, it is the PI’s responsibility to make the necessary changes/corrections to the informed consent and submit to the IRB.
(Anticipated benefits from this study.  Please provide a description of any benefits to the subject or to science and mankind that may result from participation in this study.  (Monetary compensation is NOT a benefit.)  

NOTE:  The potential benefits of research must justify the risks to human participants.  Some risks may not be reasonable, no matter how important the potential benefits.  The risk/benefit ratio of the research must be at least as favorable for the participants as that presented by standard treatments for their condition.  When comparing the risk/benefit ratio of research with that of available alternatives, the alternatives of doing nothing or “watchful waiting” should be included in the analysis. 

(Alternative treatments available.  Provide a description of any alternative procedures or treatments that may be available to participants should they choose not to participate (e.g., standard of care, not participating, continued monitoring, etc.).
(Compensation for participation.  Describe any plans for compensating participants for the time and inconvenience of participating in the research study. Describe plans for compensating participants who withdraw prior to study completion (pro-rate).  If compensation will be greater than or equal to $600.00, include the current template language that may be accessed via the IRB website at http://www.mc.vanderbilt.edu/irb/templates/.
(Circumstances under which the Principal Investigator may withdraw the participant from the study.  If applicable, insert a statement regarding any anticipated circumstances under which the Principal Investigator without regard to the participant’s consent may terminate the individual’s participation. Inform the participant if he/she is withdrawn, he/she will be told the reason why.
(What happens if the participant chooses to withdraw from the study.  If applicable, insert a statement regarding the consequences of a participant’s decision to withdraw from the research study and procedures for orderly termination of participation (e.g., stopping of medication, follow- up visits, etc.).

(Contact information.  Provide an explanation of whom to contact for answers to pertinent questions.  The Participant should be provided names and phone numbers of whom to contact for questions regarding the study and whom to contact if they experience an adverse event or unanticipated problem.  In addition, participants must be informed of whom to contact for additional information about giving consent or their rights as a participant in the study, therefore the ICD should include the Institutional Review Board Office contact numbers (615) 322-2918 and toll free number (866) 224-8273.
(Confidentiality Information.  Provide an explanation how records and data/specimens will be stored and maintained and who will have access. Describe any study specific issues that may increase the risk of breach of confidentiality. Be sure to address both hard copy and electronic data storage and maintenance, as applicable. See the description and examples in the IRB application, question #22J. 
(Privacy of Protected Health Information.  The appropriate privacy template language is dependent upon whether the study uses or discloses protected health information (PHI).  PHI is defined as individually identifiable health information that is or has been collected or maintained by VUMC, and can be linked back to the individual participant. Once this has occurred, use or disclosure of such information must follow federal privacy guidelines. 

For protocols “NOT” using or disclosing protected health information (PHI), insert the age appropriate standard “Privacy Language” or “Privacy and Confidentiality Language for Minors” template language in item #14. Include your study specific information within the italicized brackets. Examples of who may have access to the participant’s research records are the: Sponsor or its representatives, Investigator and his/her staff, Department of Health and Human Services, Department of Education, etc. The “Privacy Language” template can be located at http://www.mc.vanderbilt.edu/irb/templates/.

For protocols using or disclosing protected health information (PHI), insert the “Privacy Language” template language in item #14. For minors, use the age appropriate template language from the template titled “Privacy and Confidentiality Language for Minors.” Include your study specific information within the italicized brackets. The “Privacy Language” and “Privacy and Confidentiality Language for Minors”
template can be located at http://www.mc.vanderbilt.edu/irb/templates/. Additional template language that may be appropriate for this section can be accessed via the IRB website at http://www.mc.vanderbilt.edu/irb/templates/. 

HIV Language.  If HIV Testing is supported by the Public Health Services as part of this research, individuals whose test results are associated with personal identifiers must be informed of their own test results and provided the opportunity to receive appropriate counseling unless an exception exists. The IRB Approved Template Language should be used in these cases.

Dissent Procedures.  This language may be included in social and behavioral sciences studies involving children under age 7 or children of any age who have a major developmental delay or other significant deficiencies in expressive vocabulary.  Because these children may not have the same ability to express their desire to withdraw, investigators are urged to rely on dissenting behaviors.  This language may be modified to fit study procedures.  Current approved template language may be accessed via the IRB website.
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