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GENETIC Consent Form Template

This template has been developed to assist investigators develop an informed consent document that contains all of the elements of informed consent required by OHRP/FDA and additional language required by the University of Missouri-Kansas City and Truman Medical Center. Download and modify this template to meet the specific needs of the study.

The sections appear in an order intended to promote understanding of the research participants. Sections may be re-ordered as appropriate. Required language for sections is printed under the section and noted in bold, suggested language is noted in regular case and guidance is italicized.
Font and case may be changes to accommodate persons with site restrictions (Times New Roman, 12 font is standard). 
CONSENT FORM FOR PARTICIPATION IN A RESEARCH STUDY

Collection and storage of human biomaterials for research

[Project Title]

Introduction 
In addition to the main study, you are being asked to volunteer in a genomic sub-study to study your genes, or DNA (deoxyribonucleic acid). 

Your participation in this genomic sub-study is optional. You can still be in the main study even if you do not wish to participate in this sub-study. 

The Investigator in charge of this sub-study is [Name of principal investigator(s)] While the study will be under the supervision of [Dr. Name], other professional persons who work with [him/her/them] may act on [his/her/them] behalf. 
The Sponsor of the study is [Name of Sponsor – if none leave out].

Background
Many medical problems may arise in patients due to factors associated with the environment to which they are exposed, or due to genetic factors. Your [disease/ailment] may come from one or both of these causes. Genetic factors involve genes. Genes are the factors people are born with, which determine traits such as what color your hair and eyes are. Genes can influence susceptibility to certain diseases. Genes are made up of DNA. Your DNA is like a huge database of chemical bases that carry the “blue prints” or instructions to tell each and every cell in your body what they should do.  A gene is a segment of DNA that carries out a specific function such as                                [fill in a function related to the disease under study].  

Researchers study genes and DNA in order to understand why some people have a certain disease, such as [disease/ailment], and why some people don’t. Understanding about a person’s genes also may be able to explain why some people respond to a treatment, while others do not, or some why people experience a side effect from a medication and others do not. 

You are being asked to participate in this study because:

You are participating in the [main study name] and you have [disease/ailment].

Purpose 
Describe if analysis will occur during the defined protocol, what analysis will be performed if known or if the blood sample will be stored for future and possibly unknown analysis. 

The Purpose of this research study is to help investigators learn more about how genes affect the development [or treatment] of [disease/ailment]. 
Study Procedures
For the below suggested text, please review and customize to fit your research study. 
If you agree to take part in this sub-study, an additional sample of blood (approximately [amount of blood, muscle or tissue specimen, etc] will be collected from you [at study visit X or during your procedure]. We will also collect and record the following medical information: [include list]
Your [blood, tissue specimen, DNA, whichever is applicable] and medical information will be stored in a repository in [provide name and location or repository] for [insert how long, must state if indefinite]. 

Your DNA and all other information will be stored there with a code but not with your name, in a way that will keep your identity a secret. The only people who can link the code to your name are the investigators at [insert site name]. 

State whether an immortalized cell line will be created from this sample and if so explain what that means to the subject. 

State if the specimen and information may be shared with other investigators and for what research purposes. State whether or not samples will be used for other research not described by this protocol and if so of what nature (unknown future research related to X disease). If shared how much of the information will be shared and how will confidentiality be protected. 
State how the subject may withdraw their sample and other information at a later date and who to contact, in writing, etc. If withdrawal is not an option, this must be stated.  

For stored samples, state that any future research which will be performed on these specimens will first be reviewed by an Institutional Review Board, such as the one which has reviewed this research and consent form.

State if study results will be made available to the subjects and or their health care providers. If not, state why (e.g. not clinically useful or future research). If yes, explain how the information will be provided, to whom it will be disclosed, etc. 

State how and if the subject will be contacted, if information that might impact or predict the health of the subject is discovered in the future. State if the subject will not be notified of such information. 

Possible Risks or Side Effects of Taking Part in this Study

The risks of this study are the possible loss of privacy or breech of confidentiality. We will take measures to reduce this risk, such as assigning a study number to your data that is collected for the study. 

Obtaining blood can cause pain, bleeding, bruising, or swelling at the site of the needle stick. Fainting sometimes occurs and infection rarely occurs. Add risks of other applicable specimen collection if applicable. 

Other potential risks:  the investigator needs to make a thoughtful and comprehensive assessment of the  risk/benefit relationship of this research. Consider list below, but not an inclusive list: 
Potential discrimination related to acquisition or maintenance of health insurance and employment
Potential for social stigmatization, related to both individual and group identity status.

Potential for intra-family conflict when knowledge concerning genetic determinants and traits are suddenly acquired by the subject or his next of kin.

Risks of false positive or false negative results. 

