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BRI MODEL INFORMED CONSENT TEMPLATE 

· REMEMBER: The consent form is 10% of the consent process. The oral presentation, Q&A, and continued consultation with the subject constitute 90% of the process.

· Use all applicable model text (shown in bold font throughout this template).  However, do not bold the model text in your consent form, except for the section headings.

· Instructions are [italics] throughout the template.

· “_______________” Indicates the investigator should fill in the appropriate information.
· When you see anything highlighted, please delete as this is proprietary to this template.
· Text should be in ARIAL 12pt font, making an effort to leave lots of white space throughout. 
Suggested Language to avoid and use carefully:
· Be consistent when using of the word “investigational” or “experimental” throughout the ICF.

· “Study doctor” should be used instead of “principal investigator” in your consent.

· Use of the word “patient” should to replace with “subject” throughout the consent.
· Please use the generic drug name for drugs being used in your study.
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[TITLE OF STUDY]

CONSENT TO PARTICIPATE IN A RESEARCH STUDY

IR Number: 




VM/BRI Acct. Number(s): 



IND/IDE# 


[if applicable]
Phase of Study: 


 [if applicable]

PRINCIPAL INVESTIGATOR:






[List full name, institutional affiliation and the “day/night” telephone number(s) of the Principal Investigator.]

SUB-INVESTIGATOR(S): 






 [List all co-investigators associated with the research study, their institutional affiliation and their telephone numbers.]

SUPPORTED BY: 






 [List all sources of financial support.  If no external sponsor, list the internal source(s) of support, specifying the department name.]

This is a clinical trial, a type of research study.  Your study doctor will explain the clinical trial to you.   Clinical trials include only people who choose to take part. Please take your time to make your decision about taking part.  
You are being asked to take part in this study because you have 


 (>TYPE OF >DISEASE/CONDITION, >OTHER REASON).  This particular research in humans is designed by (>SPONSORING ORGANIZATION, PI IF INVESTIGATOR INITIATED) and is regulated by the (>NAME OF FEDERAL ORGANIZATION IF APPLICABLE, e.g. NIH, NCI, FDA, etc).  

[Reference and attach info about the type of disease (and eligibility requirements) if desired].

The following is a summary of the information you were given when this study was discussed with you.  You may discuss your decision with your friends and family.  You can also discuss it with your health care team.  If you have any questions, you can ask your study doctor for more explanation. 

WHY IS THIS STUDY BEING DONE?

The purpose of this study is to 







.

[Insert applicable text:]

[Language to be used for Phase 1, 2 or 3 studies:]

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/CONDITION). 

or: 

find the highest dose of a 


 (>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/CONDITION).

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/CONDITION) to see which is better. 

This research is being done because 







.

[Explain in one or two sentences. Examples are: "Currently, there is no effective treatment for this type of (>disease/>condition”) or "We do not know which of these two commonly-used treatments is better."]
[If applicable, describe current standard(s) of care if there is one for the condition of the subject.]

[If appropriate, state that the drug/procedure has not been approved for commercial marketing by the Food and Drug Administration for this disease/condition.]

HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?

About


people will take part in the study at Benaroya Research Institute at Virginia Mason.  Nationwide we think about


  people will take part in this study. [If this is not a multi-site study, please delete any reference above to nationwide total number of participants to be involved.]

WHAT IS INVOLVED IN THE STUDY?

[If appropriate, attach a simplified schema and/or calendar with instructions for reading the calendar or schema.]

[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 (if 3 or more groups, use the phrase “Like drawing numbers from a hat.”).  Which group you are put in is done by a computer. 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. 

· If you are in group 1 (often called "Arm A") … [Explain what will happen for this group with clear indication of which interventions depart from routine care.] 

· If you are in group 2 (often called "Arm B")… [Explain what will happen for this group with clear indication of which interventions depart from routine care.] 

[For studies with more than two groups, an explanatory paragraph containing the same type of information should be included for each group.]

[For non-randomized and randomized studies: List tests and procedures and their frequency under the categories below.  Include whether a subject will be at home, in the hospital, in an outpatient setting and what is considered standard of care.]

Before you begin the study … 

You will need to have the following exams, tests or procedures to find out if you can be in the study.  These exams, tests or procedures may be done as part of your normal care even if you do not join the study.  If you have had some of them recently, they may not need to be repeated.  This will be up to your study doctor.

· [List tests and procedures as appropriate.  Use bulleted format.]
During the study … 

If the exams, tests and procedures show that you can be in the study, and you choose to take part, then you will need the following tests and procedures.
· [List tests and procedures as appropriate.  Use bulleted format.]
You will need these tests and procedures that are part of your normal care.   They are being done more often because you are in this study.  

