SMC MODEL INFORMED CONSENT FORM (“SMIC”): 
March 2012
NOTES:

· The following model text is required in your consent document.

· Please bold the section headings.

· Follow all instructions [italics] throughout “SMIC”. 

· Font should be at 12 point

· Reading level comment:  please be mindful of the reading level of your document and strive for a 6-8th grade reading level.  Define complex terms whenever possible and use a thesaurus to find alternatives.


CONSENT FORM


[Insert title of study, protocol number] 

INVESTIGATOR(S):  [List full name, institutional affiliation, address, and telephone number of all investigators associated with the research study.]
24-HOUR PHONE:
[List a 24-hour emergency telephone number.]

This is a type of research study.  Research studies include only people who choose to take part.  Please take your time to make your decision to participate. Discuss it with your friends and family.  

You are being asked to take part in this study because you have [describe type of disease, condition, or other reason].  This particular research in humans is designed by [name the sponsoring company, investigator, organization, etc.].  
This consent form may contain words that you do not understand.  Please ask the study doctor or study staff any questions that you have.  The following is a summary of the information you were given when this study was discussed with you.


PURPOSE, POTENTIAL FOR BENEFIT

WHY IS THIS STUDY BEING DONE?

The purpose of this study is to [Insert a description of the purpose of your study]

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

Phase 1 studies: 

test the safety of [name of drug, biologic, intervention] and see what effects (good and bad) it has on you and your [name disease or condition]. 

or: 

find the highest dose of a [name of drug] that can be given without causing severe side effects. 

Phase 2 studies: 

find out what effects (good and bad) [name of drug, biologic, or intervention] has on you and your [name disease or condition]. 

Phase 3 studies: 

compare the effects (good and bad) of the [name of drug, biologic, or intervention] with [name of commonly-used drug or intervention] on you and your [name disease or condition] to see which is better. 

This research is being done because [Explain in one or two sentences why this study is being done. Examples are: "Currently, there is no effective treatment for this type of disease or condition” or "We do not know which of these two commonly-used treatments is better."]
[If appropriate, state that the drug or device has not been approved for commercial marketing by the Food and Drug Administration for this condition.]

The “investigational” part of the study is [describe what is considered investigational about this study].  “Investigational” means that the benefits and side effects of this [drug, device, procedure, intervention] are not established. [state what is not FDA approved]   
HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?

About [describe number of subjects at SMC] people will take part in the study.  [Note:  If this is a multi-site study, specify the number to be involved at this site, and the number to be involved from all sites combined.]

ARE THERE BENEFITS TO TAKING PART IN THE STUDY?

If you agree to take part in this study, it is unknown if there will be a direct benefit to you [or state:  there will be no direct benefit to you] and it may possibly be harmful.  [Or include a statement describing if any benefit can be derived from participation such as, “Your condition may improve, however, this cannot be guaranteed.”]  We hope the information learned from this study will benefit other people with [state type of disease, condition] in the future.

[For Phase 3 studies, when appropriate add:]

The possible benefits of taking part in the study are the same as receiving [state the name of the standard drug or 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 [state the disease or condition].  Finding that you carry a gene that increases future [state the disease or condition] risk could help you to take measures that might help to protect your health, such as regular screening, diet changes or exercise.  


TREATMENT / PROCEDURES

WHAT IS INVOLVED IN THE STUDY?

[If appropriate, insert a simplified table, flow chart, schema, calendar, etc.]

[For randomized studies use the following:]

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.  Which group you are put in is done by a computer. Neither you nor the study doctor will choose what group you will be in. You will have [state equal, one-in-three, etc.] chance of being placed in any group. 

[For non-randomized and randomized studies use the following:]

If you take part in this study, the following procedures [if appropriate:  and tests] will occur:

[List procedures and their frequency under the three categories below.  For randomized studies, list each study groups, and under each group describe categories of procedures.  Include whether a subject will be at home, in the hospital, or in an outpatient setting. If objectives include a comparison of interventions, list all procedures, including standard:]

Procedures That are Part of Regular Care for [state the Disease or Condition] and May be Done Even if You Do Not Join the Study: [list all procedures, tests, etc.]
Standard Procedures Being Done Because You are in This Study: [list all procedures, tests, etc.] 

