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PROJECT TITLE: 

PROJECT NUMBER: 

PRINCIPAL INVESTIGATOR: 
This consent form is a model text.  Model text should be modified to meet specific needs of a particular study;  

  Instructions, including this “NOTE,” any unwanted text, and “_______” must be deleted from the final version of 
the consent form. 
  Provided sections and section headings are mandatory.  However, additional section headings may be added if 
necessary. 
  Instructions are in [italics]. 
  “____________” indicates that the investigator should fill in the appropriate information. 
  It is recommended that language appropriate for a 6th grade reading level is a good target.   
  Limit the use of technical jargon and terms.  If used, the terms must be defined and explained.    
  Wherever possible use bulleted lists as well, as diagrams, schemas and calendars of events.   
  Use brief paragraphs.   
  Use bold and underline to emphasize terms and issues.   
  If the research study involves minors (under 18 years old), use the term "your child" in place of "you" throughout 
the consent form.  If the study involves both adults and minors, use the term “you/your child” throughout the 
consent form. 
 
INTRODUCTION 

This consent may contain words that you do not understand.  Please ask the investigator or 
the study staff to explain any words or information that you do not clearly understand. 

 
This is a     research study/ clinical trial    .       Research studies/ Clinical trials     include only 
people who choose to participate.  As a study participant you have the right to know about the 
procedures that will be used in this research study so that you can make the decision whether or 
not to participate.  The information presented here is simply an effort to make you better 
informed so that you may give or withhold your consent to participate in this research study.    

 
Please take your time to make your decision and discuss it with your family and friends. 
 
You are being asked to take part in this study because you have     type of disease, problem, etc.. 
[Reference and attach information about the type of disease (and eligibility requirements, if 
desired).] 
 
This study is being sponsored by    . 
 
[If applicable:] 
The Principal Investigator, ______, and __his/her__ collaborators have financial interests in the 
company sponsoring this research. 
 
In order to participate in this study, it will be necessary to give your written consent. 
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WHY IS THIS STUDY BEING DONE? 

The purpose of this study is to _______________________________________. 
 

[If your study is a Phase 1,2, or 3, then use the applicable language below.  If your study is not, 
you may use this language if it is useful.] 
 
Phase 1 studies:  Test the safety of     drug/intervention     and see what effects (good and bad) it 
has on you and your     type of disease    . 
OR 
Find the highest dose of      drug     that can be given without causing severe side effects.  

 
Phase 2 studies:  Find out what effects (good and bad)     drug/intervention     has on you and your     
type of disease    . 
 
Phase 3 studies:  Compare the effects (good and bad) of the     new drug/intervention     with     
commonly-used drug/intervention     on you and your     type of disease    to see which is better.  

 
This research is being done because_________________________________________. 
[Explain in one or two sentences. Examples: “Currently, there is no effective treatment for this 
type of disease,” or “We do not know which of these two commonly-used treatments is better.” 
or “We would like to study the effect of ______ on _____”.] 
 
HOW MANY PEOPLE WILL TAKE PART IN THE STUDY? 
About _________ people will take part in this study     at this institution, nationwide or 
internationally.   
 
 [If this is a Phase 1 study, please provide a range: “Estimated accrual is ____  - ____ 
subjects.”] 
 
WHAT IS INVOLVED IN THE STUDY? 

[You may provide simplified schema and/or calendar here.] 
 
[For randomized studies:] 
You will be “randomized” into one of the study groups described below.  Randomization means 
that you are put into a group by chance.  It is like flipping a coin.  Neither you nor the researcher 
will choose what group you will be in.  You will have an     equal/one in three/etc.     chance of 
being placed in any group [, including a placebo (lay explanation) (if applicable)]. 

