CONSENT FORM TEMPLATE

Including language for HIPAA Compliance

Consent forms must be maintained for at least 6 years after signature.  
Place in medical records and/or keep with research files.

Witness to Signature must be someone NOT listed on the RIRC application.

Please use this template to include what is appropriate for your study, and delete those that are not.  Some text paragraphs may not be needed for your study.  This template is meant to provide as many possibilities and suggestions as may arise.  Throughout the template, you will need to provide relevant study information,  usually indicated by brackets [] or italic font. Please delete italics font for final version.  

· Use 11 font or larger

· Readability target is  6th-8th grade reading level

· Use 3rd person (‘you”)

· Include version date and page numbers in footer

· Provide a 24-hour telephone number for Principal Investigator at beginning of consent for all greater then minimal risk studies

· Do not use “I/you understand that” 

THE QUEEN’S MEDICAL CENTER

HONOLULU, HAWAII

INFORMED CONSENT TO TAKE PART IN A 

CLINICAL RESEARCH STUDY

Title of Study:

Principal Investigator:

Address


Phone

Sub-investigator(s):

Sponsor:


Address

SUMMARY of KEY INFORMATION

[Informed consent must begin with a concise and focused presentation of the key

information that is most likely to assist a prospective subject or legally authorized

representative in understanding the reasons why one might or might not want to participate

in the research.
This Key Information section should not be more than 2-3 pages.  If the full consent form is 4 pages or less, this Key Information section is not required.
This is the Preamble to the Final Rule:  In general, we would expect that to satisfy § __.116(a)(5)(i), the beginning of an informed consent would include a concise explanation of the following: 
(1) the fact that consent is being sought for research and that participation is voluntary; (2) the purposes of the research, the expected duration of the prospective subject's participation, and the procedures to be followed in the research; 
(3) the reasonably foreseeable risks or discomforts to the prospective subject;
(4) the benefits to the prospective subject or to others that may reasonably be expected from the research; and 
(5) appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the prospective subject. 
As a general matter, a brief description of these five factors would encompass the key information most likely to assist a reasonable person (or legally authorized representative) in understanding the reasons why one might or might not want to participate in research, as required by § __.116(a)(5)(i) and § __.116(a)(4). 
However, we recognize that this determination is necessarily fact-specific and that IRBs and institutions may require that somewhat different (or additional) information be presented at the beginning of an informed consent to satisfy § __.116(a)(5)(i).]
· You are being asked to take part in a research study because [fill in study-specific details].  This consent form has important information to help you decide if you want to join the study or not.  Taking part in this is voluntary.   
· The purpose of the study is to learn [more about an investigational drug/device that may be helpful in treating {disease} OR short statement of study purpose].  We are hoping to find out [use lay language to describe primary aim of study]. 

· Taking part in this study will include [XX] visits over [XX days/weeks/months/years].  Visits will range between [XX minutes/hours].  We may ask to follow your health 
· This study involves [Briefly summarize in a bulleted list or short paragraph the major study procedures – e.g., receive study drug daily, at study visits have physical exams, blood draws, have a CT scan every 3 months. Specifically indicate if any test(s) include(s) genetic testing.]

· ].  
· More detailed information about the study procedures can be found under the “Procedures” section.
· [Brief summary on Risks – the more common and/or severe expected risks.  Do not place the full list from main informed consent].
· More detailed information about the risks of this study can be found under the “Risks” section.
· [Brief summary on Benefits]
· We cannot promise any benefits from taking part in this study.  However, possible benefits may include [list study-specific details]. 
· [Describe other options]  

· [Brief explanation on costs.  For example:]
· There is no cost to you to donate your extra samples.  If you agree to donate your extra samples, it will not involve any extra procedures, doctor’s visits, or cost to you or your insurance company.  If you decide to not donate your samples, it will not change your treatment at the Queen’s Medical Center or your insurance benefits.  

· The study drugs, XXX, will be provided by the sponsor. There are some procedures/tests that will be done only because you are taking part in a research study; these will be paid for by the sponsor.  While there will be other visits/procedures/tests that would normally be done even if you were not taking part in a research study; and these will be billed to you and your insurance company along with the usual co-pay/deductibles.

· Safeguards are  in place to protect your privacy.  [give examples of these safeguards]  For example: 

· Your blood, tissue, and information sent to the sponsor will be labeled with a coded identifier.   These will NOT be labeled with your name or other personal information that could identify you.   Even though there are safeguards in place to protect your privacy, there is a small risk that your personal information could be released outside of this study.  There is also a small risk that you could be identified through genetic testing done on samples.

· Even if you decide to take part in this study now, you can decide to  stop taking part at any time in the future..  

· You will be told if there are any changes to the study in the future that might change your decision to take part.. 

· Samples and your information may be stored for a long time or indefinitely, and used for many different studies.