Procedures That are Being Tested in this Study: [list all procedures, tests, etc.] 

[Indicate if surveys or questionnaires are part of the procedures, then list samples of the some of questions.  State that subjects may choose not to answer any particular question.]

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

HOW LONG WILL I BE IN THE STUDY?

We think you will be in the study for [state the number of days, weeks, months, or until a certain event, etc.].

[When 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 study doctor may decide to take you off this study if [describe circumstances, such as in the subject's medical best interest, funding is stopped, drug supply is insufficient, subject's condition worsens, new information becomes available].

You can stop participating in the study at any time.  However, if you decide to stop participating, you need to talk to the study doctor first to inform him/her of your decision.

[Describe any consequences of a subjects’ decision to withdraw from the study and any procedures that must be followed to withdraw, describe any necessary follow-up that may occur even if subject withdraws.]

RISKS

WHAT ARE THE RISKS OF THE STUDY?

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

[If more than one drug is administered as part of the study state:]  If more than one drug is given, the risks of a drug may be increased by the combination of drugs.

Risks and side effects related to the [state:  procedures or drugs or devices] we are studying include:  

[The following format is preferred by the IRB, i.e., first list all “in common” side effects, then list other side effects specific to each drug/device/procedure.  However, you may use one of two alternate formats, either by 1) listing the risks/side effects of each drug/device/procedure separately, OR 2) consolidating the risks by regimen.] 

Side Effects That [state the name of drugs, devices, procedures] Have in Common:
[If the sponsor’s sample consent form addresses “in common” side effects, list this information.  Use lay terms for readability.]

[List additional “in common” side effect taken from the protocol, investigator's brochure, etc., if not addressed in the sponsor’s sample consent.  Use lay terms for readability.]

[Identify “in common” side effects that may be irreversible or long-term or life threatening.]
Other Side Effects Specific to [state the name of drugs, devices, procedures]:
[List the information from sponsor's sample consent form. Use lay terms for readability.]

[List additional risk information taken from the protocol, investigator's brochure, etc. if not addressed in the sponsor’s sample consent.  Use lay terms for readability.]

[Identify side effects that may be irreversible or long-term or life threatening.]

[Continue with each drug/device/procedure, using the same format.]

[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.
[If applicable to the study, include] Reproductive Risks:
Because the [state name of drug, device or 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 your baby while on this study.  Ask about counseling and more information about preventing pregnancy. [Include a statement about possible sterility when appropriate.] If necessary, a test will be performed to determine if you are pregnant before you start treatment. 

[If applicable to the study, include] Risks of genetic testing: [state 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 to be taken by the subject and investigator, such as counseling, confidentiality protections, to minimize these risks.  Please contact the IRO for sample language.]

[If applicable to the study, include] Non-physical risks of participation in the study:  [state appropriate non-physical risks, such as the potential loss of confidentiality, inability to work, or the possibility of a sensitive questionnaire provoking unpleasant memories, etc.]

If you have any questions regarding the severity and/or frequency of these side effects or risks, please ask the study doctor and/or your regular doctor.

ALTERNATIVES

WHAT OTHER OPTIONS ARE THERE?

You do not have to participate in this study to receive ….[include a description of what the subject can expect to receive regarding the study product].  Instead of participating, you have these options:  [describe alternatives, including commonly-used intervention, or no intervention. For example:]

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

You may get [state:  study treatments, drugs, device, etc.] at this center and other centers even if you do not take part in this study.   Please talk to the study doctor and your regular doctor about these and other options.

CONFIDENTIALTY OF RECORDS
[Use authorization language listed below if collecting PHI.  If no PHI or medical information will be collected, consider using Alternative Confidentiality language (contact the IRB Office alternative  language).]
You have a right to privacy, and all information that is collected because of this study is confidential to the limit that is possible by law.  Efforts will be made to keep your personal information confidential, but we cannot guarantee absolute confidentiality.  

Your personal information may be disclosed for purposes related to the study, or if required or allowed by law.   By law, you have certain rights related to your health information.  These include the right to know who will be able to get the information and why they may be able to get it.