 
[For nonrandomized and randomized studies:] 
If you take part in this study, you will have the following tests and procedures: 
[List procedures and their frequency under the categories below. For randomized studies, list 
the study groups and under each describe categories of procedures, including follow-up.  
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Include whether a patient will be at home, in the hospital, or in an outpatient setting.  If 
objectives include a comparison of interventions, list all procedures, even those considered 
standard.] 
• Procedures that are part of the standard care which may be done even if you do not join the 
study. 
• Standard procedures being done because you are in this study.  
• Procedures that are being tested in this study. 
[This should include, but is not limited to: a description of the placebo arm if applicable; 
medications (including placebo) to be administered and the method and frequency of 
administration; number, frequency and duration of visits; specimens to be collected including 
frequency and size/amount; what the subject may be required to do (e.g., keep a diary of 
symptoms).] 
 
[For studies involving radiation:] 

The radiation you will receive is equivalent to _____ chest X-rays.   

OR  

The radiation you will receive will not exceed  _____ chest X-rays or  ____ CT scans.  

 
HOW LONG WILL I BE IN THE STUDY? 

We think you will be in the study for     months/weeks, until a certain event     . 
[Where appropriate, state that the study will involve long-term follow-up.] 
 
The investigator and/or your doctor may decide to take you off this study if 
__________________.  [List circumstances, such as in the participant’s medical best interest, 
funding is stopped, drug supply is insufficient, patient’s condition worsens, new information 
becomes available.] 

 
You can stop participating at any time.  Your decision to withdraw from the study will not 
affect in any way your medical care and/or benefits.  [For risk treatment studies] If you 
decide to stop participating in the study, you are encouraged to discuss your decision with 
your doctor. 

[When appropriate describe any serious consequences of sudden withdrawal from the study.  
Additionally, describe procedures for orderly termination of participation by the subject, if 
applicable.] 
 
WHAT ARE THE RISKS OF THE STUDY? 

While on the study, you are at risk for the side effects described below.  You should discuss 
these with the investigator and/or your doctor.  There may also be other side effects that we 
cannot predict.  You may receive other drugs to make side effects less severe and uncomfortable.  
Many side effects go away shortly after the     intervention/drugs     are stopped, but in some 
cases side effects can be serious or long-lasting or permanent.  
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[List by regimen the physical and nonphysical risks of participating in the study in categories of 
“very likely” and “less likely but serious.”  Do not describe risks in a narrative fashion. 
Highlight or otherwise identify side effects that may be irreversible or long-term or life 
threatening.] 

 
Risks and side effects related to the     procedures, drugs, or devices     we are studying include: 
[List risks related to the investigational aspects of the trial. Specifically identify those that may 
not be reversible.] 
 
[When applicable, include:] 
Reproductive risks: Because the   drugs/procedures/tests   in this study can affect an unborn 
baby, you should not become pregnant or father a baby while on this study.  You should also 
not nurse your baby 
while on this study.  If you have any questions about the reproductive issues or about preventing 
pregnancy, please discuss them with the investigator or your doctor.  

OR 
Reproductive risks: The effects of the   drugs/procedures/tests   on the female or male 
reproductive systems or on a developing fetus are unknown but could cause harm.  For this 
reason, it is necessary to avoid getting pregnant while you are a subject in this study.  You must 
also inform the investigator immediately if you or your partner becomes pregnant.  You should 
also not nurse your baby while on this study.  If you have any questions about the reproductive 
issues or about preventing pregnancy, please discuss them with the investigator or your doctor.  

[Include a statement about possible sterility when appropriate.] 
[Attach additional information about any necessary contraception, including what is considered 
appropriate contraception.]  
[Always include this statement with the other discussion of radiation procedure risks if radiation 
is given:] 
You will be exposed to a   small/large   amount of radiation.  Radiation effects are cumulative.  
You should always inform future doctors of your participation in this study. 

[For randomized trials:] 
 
In clinical trials where you and the investigator do not know what    procedures, drugs, or 
devices      you are given, there will be a mechanism to discover which treatment you are 
receiving if your condition worsens.  [Explain the procedural safeguards.] 

