[image: image1.png]Colo@g

University



Institutional Review Board
 (970) 491-1553
CSU_IRB@colostate.edu  | https://www.research.colostate.edu/ricro/irb/ 
Study Title: {insert}

Principal Investigator: {insert}

The purpose of this template is to assist investigators and research personnel in creating consent documents and, where possible, to facilitate consistency across research protocols. This template includes the required elements of consent and does NOT require a signature. This can be provided to participants as a hard copy or attached to an email.
Sections of this document include instructions to provide the user with a general overview of information required in the section.  The instructions and optional text are in blue and required text is in black.  These instructions and the sample language are not intended to be comprehensive.  Investigators are encouraged to modify the template language whenever appropriate to increase the potential for subject comprehension and relevance to a specific study.  Use of the headings is strongly recommended.

DELETE THIS PAGE, ALL INSTRUCTIONS (BLUE TEXT), AND ANY NON-APPLICABLE SECTIONS BEFORE SUBMITTING THIS FORM TO THE IRB OFFICE.

Tips for writing consent forms:

· Informed consent is a process, not just a form. Information must be presented that will enable potential participants to voluntarily decide whether to enroll in the study.  Informed consent is a fundamental mechanism to ensure respect for persons through provision of thoughtful consent for a voluntary act. The procedures used in obtaining informed consent should be designed to educate the subject population in terms that they can understand. Therefore, consent documents must be written in plain language with as few technical terms as possible.
· Shorter documents result in greater comprehension of the content. Therefore, consent documents should be limited to required elements and presented in a way that highlights key information. Non-essential information should be omitted or captured in a supplemental document. 
· The consent document should be written at a level comprehensible to your target population.  If your study targets the public, the ideal consent form would be written at or below an 8th grade reading level, with a readability score of more than 50 (the higher the score, the easier your document is to read).  Use Flesch-Kincaid to test the readability level of your document. See Microsoft Office Support and Informed Consent  

·  for more information.
· Use of illustrations, diagrams, color, and supplemental materials are encouraged when their use may enhance comprehension.
· Consider your population when finalizing your consent document’s format and font size.  For example, narrow margins and a font size of 10 would not be appropriate for an elderly population. Also consider using bullets to describe research activities.

· If enrolling children, make appropriate changes to section headings (e.g., replace “I” with “my child”, etc.).
· Write directly to the reader, as though you are explaining the facts in person.  Consent language should be written in the second person (“you”), not in the first person (“I”).  Instead of “Participant’s time commitment will be” state “Your time commitment will be…”

· Minimize passive voice to the extent possible.  Example of passive voice: “A summary of results will be sent to all study participants.”  Example of active voice: “We will send you a summary of the results.”
· Post-approval, if deficiencies are noted or when additional information will improve the consent process, remember to submit the revised consent forms to the IRB office for review and approval prior to use.

EXPLANATION OF RESEARCH
Project Title:


Title
Principal Investigator:
Name of individual responsible for the study
Student Researcher: 

Name of student researcher(s) (delete row if none)
Co-Investigator(s):

Name of additional study team members (delete row if none)
Sponsor:


Internal and/or external funding entity (delete row if none)
Version Date:  

Indicate current date.  Update when consent form is revised.


What is the Purpose of this study? You are being asked to take part in a research study.  The purpose of this research study is to {briefly describe the purpose of the study in language your participants can understand; avoid jargon}. It should be noted here if the study is being conducted by a student for the completion of a thesis or dissertation.
Why Am I Being Invited to Take Part in this research? You are being asked to participate in the study because you fit these criteria: (include your inclusion criteria as described in the protocol)
What will I be asked to do? The study activities include {briefly describe the study activities in simple terms.  Avoid using jargon.}.
Where is the study going to take place and how long will it last? Your participation in this study will last about {insert the expected length of time it will take for a subject to complete the study (e.g. the interview will take about one hour; you will be asked to visit the lab three times and each visit will take about two hours)}.  Remember that this section is to inform your participants about their time commitment to be in your research; this is not to outline the length of your data collection for the entire study.  Avoid references to specific dates in case your study does not begin or end on schedule.

