[image: image1.wmf]Human Research Protection Program

Institutional Review Board
Office of Research Integrity

B308 Kerr Administration Building, Corvallis, Oregon 97331-2140

(541) 737-8008
IRB@oregonstate.edu |http://research.oregonstate.edu/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.

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 HRPP 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 general 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 for more information.
· Use of illustrations, diagrams, color, and supplemental materials are encouraged when their use may enhance comprehension.
· If enrolling children, make appropriate changes to section headings (e.g., replace “I” with “my child”, etc.).
· Revised consent forms should be submitted to the HRPP office for review when deficiencies are noted or when additional information will improve the consent process.

· 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”).

· 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.”
Consent form

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.


1. WHAT IS THE PURPOSE OF THIS FORM?

This form contains information you will need to help you decide whether to be in this research study or not.  Please read the form carefully and ask the study team member(s) questions about anything that is not clear.
2. WHY IS THIS RESEARCH STUDY BEING DONE?

The purpose of this research study is to {briefly describe the purpose of the study}. 

It should be noted here if the study is being conducted by a student for the completion of a thesis or dissertation.
3. WHY AM I BEING INVITED TO TAKE PART IN THIS STUDY?

You are being asked to take part in this study because {insert brief description of study population}.

4. What will happen if I take part in this research study?  

Make clear that the activity involves research and describe the overall experience that will be encountered.  Explain the procedures, including any parts that are experimental.

The study activities include {Include all study activities (e.g. surveys, questionnaires, interviews, randomization, observation, description of study arms, etc.)}. If the study activities are complex, lengthy, or repetitious, it may increase comprehension to provide simple charts or calendars and supplemental documents that include the detailed descriptions.
Study duration: Insert the expected length of time it will take for study visits or scheduled procedures, as well as the total expected length of participation (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).  Avoid references to specific dates in case your study does not begin or end on schedule.
ADDITIONAL SECTIONS TO BE USED WHEN APPLICABLE
Recordings and photographs: Indicate whether tape recordings or videotapes will be made or whether photographs will be taken.  If recording is a required study activity, explain that they should not enroll if they do not wish to be recorded.  If recordings are an optional part of the data collection, include the separate section for the participant’s initials here.
______I agree to be {audio recorded, video recorded, and/or photographed}.

Initials

______I do not agree to be {audio recorded, video recorded, and/or photographed}.

Initials

Storage and Future use of data or samples: If you plan to store samples, explain how long they will be retained (i.e., indefinitely, five years, destroyed when the study is completed), how they will be stored (i.e., with or without identifiers), what they will be used for, and whether subject permission will be sought for future studies. 

Sample language for biological samples: We may store your {blood, urine, saliva, etc.} sample indefinitely.  Because it is not possible for us to know what studies may be a part of our future work, we ask that you give permission now for us to use your sample without being contacted about each future study.   Future use of your sample will be limited to studies about {insert appropriate disease, condition, or specific field of study}.   
When applicable: We will not pay you for the use of your sample or any products, patents, or licenses that result from these samples.  
When samples will remain coded or identifiable: If you agree now to future use of your samples, but decide in the future that you would like to have them removed from research tests, please contact {name and contact information for PI}.  

Sample language for data: Because it is not possible for us to know what studies may be a part of our future work, we ask that you give permission now for us to use data that we collect about you as part of this study without being contacted about each future study.  Future use of these data will be limited to studies about {insert appropriate disease, condition, or specific field of study}. 
When data will remain coded or identifiable: If you agree now to future use of your data, but decide in the future that you would like to have your data removed from the research database, please contact {name and contact information for PI}.   
When identifiable information will be destroyed prior to the destruction of the data: We will be destroying all identifying information {insert timeline for destruction of identifiers}. Once the identifying information is destroyed, we will not be able to remove your information from the larger dataset.

______You may store my {data and/or samples} for use in future studies.
Initials

______ You may not store my {data and/or samples} for use in future studies.

Initials

Future contact: We may contact you in the future for another similar study.  You may ask us to stop contacting you at any time.

Study Results: Explain whether and how study results will be shared with subjects and whether shared results will be individual or aggregate level.
Please see the HRPP website for additional suggested language for consent documents.
5. WHAT ARE THE RISKS AND POSSIBLE DISCOMFORTS OF THIS STUDY?