 
[Always include this statement:]  
For the reasons stated above the investigator will observe you closely while giving the treatment 
described and, if you have any worrisome symptoms or symptoms that the investigator or his/her 
associates have described to you, notify the investigator immediately.  Investigator’s telephone 
number is   .  For  
more information about risks and side effects, ask the investigator or contact 
_________________ at __________.   
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[Reference and attach drug sheets, pharmaceutical information for the public, or other 
material on risks, if available.] 
 

ARE THERE BENEFITS TO TAKING PART IN THE STUDY? 

If you agree to take part in this study, there may or may not be direct medical benefit to you. You 
may expect to benefit from taking part in this research to the extent that you are contributing to 
medical knowledge.  We hope the information learned from this study will benefit other patients 
with     type of disease     in the future. 

 
[For Phase 3 studies, when appropriate:] 

  
The possible benefits of taking part in the study are the same as receiving     standard 
drug/intervention     without being in the study. 

 
Other benefits include _____________.   
 
[Mandatory section if treatment study.]  
 There is no guarantee that taking part in this research will result in any improvement in your 
condition. 
 
WHAT OTHER OPTIONS ARE THERE? 

Instead of being in this study, you have these options: 
[List alternatives including commonly-used therapy and “No therapy at this time with care to 
help you feel more comfortable.” when appropriate.] 
 
[If applicable:] 
There is no known effective treatment for your condition. 

 
[If appropriate (for noninvestigational treatments):] 
You may get     study treatments/drugs at this center and other centers     even if you do not take 
part in the study. 

 
An alternative is to not participate in this research study. 
 
Please discuss these and other options with the investigator and your doctor. 
[Reference and attach information about alternatives if available.] 
 
WHAT ABOUT CONFIDENTIALITY? 

[Text provided below is a model text only and should be modified to reflect the actual 
approaches which will be taken on the project to protect confidentiality of research participants]   
 
[For treatment studies, if applicable:] 
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Medical information produced by this study will become part of your hospital medical record.  
Information that does not become part of your medical record will be stored in the investigator’s 
file and identified by a code number only.  The code key connecting your name to specific 
information about you will be kept in a separate, secure location.  Information contained in your 
records may not be given to anyone unaffiliated with the _ institution, clinic, hospital, etc._ in a 
form that could identify you without your written consent, except as required by law.  If the 
investigator conducting this study is not your primary, or regular doctor, the investigator must 
obtain your permission before contacting your regular doctor for information about your past 
medical history or to inform them that you are in this trial. 
 
[For non-treatment studies, if applicable:] 
Information produced by this study will be stored in the investigator’s file and identified by a 
code number only.  The code key connecting your name to specific information about you will 
be kept in a separate, secure location.  Information contained in your records may not be given to 
anyone unaffiliated with the study in a form that could identify you without your written consent, 
except as required by law.  If the investigator conducting this study is not your primary, or 
regular doctor, he/she_ must obtain your permission before contacting your regular doctor for 
information about your past medical history or to inform them that you are in this trial. 
[For all studies:] 

It is possible that your medical and/or research record, including sensitive information and/or 
identifying information, may be inspected and/or copied by the study sponsor (and/or its agent), 
the Food and Drug Administration (FDA), federal or state government agencies, or hospital 
accrediting agencies, in the course of carrying out their duties.  If your record is inspected or 
copied by the study sponsor (and/or its agents), or by any of these agencies, the _ institution, 
clinic, hospital, etc.__ will use reasonable efforts to protect your privacy and the confidentiality 
of your medical information. 
 
The results of this study may be published in a medical book or journal or used for teaching 
purposes.  However, your name or other identifying information will not be used in any 
publication or teaching materials without your specific permission.   

[If companies outside the United States will be provided information/data from the study, include 
– if applicable:] 
Companies outside of the United States with access to your information operate under the 
International Conference on Harmonization (ICH) guidelines and regulations.  ICH established 
Guidelines for Good Clinical Practices (GCP), which defines standards for quality and ethics in 
international research.   
 
[Add the following if photographs, audiotapes or videotapes are or may be used.]  if 
photographs, audiotapes or videotapes were taken during the study the information should be 
contained within the consent including whether they can opt out or not (please include a check 
box if they can) 
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WHAT ARE THE COSTS? 