[Insert any study specific coding/measures for the protection of confidentiality]  
AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES  
By law, you have certain rights related to your health information.  These include the right to know who will be able to get the information and why they may be able to get it. The study doctor must get your authorization (permission) to use or give out any health information that might identify you.
Information collected about you during this study becomes part of the research record for this study if you agree to participate. This information may include the following:

· [List subject identifiers collected for the research (such as name, medical record number)];

What information may be used and given to others?

The study doctor will get your personal and medical information.  For example: 

· Past and present medical records. For example, this may include physical examinations, blood, urine and other laboratory tests, x-ray and other procedures or tests, photographs, digital images, and any other information that you may release to us, including personal information about your health history

· Research records

· Records about phone calls made as part of this research

· Records about your study visits.

Who may use and give out information about you?

By signing this consent form, you are allowing the research team (Study doctor and research team) to have access to this information. They may also share the research information with [enter SMO name], an agent for the study doctor [if no SMO, delete this sentence]. 
Who might get this information?

The sponsor of this research.  “Sponsor” means any persons or companies that are:

· working for or with the sponsor, or 

· owned by the sponsor.

· [if applicable, insert name of CRO, SMO, etc., if applicable], a company hired by the sponsor to help with the research study;

· doctors and other healthcare providers taking part in this study;

· [if cooperative group study, insert name of cooperative group, e.g. SWOG, CTSU, etc.];

· your health insurance company;

· the U.S. Food and Drug Administration (FDA);

· the U.S. Department of Health and Human Services (DHHS) agencies;

· Governmental agencies in other countries; [if applicable]

· Government agencies that must receive reports about reportable diseases; [if applicable]
· Swedish Medical Center and entities within Swedish Health Services;

· Swedish Medical Center IRB 
· [if applicable, insert name of other entities involved in this study, such as those with whom we have cooperative agreements - UW, FHCRC, GHC, VM];

· [if applicable, insert name of other entities– e.g. scientific review committees, data and safety monitoring committees, etc. – please describe as thoroughly as possible].
Why will this information be used and/or given to others?

· to do the research, 

· to study the results, and 

· to make sure that the research was done right.  

If the results of this study are made public, information that identifies you will not be used.

What if I decide not to give permission to use and give out my health information?

Then you will not be able to be in this research study.

May I review or copy my information?

You have the right to see and get a copy of your medical records related to the study.  However, by signing this consent form you agree that you will not be able to review or receive some of your records related to the study until after the entire study has been completed.  If you decide to access your records before the end of the study, you may no longer be able to be in the study.

May I withdraw or revoke (cancel) my permission?

You may withdraw or take away your permission to use and disclose your health information at any time.  You do this by sending written notice to the study doctor.  If you withdraw your permission, you will not be able to stay in this study.

[Pick one of the following options regarding the end of the subject’s authorization agreement as it applies to the research study.]

Unless revoked in writing, your agreement to use your health information for this research will end December 31, 2071.

OR

Unless revoked in writing, your agreement to use your health information for this research will not end. There are no plans to stop using the registry, so researchers may keep using the information about you that has been included in the registry indefinitely. 

When you withdraw your permission, no new health information identifying you will be gathered after that date.  Information that has already been gathered may still be used and given to others.  

Is my health information protected after it has been given to others?

If you give your permission to give your information to a person or business, the information may no longer be protected by federal or state privacy laws. There is a risk that your information will be given to others without your permission.
FINANCIAL CONSIDERATIONS

SOURCE OF FUNDING FOR THE STUDY

[Insert sponsor] is providing money to Swedish Health Services to administer this research study.  The study doctor may be paid to conduct the study.  Please ask the study doctor or research staff if you have any questions about these arrangements.

Financial Disclosures

[insert language for conflict of interest disclosure as directed by the conflict of interest committee, if applicable] 
WHAT ARE THE COSTS?

[The first paragraph may be modified to correspond with the protocol]

Taking part in this study may lead to added costs to you and/or your insurance company.  [Provide a description of the costs ] 
Neither you nor your insurance company will have to pay for procedures that are done only for the study, such as extra lab tests, photographs, or digital imaging.  However, you or your insurance company will be billed for all costs associated with standard medical care provided to you during your participation in this research.  Please consult your insurance company about its policy regarding reimbursement of costs for standard medical care received while enrolled in a research study.  If your insurance company does not pay for all charges, you may be billed for those charges including co-pays and deductibles.