What are the possible risks and discomforts? The possible risks and/or discomforts associated with the being in the study include {Risks must be explained, including the likelihood of the risk. This section must be consistent with the risks as explained in the protocol submitted to the IRB. If none, state. Keep in mind that loss of confidentiality is almost always a risk in research. If physical injuries or mental health risks are present, a sentence must be included that states whether treatment or resources will be provided from the research team or from the research team’s resources.) 
Are There Any Benefits from Taking Part in the Study? This study is not designed to benefit you directly.  -OR- We do not know if you will benefit from being in this study.  However, {insert anticipated benefit}.
Will I Receive Compensation? You {will / will not} be paid for being in this research study.  If subjects receive class points, remuneration for their time commitment, or token as a thank you, include that information here. Explain when disbursement will occur and conditions of payment. For example, if monetary benefits will be prorated due to early withdraw. Note here if there will be no compensation. Remember that compensation is not considered a benefit. ) If you participants will receive compensation, include this statement: Your identity/record of receiving compensation (NOT your data) may be made available to CSU officials for financial audits.   This section is optional for exempt studies if subjects will not be paid.
Who Will See the Information that I give? The three statements below are optional for exempt studies but when used, should accurately reflect whether or not a subject will be identifiable.

Option 1) If the identity of the subject will never be known to the researchers (e.g., online survey with no record of IP address), insert this sentence: Your participation in this study is anonymous.  We may be asked to share the research files with the sponsor or the CSU Institutional Review Board ethics committee for auditing purposes.
Option 2) If the identity of the subject will be known to the researchers, insert this sentence: Other people may learn that you participated in this study but the information you provide will be kept confidential to the extent permitted by law. We may be asked to share the research files with the sponsor or the CSU Institutional Review Board ethics committee for auditing purposes.
Option 3) If the identity of the subject will be known to the researchers and that information can be known publically without consequence to the subjects, insert this sentence: Other people may learn that you participated in this study. We may be asked to share the research files with the sponsor or the CSU Institutional Review Board ethics committee for auditing purposes.
If data or samples will be shared with individuals or organizations external to CSU (e.g., collaborators, site of research, etc.), provide general information about what will be shared, with whom, and whether it will be individually identifiable. For example: “We will share your responses with researchers at other universities, but we will not include your name.” Note that names of individual recipients of shared data or samples are not necessary.

If your study includes a Focus Group: Include either statement 1 or 2

Option 1) Participation in a focus group involves some loss of privacy. The researchers will make every effort to ensure that information about you remains confidential but cannot guarantee total confidentiality. Your identity will not be revealed in any publications, presentations, or reports resulting from this research study. 
Option 2) While we will ask all group members to keep the information, they hear in this group confidential, we cannot guarantee that everyone will do so.
If research includes an online survey or online data collection portion. Delete if not:

The research team works to ensure confidentiality to the degree permitted by technology. It is possible, although unlikely, that unauthorized individuals could gain access to your responses because you are responding online. However, your participation in this online survey involves risks similar to a person’s everyday use of the internet. 

Do I have to Take Part in this Study? Participation in this study is voluntary.  If the study involves interviews, surveys, or questionnaires, with optional questions, include a statement that the participant is free to skip any questions that he/she would prefer not to answer.  If answering all questions is required, clearly state that while study participation is voluntary, all questions must be answered in order for their individual responses to be included in the study results.  If study activities take place during class time, explain what participants will do during that time if they choose not to participate.
Future uses in the consent form can be accommodated by including ONE of the following statements:
(i) A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the subject or the legally authorized representative, if this might be a possibility; or

(ii) A statement that the subject's information or biospecimens collected as part of the research, even if identifiers are removed, will not be used, or distributed for future research studies.

Study contacts: Standard language is provided but may be altered if there is no reasonable expectation that participants would be able to contact or communicate with the PI or IRB (e.g., no access to telephone or internet; language barrier). When that is the case, local contact information for an individual or organization that can answer pertinent questions about the research and the participant’s rights should be provided.

If you have any questions about this research project, please contact: {insert name and contact information for the Principal Investigator}.  If you have questions about your rights or welfare as a participant, please contact the CSU Institutional Review Board, at (970) 491-1553 or by email at CSU_IRB@colostate.edu .
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