The possible risks and/or discomforts associated with the being in the study include:  
All reasonably foreseeable risks, discomforts, inconveniences, and harms that are associated with the research activity should be described. Investigators should be forthcoming about risks and not understate reasonably foreseeable risks. 

If collecting individually identifiable information (such as names or birthdates), a potential for breach of confidentiality exists.  In this case, you may use the suggested sentence under “additional sections” below.
Do not include evaluative statements about the risks, such as, “Risks are minimal.” If the actual probability of risk is known, this information can be included if it could further enable a participant to assess their personal risk. For example, “In previous studies, about 10% of the participants felt dizzy after the [intervention].”
Depending on the type of study, some risks may be better described as things that could make the participant “uncomfortable” – such as fatigue or embarrassment.  
If there are no risks and the study is not FDA-regulated, delete this section. 
Please see the HRPP website for suggested language for common risks.
6. what happens if i am injured? 

Delete section if no potential for physical injury or mental/emotional harm exists.
Oregon State University has no program to pay for research-related injuries.  If you think that you have been injured as a result of being in this study, {insert description or plan or process that may be followed.   If research-related injury (i.e., physical, psychological, social, financial, or otherwise) is possible in research that is more than minimal risk, an explanation must be given as to whether any compensation and treatment will be provided to an injured subject.  If so, the compensation and treatment should be described, or the subject should be told where further information might be obtained. The regulations prohibit requiring subjects to waive or appear to waive any of their legal rights.  Subjects should never be made to believe they are waiving their rights.}

7. WHAT ARE THE BENEFITS OF THIS STUDY?

Any benefits to subjects or others that may reasonably be expected from the research should be described. Investigators should be frank about benefits and not overestimate or magnify the possibility of benefit to the subject. If there is no reasonable expectation of benefit, the subject should be told this. Payment to subjects should not be listed or described as a benefit of participating in the research.

Use if direct benefit to participants is anticipated:
We do not know if you will benefit from being in this study.  However, you may {insert anticipated benefit}

Use if no direct benefit to participants is anticipated:
This study is not designed to benefit you directly.  

8. WILL I BE PAID FOR BEING IN THIS STUDY?

You {will / will not} be paid for being in this research study.  {Clearly describe the monetary compensation (total amount, average total amount, amount per visit, amount per hour, etc.).  If compensation is pro-rated when a participant withdraws prior to completing the study, explain how it is pro-rated. If participants must complete the study activities in order to receive compensation, please state. Describe any non-monetary compensation (e.g., extra credit, gift certificate), separately from monetary compensation and include the approximate value when appropriate.
Compensation offered in the form of checks and compensation greater than or equal to $600 paid within one calendar year, requires the collection of identifying information for the purposes of tax reporting.  In these cases, the consent document must inform subjects that they will be asked to provide their Social Security Number or Individual Tax Identification Number to receive payment.  In the event that the target population is known not to possess such identification, a flat tax may be withheld from payments large enough to require reporting to the Internal Revenue Service (IRS).  If this is the approach to be taken by the PI, the consent document should include a brief statement indicating that taxes will be withheld from the study payment and an estimate of the net amount subjects should anticipate. Please contact the HRPP office for more information.
Raffles and lotteries are permitted in some circumstances. Please see the policy on the HRPP website for additional information.
Sample Language: We will give/pay everyone who enrolls in this study _____. We will also enter your ____(name, code, ticket number, etc.) into a drawing for ____ (prize, dollar amount). The chance of winning is about ___ in ___ (i.e. 1 in 100). We cannot guarantee that you will win a prize. We can enter you into the drawing even if you choose not to be in the study or if you choose not to finish the activities. 
9. WILL IT COST ME ANYTHING TO BE IN THIS STUDY? 

Delete section if no costs to the subjects are anticipated.
Insert any costs to the participants for which they will not be compensated or procedures that will be billed to their insurance (e.g. lab tests, treatment at an outside facility, parking, lost, damaged, or unreturned study equipment, etc.).
10. WHO IS PAYING FOR THIS STUDY? 

Delete this section if study is unfunded.
{Insert name of sponsor} is paying for this research to be done.

11. DOES ANY MEMBER OF THE STUDY TEAM HAVE A CONFLICTING INTEREST? 
Delete this section if no potential conflict of interest exists.
A conflict of interest occurs when a researcher or the University has a financial or other interest that could affect the research.  In some situations, the results of a study might lead to a financial gain or other benefit for the researcher(s) and/or the University.