· [List tests and procedures as appropriate.  Use bulleted format. Omit this section if no tests or procedures are being done more often than usual.]
You will need these tests and procedures that are either being tested in this study or being done to see how the study is affecting your body.

· [List tests and procedures as appropriate.  Use bulleted format. Omit this section if no tests or procedures are being tested in this study or required for safety monitoring.]
When you are done taking [drugs or intervention]…

[Explain the follow-up tests, procedures, exams, etc. required, including the timing of each and whether they are part of standard cancer care or part of standard care but being performed more often than usual or being tested in this study.  Define the length of follow-up.] 

[If this study requires HIV or genetic testing, state this, and the rationale; then describe the pre- and post-testing counseling procedures, in accordance with Washington State law]. 

[Indicate if surveys/questionnaires are part of the procedures, then state that participants may choose not to answer any particular question.  Attach copies of all surveys/questionnaires.]

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, and define, i.e. “for 10 years”, “for the rest of your life”, etc.]

The researcher 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 in the study at any time.  If you decide to stop being in the study, please talk to the researcher and your regular doctor first.

[Describe any serious consequences of sudden withdrawal from the study.]

WHAT ARE THE RISKS OF THE STUDY?

While on the study, you (>are, >may be) at risk for (>side effects, and/or >non-physical risks).  You should discuss these with the researcher and/or your regular doctor. There also may be other (>side effects, >risks) that we cannot predict.  Other (>drugs, >procedures) (>will, >may) be (>given, >performed) to make side effects less serious and uncomfortable.  Many side effects go away shortly after the __________________ (>intervention, >drugs) is/are stopped, but in some cases side effects can be serious or long lasting or permanent.

[For a double–blind studies, please include:] In case of emergency, the study doctor can quickly find out which study group you are assigned.
Risks and side effects related to the __________________(>PROCEDURES, >DRUGS, >DEVICES) we are studying include: 

[Do NOT list risks that are standard of care or usual care outside of this research study. List only risks related to the investigational aspects of the trial and be sure to combine separate drug risks into “one list for the entire regime” and not separate the risks by individual drug. Be sure to specifically identify those that may not be reversible.]

[List by regimen the physical risks of participating in the study in categories below.  Do not describe risks in a narrative fashion.  In the “likely” and “less likely” categories, identify those side effects that may be ‘serious’.  ‘Serious’ is defined as side effects that may require hospitalization or may be irreversible, long-term, life threatening or fatal.]  
Likely:    [As a guideline, “likely” can be viewed as occurring in greater than 20% of subjects.]
Less Likely:    [“less likely” in less than or equal to 20% of subjects.]
Rare but Serious:   [Side effects that occur in less than 2-3% of patients do not have to be listed unless they are serious, and should then appear in the “rare but serious” category.] 

[If a blood draw is part of the study, please use this standard language below:]
The risks of blood drawing include: fainting, the occurrence of temporary discomfort and/or bruise at the site of puncture; rarely, infection or the formation of a small clot or swelling to the vein and surrounding area may occur. 

[Next, if this is a chemotherapy study, include the following statement]:

Although rare, it is possible that life-threatening or fatal complications may result from chemotherapy treatment.

[Next, list reproductive risks:]

Reproductive Risks:  Because the (>drugs, >intervention) in this study can affect an unborn baby, you should not become pregnant or father a baby while on this study.  You should not nurse a child while on this study.  Ask about counseling and more information about preventing pregnancy. [Include a statement about possible sterility when appropriate.] 

[Reference and attach additional information about contraception, if desired.]

[Next, if the study involves genetic testing, include risks of genetic testing.  If disclosure of pedigree or genetic testing results have the potential to pose a risk to insurability, damage familial relationships or may cause psychological harm, indicate measures (counseling, confidentiality protections) to be taken by participant and investigator to minimize these risks.]

[Next, list Non-physical risks.  Non-physical risks may include the inability to work, or the possibility of a sensitive questionnaire provoking unpleasant memories, etc.] 
[If risks and side effects of this study include very complicated drug regiments, it is suggested to include a “Drug Info” sheet attachment with the ICF as to not make the consent too long and confusing for the subjects.]

For more information about risks and side effects, ask the researcher or contact [PI’s telephone number]


.

ARE THERE BENEFITS TO TAKING PART IN THE STUDY?

If you agree to take part in this study, (>there may or may not be a direct benefit to you / >there will be no direct benefit to you).  We hope the information learned from this study will benefit other people with 


 (>TYPE OF DISEASE/CONDITION) in the future.