Implications of forgoing treatment interventions
Possible Benefits for Taking Part in this Study

There are no direct benefits to you for participating in this study. Your participation in this study may add to the medical knowledge about [Disease/ailment]
Costs for Taking Part in this Study

Describe in detail any monetary costs to the participant, if there are none, please state. 
You will be responsible for doctor and or hospital charges as usual except for those directly related to the research study. 

You or your insurance company will have to pay for [X , Y, Z].
Payment for Taking Part in this Study
​​To compensate you for your time and transportation expensed you will be paid [$amount] for each study visit you complete.  You will be paid [at the end of each visit/at study completion/etc]. 
[If applicable- TMC Template] Your name, address, and social security number will be provided to the Accounting Department at Truman Medical Center so that your payment may be processed. To comply with federal income tax laws, payments to you are reportable income. 

Some scientists or companies who get your DNA and information may be able to develop commercial products that may later be used in the diagnosis and treatment of various medical problems. These companies may patent products or sell discoveries based on this research. Some scientists may get some financial benefit from this work. There are no plans to provide any compensation to you or your heirs should these events occur. 
Alternatives to Study Participation

The alternative is to not participate. 
Confidentiality and Access to your Records
Results of this research may be published for scientific purposes or presented to scientific groups; however, you will not be identified.  The study sponsor, the Institutional Review Board (a committee that reviews and approves research studies), [the Food and Drug Administration – If applicable], or other regulatory agencies may be given access to research study records and any pertinent medical record which contains your identity. Medical records that identify you and the consent form signed by you will be reviewed to verify the study procedures that were performed and the data reported about you. Medical records from treatment you received prior to giving your consent to participate in this clinical study will also be reviewed, if available, to verify your medical history and your eligibility for this study.  Your medical records will be kept as confidential as possible under local, state and federal law, but absolute confidentiality cannot be guaranteed.
If you should withdraw or be withdrawn from the study, the study data collected prior to withdrawal may still be processed along with other data collected as part of the study.  For purposes of follow-up studies and if any unforeseen circumstances arise, subject identification will be filed at [Location of office where records are sealed] under adequate security and with accessibility restricted to medical research personnel only.

By signing this consent form you are authorizing such access to your medical records. 

In Case of Injury

[Sponsor Name] is the sponsor of this research project in which you are participating. [Insert the sponsor’s policy regarding injury resulting from research]. 

[If applicable- TMC Template] Truman Medical Center (TMC) will provide medical attention to you if you suffer any injury or harm as a direct result of participating in this research project.  TMC, your study doctor, and the sponsor of this study will decide, in their discretion, who should pay for the medical care.   TMC will provide treatment for you in the event of any medical emergency while present at TMC, whatever the cause.  Moreover, you will have the benefit of the coverage of any existing health insurance you own. Truman Medical Center shall not be required to bill third party payers for any expenses related to this research study. No other compensation of any type will be provided by TMC or the sponsor.  
[If applicable- TMC Template] Participation in this research study does not take the place of routine physical examinations or clinic visits to your personal physician.  If you believe you have been injured as a result of participating in this study you are encouraged to contact the study investigator, [Dr. Name], at [provide phone number]. 

The University of Missouri-Kansas City appreciates the participation of people who help it carry out its function of developing knowledge through research. Although it is not the University’s policy to compensate or provide medical treatment for persons who participate in studies, if you think you have been injured as a result of participating in this study, please call the investigator, [Dr. Name] at [provide phone number] or the IRB Administrator of UMKC’s Adult Health Sciences Institutional Review Board at 816-235-6150. 

Contacts for Questions about the Study

If you have any questions or concerns regarding this study, or if any problems arise, you may call the study Investigator [Dr. Name] at [provide phone number]. To express concerns of pressure about your participation in the study or ask questions you may also contact the IRB Administrator of UMKC’s Adult Health Sciences Institutional Review Board at 816-235-6150.

Emergency Contact  

In the event of an emergency, where you feel that it is necessary that you contact the Investigator immediately, rather than waiting until regular office hours, you should call [provide name and phone number of  24 hour/7 day per week contact]. 

Voluntary Participation

Your participation in this research study is voluntary; you are free to discontinue participation in this study at any time and for any reason; refusal to participate will involve no penalty or loss of care to which you are normally entitled; you may also discontinue participation at any time without penalty or loss of benefits to which you are entitled. You will be removed from the study, if at any time, it is necessary because of medical reasons. Additionally, you will be informed of any significant findings developed during the course of this research. You volunteer and consent to participate in this research study. A copy of this consent form will be given to you. 

You have read this Consent for Research or it has been read to you. Further, the purpose of the study, risks involved, and procedures which will be performed have been explained to you. You have had the chance to ask questions, and you may ask questions at any time during the course of the study by calling [Dr. Name] at [provide phone number]. 

__________________________________                            __________________
Signature (Volunteer Subject) 



Date

___________________________________


__________________

Signature (Authorized Consenting Party)


Date

________________________________


__________________

Signature of person obtaining consent


Date
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