Will I be Paid for Participating? 
No payment will be made directly to you for taking part in this study. [If payment or other compensation, such as token gifts, or assistance with transportation or parking is to be provided, state the type and amount of compensation, gift, etc., and the rationale.  Include amount of partial payment that is made if subject withdraws from the study before completion.]
Is there Compensation for Injury? 
[Compensation for injury as it relates to your study must be negotiated between the study’s sponsor and the principal investigator. If there is no study sponsor, the principal investigator must discuss compensation language with a Swedish Research Center (SRC) Grants and Contracts Analyst.]

WHAT ARE MY RIGHTS AS A RESEARCH SUBJECT?

Taking part in this study is voluntary, and you may choose not to take part. If you decide not to participate in this study, there are no penalties or a loss of benefits to which you are otherwise entitled and your decision will not change your future medical care here.  In addition, if you do want to be part of this study, but later change your mind, you may leave the study at any time without penalties or a loss of benefits to which you are otherwise entitled and your decision to leave the study will not change your future medical care here.  

Your participation in this study may be stopped at any time by the study doctor or the sponsor without your consent because:  [modify the bullets below as applicable to the protocol] 
· the study doctor thinks it is necessary for your health or safety;

· you have not followed study instructions;

· the sponsor stops the study; or

· administrative reasons require your withdrawal.

If you leave the study before the final regularly scheduled visit, you may be asked by the study doctor to make a final visit.

[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, risks/side effects, and/or study costs, contact [state the specific name and telephone number of person to call, usually the investigator or study nurse or coordinator.]
· To report a study-related injury, contact [state the specific name and telephone number of person to call, usually the investigator.]
· For questions about financial responsibility for study-related injury, contact the Swedish Research Center Director at (206) 215-3100.

· For questions about your rights as a research subject, contact the SMC Institutional Review Office (IRO) Manager.  The IRO Manager administers the Institutional Review Board (a group of people who review this research to protect your rights and welfare) and may be contacted at (206) 215-2536. 

[If available, list the name and phone number of a subject advocate or representative or other individual who is not on the research team or IRB.]
WHERE CAN I GET MORE INFORMATION?

[Insert if applicable:]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.

[Indicate where more information is available, i.e., Swedish Medical Center’s health education centers such as the James B. Douglas Health Education Center or the Swedish Cancer Institute Education Center, the NCI’s Cancer Information Service, etc.  Provide website addresses or phone numbers, etc.] 

CONSENT 
I have been given the information about the use and disclosure of my health information for this research study.  My questions have been answered.
I authorize the use and disclosure of my health information to the parties listed in the authorization section of this consent for the purposes described above.
I have read the information in this consent form.  All my questions about the study and my participation in it have been answered.  I freely consent to be in this research study.

If you agree to be in this study, you will receive a signed and dated copy of this consent form for your records. [Attach any additional study-specific materials, i.e., schemas, questionnaires, etc.   Signature page should be at the end of the package.]

SUBJECT’S CONSENT AND AUTHORIZATION

My signature also indicates that I have been given a copy of this consent form. 

	Subject’s Signature 


	____________________________________________

	Subject’s Name (Printed):


	____________________________________________

	Date:
	____________________________________________


[If applicable to the study, include] CONTACT FOR PARTICIPATION IN FUTURE RESEARCH

Making Your Choice:

Please read the sentence below and think about your choice. Please place an “X” next to your decision and initial below. If you have any questions, please talk to your study doctor or nurse.

No matter what you decide to do, it will not affect your care or your ability to participate in this study.

Future Contact:

Someone may contact me in the future to ask me to take part in more research. This will be either your study doctor or someone from their office.

____ Yes
____ No
Initials ________

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 (Printed):


	____________________________________________

	Date:
	____________________________________________


CERTIFICATE OF INVESTIGATOR:

I certify that this subject has been consented:

	Signature of investigator: 

	____________________________________________

	Investigator Name (Printed):


	____________________________________________

	Date:
	____________________________________________

	
	

	Emergency phone number:
	____________________________________________

	
	

	Research site:
	____________________________________________


cc:
Subject and Investigator's File
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