[If there are benefits to being in this study, please delineate as such. Be cautious not to over state there will be benefits when none are expected.]


[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.
[If appropriate, state the potential benefits of genetic testing:]
The primary benefit of genetic testing might be a better knowledge of your own future risk for (>DISEASE/CONDITION).  Finding that you carry a gene that increases future (>DISEASE/CONDITION) risk could help you to take measures that might help to protect your health, such as regular screening, diet changes or exercise.  

WHAT OTHER OPTIONS ARE THERE?

You may choose not to participate in this study.  Instead of being in this study, you have these options:  

[List alternatives, including commonly-used intervention and, if appropriate, the alternative of No intervention at this time, but with care to help you feel more comfortable.]

[If appropriate (for non-investigational treatments):]

You may get __________________ (>STUDY TREATMENTS/>DRUGS) at this center and other centers even if you do not take part in this study.   Please talk to your regular doctor about these and other options.

[Reference and attach information about alternatives, if desired.]

WHAT ABOUT CONFIDENTIALITY?

All efforts will be made to keep your personal information confidential; however, we cannot guarantee absolute confidentiality. Your personal information may be disclosed if required by law. Organizations that may inspect and/or copy your research records for quality assurance and data analysis include: 
[List in bulleted format all relevant agencies like the National Cancer Institute, Food and Drug Administration, study sponsor, Regulatory Compliance and Education Department, staff of the BRI Institutional Review Board, etc.]  
Your research records will be kept indefinitely unless otherwise indicated.  Your personal identity will not be revealed in any publication of study results.  

WHAT ARE THE COSTS?

Taking part in this study (>WILL / MAY / IS NOT EXPECTED TO [bold and underline selected verbiage]) lead to added costs to you or your insurance company.  Please ask about any expected added costs or insurance problems.

[Be as specific as possible with regard to what is covered by the study (study specific procedures) and what is not (i.e. co-pays, procedures for standard of care, etc.).  If you know for certain some procedures will be charged to the subject and their insurer, try to define them here (e.g. Only procedures specific to this research study will be covered by the sponsor.  All other costs are considered standard of care and will be billed to you and your insurance company as per usual. This study does not provide funds for co-pays that are part of standard of care visits. 
You will receive a maximum of <<$XX.00>> for being in this study.  If you leave the study early, you will get <<$XX.00>> per visit you completed. [If payment or other compensation (i.e., free parking) is to be received, state the type and amount of compensation, and the rationale.]

OR

You will receive no payment for taking part in this study.
[If appropriate:]

If, during the study, __________________ (STUDY DRUG) becomes commercially available, you may have to pay for the amount of drug needed to complete the study. 

WHAT IF YOU GET INJURED BECAUSE YOU TOOK PART IN THIS STUDY?

It is important you tell your study doctor, __________________ [investigator’s name(s)], if you feel you have been injured because of taking part in this study.  You can tell the doctor in person or call him/her at __________________ [Researchers telephone number].
You will get medical treatment if you are injured as a result of taking part in this study.  You and/or your health plan will be charged for this treatment.   No funds have been set aside to compensate you in the event of injury.    

You or your insurance company will be charged for continuing medical care and/or hospitalization.

WHAT ARE MY RIGHTS AS A PARTICIPANT?

Taking part in this study is voluntary, and you may choose not to take part or may leave the study at any time.  Choosing not to take part or leaving the study will not result in any penalty or loss of benefits to which you are entitled.  
[Insert either:] 

We will tell you about new information that may affect your health, welfare, or willingness to stay in this study. 
 [Or, when a Sponsor’s or other 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 stay in this study. 


WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

· For questions about study procedures, study costs, or to report a study-related injury, contact the researcher


 (>NAME{S}) at 

 (>PHONE NUMBER).

· For questions about your rights as a research participant, contact the BRI Institutional Review Board (IRB) Manager at (206) 341-0787.  The IRB Administrator manages the IRB, which is a group of people who review this research to protect your rights and welfare.  

WHERE CAN I GET MORE INFORMATION?

[Indicate where more information is available, i.e., website addresses, the NCI’s Cancer Information Service,  etc.] 

You will get a copy of this consent form.  

[If appropriate:]  You may also request a copy of the protocol (full study plan). 

[If there is any possibility that tissue/blood samples will be stored for additional testing or for potential future research, include the following section.  It may appear as below within the body of this consent form, or as a separate consent form.] 