Insert one of the following statements followed by a brief description of the potential conflict:
· One or more of the researchers working on this study has a conflict of interest.  
· Oregon State University has a conflict of interest.
· One or more of the researchers working on this study and Oregon State University have conflicts of interest.  

If you have questions or concerns about this, please contact the Human Research Protection Program (HRPP) office at (541) 737-8008. 

12. WHO WILL SEE THE INFORMATION I GIVE? 
Insert this information if the identity of subjects will be known to the researchers. Modify as appropriate for the study and population: The information you provide during this research study will be kept confidential to the extent permitted by law.   Research records will be stored securely.  Regulatory agencies and Oregon State University employees may access or inspect records pertaining to this research as part of routine oversight or university business.  Some of these records could contain information that personally identifies you. 
If FDA-regulated, the FDA should specifically be listed as a regulatory agency that may access or inspect records in the paragraph above (i.e. The FDA, other regulatory agencies and Oregon State University employees…).
If the results of this project are published your identity will not be made public. {Omit this statement if the identity of the subjects may be readily ascertained by people who are not members of the study team. Please note that subjects may be indirectly identifiable if, for example, direct quotes are used, the organization the person is affiliated with is named, there are sufficient data points to re-identify the individual, or the subject population is part of a small or well-defined group.}
If the study is funded, include sponsor as an entity that may see the information.
If data or samples will be shared with individuals or organizations external to OSU (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 the research is federally funded, indicate how you will meet any federal data sharing requirements.
If audio or video recordings will be made, explain who will have access, if they will be used for educational purposes, and when they will be destroyed.
While it is necessary to include a statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained, it is not necessary to describe the mechanisms employed to protect that confidentiality. In other words, describe who might have access, not how access to identifiers will be prevented.
If the study is a clinical trial and will be posted to ClinicalTrials.gov, the following sentence must be included verbatim: A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time.

ADDITIONAL SECTIONS TO BE USED WHEN APPLICABLE
If data or results will be made publicly accessible through University Archive or Scholars Archive, provide details of the information that will be stored.
Please see the HRPP website for additional suggested language for consent documents.
13. What other choices do I have if I do not take part in this study?

Appropriate alternatives to participating in the research project that might be advantageous to the subject should be described.
Participation in this study is voluntary.  If you decide to participate, you are free to withdraw at any time without penalty. If you choose to withdraw from this project before it ends, the researchers may keep information collected about you and this information may be included in study reports.
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.
Please see the HRPP website for suggested language for common risks.
14. WHO DO I CONTACT IF I HAVE QUESTIONS?

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(s) and contact information for the Principal Investigator}.

If you have questions about your rights or welfare as a participant, please contact the Oregon State University Human Research Protection Program (HRPP) office, at (541) 737-8008 or by email at IRB@oregonstate.edu
15. ASSENT STATEMENT
Use if children will be enrolled in the study, unless there is no expectation that the children will be able to understand the information due to age or condition. If the study will not be explained to the children in the presence of the parent or guardian, please modify this language. 
This research study has been explained to my child in my presence in language my child can understand.  He/she has been encouraged to ask questions about the study now and at any time in the future.
16. WHAT DOES MY SIGNATURE ON THIS CONSENT FORM MEAN?
The IRB strongly discourages use of the "first person" statement in consent documents (using, "I have been fully informed about..."). Such statements ask subjects to make statements that the subject is not in a position to verify (e.g., the subject has no way to verify that the investigator has provided full and complete information).

Your signature indicates that this study has been explained to you, that your questions have been answered, and that you agree to take part in this study.  You will receive a copy of this form.

Do not sign after the expiration date:  The HRPP office will insert the appropriate date when the consent form is approved.
Participant's Name (printed):  _________________________________________________

_________________________________________
_______________________________

 (Signature of Participant)






(Date)

_________________________________________
_______________________________

(Signature of Person Obtaining Consent) 




(Date)
Include any other applicable signature lines.  Delete signature lines that are not applicable.
_________________________________________
_______________________________

(Witness or Translator)

 




(Date)

_________________________________________
_______________________________

(Parent/Guardian/ Legally Authorized Representative)


(Date)
Delete all signature lines if a waiver of documentation (signature) is requested.
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