There will be no costs to you for any of the treatment or testing done as part of this research 
study. However, medical care and services provided by the VA that are not part of this study 
(e.g., normal hospital and prescription expenses which are not part of the research study) may 
require co-payments if your VA-eligibility category requires co-payment for VA services.  
 

WILL I BE PAID FOR PARTICIPATING IN THE STUDY? 

You will receive no payment for taking part in this study. 
OR 

You will be compensated $$ amount  for completion of the duration of the study.  You will be 
paid $$ for the first part and $$ after completion of the study.  [Describe how the payment will be 
prorated according to the study.]  You will also be provided any other compensation (i.e., 
membership to gym, palm pilot, etc. 
 
Research only visits will not be eligible for Travel Pay from the VA. 
 
WHAT IF I AM INJURED? 

[for VA participants] In the event that you sustain an injury or illness as a result of your 
participation in this VA approved research study, all medical treatment (emergency as well as 
medical treatment beyond emergency care) will be provided by the VA. You will be treated for 
the injury at no cost to you. However, no additional compensation has been set aside. You have 
not waived any legal rights or released the hospital or its agents from liability for negligence by 
signing this form. 

 
In the event of a research-related injury or if you experience an adverse reaction, please 
immediately contact your study doctor at (XXX) XXX-XXXX during the day and (XXX) XXX-
XXXX after business hours. If you need emergency hospitalization in a private hospital because 
you are unable to come to the VA, have a family member or friend contact your study doctor so 
that the VA can coordinate care with the private hospital. 
 
 
WHAT ARE MY RIGHTS AS A PARTICIPANT? 

Participation in this study is voluntary.  You do not have to participate in this study.  Your 
present or future care will not be affected should you choose not to participate.  If you 
decide to participate, you can change your mind and drop out of the study at any time without 
affecting your present or future care in the __institution, hospital, clinic, etc._____.  Leaving the 
study will not result in any penalty or loss of benefits to which you are entitled.  In addition, the 
investigator of this study may decide to end your participation in this study at any time after 
___he/she___ has explained the reasons for doing so and has helped arrange for your continued 
care by your own doctor, if needed.   
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You will be informed of any significant new findings discovered during the course of this study 
that might influence your health, welfare, or willingness to continue participation in this study.  
 

[When a Data Safety and Monitoring Board exists:] 
A Data Safety and Monitoring Board, an independent group of experts, will be reviewing the 
data from this research throughout the study. We will tell you about the new information from 
this or other studies that may affect your health, welfare, or willingness to continue participation 
in this study. 
 
The following language MUST be included, if this study has been or will be registered on 
clinicaltrials.gov: 
 
“A description of this clinical trial will be available on 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.” 
 
 
WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS? 
Questions or problems about the research can be addressed to the Study Representative at 
[telephone number].  In addition, any concerns or complaints about the research can be 
addressed to the investigator at [telephone number].   
If you have any questions regarding your rights as a participant in this research and/or concerns 
about the study, or if you feel under any pressure to enroll or to continue to participate in this 
study, or want to speak to individuals who are independent of the research team for additional 
information or assistance, to discuss concerns or complaints, or in case the research staff cannot 
be reached,  you may contact either the University of Missouri Health Sciences Institutional 
Review Board,(which is a group of people who review the research studies to protect 
participants’ rights) at (573) 882-3181, the VA Research Compliance Officer at 573-814-6560, 
the VA Patient Representative at 573-814-6594, or the VA Associate Chief of Staff for Research 
and Development at 573-814-6550. These individuals can also provide assistance with verifying 
the validity of this study or contacting the research staff. 
 
You may ask more questions about the study at any time.  For questions about the study or a 
research-related injury, contact name(s) of investigators and study staff     at     telephone 
number. 
 
A copy of this consent form will be given to you to keep. 
 
WHERE CAN I GET MORE INFORMATION? 