STORAGE OF YOUR (>BLOOD / TISSUE / OTHER SPECIMEN) SAMPLES FOR (>ADDITIONAL TESTING / >POTENTIAL FUTURE RESEARCH):

We may store your (>BLOOD / TISSUE / OTHER SPECIMEN) sample(s) to use for further testing or in future research.  The reason we wish to do this is that


[explain rationale].  If we become aware that your sample(s) may be useful for a research purpose not described in this consent form, we will send our request to the BRI Institutional Review Board (IRB).  The IRB would determine if we need to contact you and ask your consent to do the research.  Once your (>BLOOD / TISSUE / OTHER SPECIMEN) is taken, it is (>POSSIBLE / >NOT POSSIBLE) for you to request that the sample(s) be retrieved and/or destroyed.  Findings or results from any testing or future research (>WOULD, >WOULD NOT) be reported back to you.  Future research using your (>BLOOD / TISSUE / OTHER SPECIMEN) may lead to the development of commercial products.  There are no plans to provide financial compensation to you should this occur.  

[Explain whether there will be identifiers or “linkers” on the stored samples, and how confidentiality will be maintained.]

[If storage is required as part of the protocol, use a “single checkbox” format to follow the above paragraph:]

 FORMCHECKBOX 
 I understand if I choose to participate in this study, my (>BLOOD / TISSUE / OTHER SPECIMEN) sample(s) will be stored and used for (FURTHER TESTING AND/OR POTENTIAL FUTURE RESEARCH).

Participant Signature



Date

[If storage is optional, use a “double checkbox” format to follow the above paragraph:]

I authorize the storage, (FURTHER TESTING, POTENTIAL FUTURE RESEARCH etc. [List all uses know.]) use of my (>BLOOD/TISSUE/OTHER SPECIMEN) samples. 


 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 No
Participant Signature



Date

[ATTACH HERE ANY SUPPLEMENTAL MATERIALS THAT ARE REFERENCED IN THE CONSENT FORM (i.e., simplified study schema, questionnaires, contraceptive information, information regarding alternatives to participation, etc.]

PATIENT'S AUTHORIZATION

I have read and been given a chance to ask questions about this consent form and agree to take part in this study.  My signature indicates that I have been given a copy of this consent form. 

PARTICIPANT'S SIGNATURE 



PARTICIPANT’S NAME (print)

DATE

(or legally authorized representative)

PARENT/LEGAL GUARDIAN’S SIGNATURE

DATE

[for patients less than 18 years old]

CERTIFICATE OF PERSON OBTAINING CONSENT:
I have provided an explanation of the above research study, and have encouraged the subject to ask questions and request additional information regarding the study and possible alternatives.  A copy of this consent form has been given to the subject.

SIGNATURE OF PERSON OBTAINING CONSENT 

NAME OF PERSON OBTAINING CONSENT (print)

DATE

SIGNATURE OF INVESTIGATOR



DATE

(If different from person obtaining consent)

EMERGENCY PHONE NUMBER



RESEARCH SITE

cc:
Participant and Investigator's File

BENAROYA RESEARCH INSTITUTE AT VIRGINIA MASON (BRI)

VIRGINIA MASON MEDICAL CENTER (VMMC)

INVESTIGATIONAL STUDY PARTICIPANTS 

BILL OF RIGHTS

The rights below are the rights of every person who is asked to be in a research study.  As an investigational study participant, you have the following rights:

1. To be told what the study (research) is trying to find out.

2. To be told what will happen to you and whether any of the procedures, drugs, or devices are different from what would be in standard practice.

3. To be told about the frequency and/or important risks, side effects or discomforts of the things that will happen to you for research purposes.

4. To be told if you can expect any benefit from participating and, if so, what the benefit might be.

5. To be told the other choices you have and how they may be better or worse than being in the study.

6. To be allowed to ask any questions concerning the study both before agreeing to be involved and during the course of the study.

7. To be told what sort of medical treatment is available if any complications arise.

8. To refuse to participate at all, or to change your mind about participation after the study has started.  This decision will not affect your right to receive the care you would receive if you were not in the study.

9. To receive a copy of the signed and dated consent form.

10. To be free of pressure when considering whether you wish to agree to participate in the study.

11. To be informed of any researcher’s financial interest in the study.

*********************************************************************************************************************

If you have other questions, you should ask the researcher (doctor).  In addition, you may contact the Institutional Review Board, which is concerned with protection of volunteers in research projects.  You may reach the committee office by calling (206) 341-0787, or by writing the Institutional Review Board, BRI, 1201 Ninth Avenue, Seattle, Washington 98101-2795.
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