[Optional Heading.  You may provide any additional information regarding this study here.] 
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SIGNATURE 

RESEARCH SUBJECTS' RIGHTS:  
I have read or have had read to me all of the above. Dr. [Investigator’s name] has explained the 
study to me and answered all of my questions. I have been told of the risks or discomforts and 
possible benefits of the study. I have been told of other choices of treatment available to me. 
 
It has been explained to me that I do not have to take part in this study, and my refusal to 
participate will involve no penalty or loss of rights to which I am entitled. I may withdraw from 
this study at any time without penalty or loss of VA or other benefits to which I am entitled. The 
results of this study may be published, but my records will not be revealed unless required by 
law.  
In case there are medical problems or questions, I have been told I can call Dr. [name of contact] 
at  [phone #] during the day and Dr. [name of contact] at  [phone #]  after hours. If any medical 
problems occur in connection with this study the VA will provide emergency care. 
My rights as a research subject have been explained to me, and I voluntarily consent to 
participate in this study. It has been explained to me what the study is about and how and 
why it is being done. I will receive a signed copy of this consent form. 
 

Are you participating in any other research projects?  Yes ______   No _______ 
 

              
Subject/Patient        Date 
 
 
              
Legal Guardian/Advocate(if required)     Date 
 
 
 

SIGNATURE OF STUDY REPRESENTATIVE 

I have explained the purpose of the research, the study procedures, identifying those that are 
investigational, the possible risks and discomforts as well as potential benefits and have 
answered questions regarding the study to the best of my ability. 
 
 
              

Study Representative****                                  Date 
 
****Study Representative is a person authorized to obtain consent.  Per the policies of the 
University of Missouri Health Care, for any 'significant risk/treatment' study, the Study 
Representative must be a physician who is either the Principal or Co-Investigator.  If the study is 
deemed either 'significant risk/non-treatment' or 'minimal risk,' the Study Representative may be 
a non-physician study investigator.   
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IF THE PATIENT IS INCOMPETENT TO GIVE CONSENT, COMPLETE THE 
FOLLOWING: 
 
I,                                                            , hereby certify that I am                                   
         (Relationship to Patient) 
of                                              and duly authorized to execute the foregoing. 
 (Name of Patient) 
 
I consent to the     research study, experimental treatment, test, drug, etc.     as described in the 
attached consent form.  
 
        ___________________________ 
Legal Guardian/Patient Representative            Date 
 
        ___________________________ 
Study Representative*     Date 
 
*Study Representative is a person authorized to obtain consent.  Per the policies of the University of 
Missouri Health Care, for any 'significant risk/treatment' study, the study representative must be a 
physician who is either the Principal or Co-Investigator.  If the study is deemed either 'significant 
risk/non-treatment' or 'minimal risk,' the study representative may be a non-physician study investigator.   
             
THE FOLLOWING REGULATION ONLY APPLIES WHEN AN ADULT PERSON, BECAUSE OF A MEDICAL 

CONDITION, IS TREATED AT A TEACHING HOSPITAL FOR A MEDICAL SCHOOL ACCREDITED BY THE 

AMERICAN OSTEOPATHIC ASSOCIATION OR THE AMERICAN MEDICAL ASSOCIATION AND SUCH 

PERSON IS INCAPABLE OF GIVING INFORMED CONSENT.   
 
Persons authorized to consent when a patient is incapable of consenting to an experimental 
treatment, test or drug. 
 1. Legal guardian or 
 2. Attorney in fact (person appointed by durable power of attorney) or 
 3. A family member in the following order of priority: 
  a. Spouse unless the patient has no spouse, or is separated, or the spouse is 
physically or mentally incapable of giving consent, or the spouse's whereabouts is unknown or 
the spouse is overseas; 
  b. Adult child; 
  c. Parent; 
  d. Brother or sister; 
  e. Relative by blood or marriage. 
 
Such legal guardian, attorney in fact, or family member is not authorized to consent to treatment 
in contravention to such incapacitated person's expressed permission regarding such treatment. 
 
If the patient is competent to consent but cannot write, do not use this proxy consent form.  
Please contact the IRB for directions in this situation. 
 