END OF KEY INFORMATION SUMMARY
INFORMED CONSENT

You are being asked to take part in this research study because [ describe major reasons of patient to be a candidate of study].  This is a research study that will [in general terms what will this study do]

Before you decide whether or not to take part in this study, you must understand the purpose, how it may help, any risks, and what you have to do.  This process is called informed consent.  The researcher(s) will talk with you about the study and the informed consent form.  The consent also gives you information about what health information will be collected as part of the research study and how that information will be used or disclosed.   Once you understand the study, and if you agree to take part, you will be asked to sign this consent form.  If you sign this form you are agreeing to take part in this study and to allow the use and disclosure of your medical records and health information collected in connection with your part in this study.  You will be given a signed copy to keep. If you do not sign this consent form, you will continue to receive care, but not as part of this study.”

Before you learn about the study, it is important that you know the following:

· Taking part in this study is of your own free will.

· You may decide not to take part in the study or stop being in the study at any time without it making any difference to your care now or in the future, or to any benefits that you are allowed.

· If the study changes in any way which could make a difference to your taking part, you will be told about the changes and may be asked to sign a new consent form.

PURPOSE OF THE STUDY

This research study is being done to:

1)
[what are the major objectives]


OR
2)
The purpose of this research study is to ......[explain and describe nature and purpose]


OR
3)
This is an experimental (research) treatment.  It may not help you and it may hurt you.

[1.  Include the number of subjects that will be involved in the study.  


2.  Include the number of sites taking part in the study.]
PROCEDURES

Screening

If you decide to take part in this study, you will be asked to sign this consent form. 

[1.  Describe what will happen (lab or diagnostic tests, exams,etc) that will be 
done before being enrolled in the study. 



2.   Amount of blood to be taken for screening.]

Study Treatment

You will be randomized (chosen by chance, like a toss of a coin) to.....

1. Describe what the chances are of getting which treatment.

2. Describe what will happen, in chronological time sequence what will happen for the study.

3. Include dosage of drugs.

4. Include the amount of blood or sample to be taken.  Try to use tablespoons or teaspoons

5. What tests/procedures will be done, how long they will take, and in some cases, who will be present/

6.  Identify which part of the study is experimental.

7. Explain where the subject will be and who will be there.

Follow-up Visits

[1.  Describe sequence of follow-up visits, office visits.  Subject must understand that a study follow-up visit may be different than the standard follow-up visit, especially if the attending doctor is not the study doctor.

2.  Include the amount of blood or sample to be taken.  Try to use tablespoons or teaspoons

3.  What tests/procedures will be done.  Identify which are experimental.


4.  How long will patient be in study?]

Length of Time in this Study

[Describe how long the study will be (in weeks, days, months, or years).

Describe if follow-up information will be collected and how long this will be. (ie, until 1 year after your last study drug dose, for the rest of your life, etc.]

[If applicable, include whether research results that have meaning for subject will be returned to subjects or not, and if so, under what conditions.]  

Stopping Your Part in the Study Before the End (Withdrawal or Early Termination)

You can decide to stop taking part in the study at any time without any penalty or loss of benefits to which you are allowed.  The following procedures will need to be completed if you stop taking part before the study ends.: [describe any tests, procedures, follow-up visits, return of medications, etc., the subject must have for early termination or withdrawal from the study] 

Genetic Testing or Genetic Sequencing
[If the research may involve whole genome sequencing.]  The research might include whole genome sequencing (determining the order of DNA building blocks (nucleotides) in your genetic code.

1. Does the genetic testing/tissue banking constitute the entire
study, or is it an optional part of a larger study? If it's optional,
the consent must clearly state that refusal to participate in the
genetic testing will not impact eligibility for the main study.

2. A description of the purposes of the specimen testing/banking

3. A description of the identifiers that will be attached to the
sample

4. If coded, which parties will have access to the key that links code
to name?

5. Location/responsible party where the samples will be stored.

6. If the specimens become part of a repository, who will get the
specimens for research and what identifiable information will be given
to those researchers?

7. A description of how to cancel one's permission for the banking and
whether withdrawal of the sample is possible. If withdrawal is
possible, will the sample be returned or destroyed?

8. Who will receive results from the analysis - PI? subject? neither?

9. A statement ensuring that the results of the testing will not be
placed in the medical record.

10. The remaining standard HIPAA elements.

11. Explain if this is optional?

12. Include a statement about the length of time the samples will be stored. Many commercial sponsors plan to store samples for a certain number of years and then destroy them. Some repositories plan to retain samples indefinitely.
Some of the research performed on your samples may be genetic research.  This may include looking at the genes, DNA and other genetic material of the samples or the performance of whole genome sequencing.  Even without your name or identifiers, genetic information is unique to you making it possible for someone to trace it back to you. The results of genetic research may apply to both you and your family members. There is a Federal law called the “Genetic Information Nondiscrimination Act” (GINA).  In general, this law makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information.  However, it does not protect you against discrimination by companies that sell life insurance, disability insurance, or long-term care insurance. 
The following statement is required:

A Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information.  This law generally will protect you in the following ways:

· Health insurance companies and group health plans may not request your genetic information that we get from this research.

· Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility or premiums.

· Employers with 15 or more employees may not use your genetic information that we get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment.

Be aware that this Federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.

RISKS

Taking blood may cause some soreness, bleeding and bruising, and (very rarely) infection where the needle enters the body.  


[1.  Describe risks and complications of drugs, treatment, equipment


2.  Explain that there may be risks that are not known yet with this drug/procedure.]

[Sample language:]

You cannot be in this study if you are pregnant, nursing, or trying to get pregnant, since this research may have unknown risks to the embryo or fetus (unborn child).  You must use safe and useful birth control.  

For female subjects, it is very important that you do not become pregnant during this study.  If you are a woman who is able to become pregnant, and choose to have sex during this study, you must agree to use a medically acceptable method of birth control throughout the study.  Certain brands of contraceptives that you take in pill form are not acceptable for this study because the study drug may change (or decrease) the strength of the contraceptive.  Your study doctor can tell you which brand is OK for you to use.  
Men should use a condom to decrease the chances of both HIV transmission and pregnancy.  Medically acceptable birth control methods include:

·
condom and spermicide

·
diaphragm and spermicide [or list what is acceptable]

Even if you use a medically acceptable birth control method, you could still become pregnant or make someone pregnant.  Not having sex is the only certain way to prevent pregnancy.  There is a slight chance that a pregnancy test could be wrong.  If the pregnancy test is wrong, and you get the study drug while pregnant, the study drug may harm an unborn baby.  The effects of the (study drug) on an unborn baby are not known.  Do not breast‑feed while taking (study drug).  If you feel that you might be pregnant, you should tell the study doctor immediately.  If you have gotten someone pregnant while on study drug, the study doctor should also be told.
[1.  May need to describe in more detail the kinds of birth control that is OK to use, or other information or that if get pregnant to let the doctor know immediately.

2. Describe any other risks to pregnant women, embryo or fetus.

3. What about breastfeeding?

4. What about men.  Do they need to use a condom or abstain from sex.  Can they get a woman pregnant.]
[Suggested part of text for telemedicine studies:]
There is a small chance that the sending of medical information could be interrupted or distorted by technical problems, that the sending of information could be picked up by unauthorized persons; that the electronic storage of medical information by this telemedicine could be looked at by unauthorized persons.

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

 If you are hospitalized in a hospital or go to an Emergency Room where the study doctor does not work, whatever the reason is, you (or one of your relatives) should tell your study doctor as soon as possible.  You must also tell the doctor treating you at the hospital or Emergency Room that you are taking part in a study.  
[If applicable:]  You can show him/her the wallet card that explains the study and gives a phone number to call for questions.

BENEFITS

Taking part in this study may help you feel better but no guarantee can be made and it is possible that no good response will happen.  You may have a good response to the treatment.  Knowledge gained from this study may help other people in the future.  
OR

You might benefit from being in this study.  ...[Describe other benefits.  NOTE:  Compensation for research participation is not a benefit.]  
OTHER TREATMENT

You may choose to not take part in this study without it making a difference in the care that you get now or in the future.  

[1.  Describe other treatments, options available.  Include the option to not do any.]

CONFIDENTIALITY

Federal Privacy Regulations provide safeguards for privacy, security, and authorized access to health information.   The confidentiality of all study-related records will be kept according to all applicable laws.  Information gained during this study and information known about you will be confidential (private) to the extent permitted by state and federal law.   The results of this research may be presented at meetings or in publications; however, your identity will not be disclosed.   

[Describe whether identifiers will be removed, and whether de-identified information or biospecimens will or will not be used/shared for future research]
[If information or specimens will be kept after the study for future research or data sharing (ie, required of NIH-funded studies using /generating large-scale human genomic data or as a requirement of publication), explain:

· Where information/data or specimens will be stored,

· Who will have access to information or specimens,

· How long the information or specimens will be kept]

[If identifiable private information or identifiable biospecimens will be collected during the research, add one of the following statements:]

If identifiers are removed from your identifiable private information or identifiable samples that are collected during this research, that information or those samples could be used for future research studies or given to another investigator for future research studies without your additional informed consent.

OR

Your information or samples that are collected as part of this research will not be used or given for future research studies, even if all of your identifiers are removed.

[If applicable:]  Your information and samples (both identifiable and those with identifiers removed) may be used to create products or to deliver services, including some that may be sold and/or make money for others.  If this happens, there are no plans [or replace with plans when using identifiable information/samples] to tell you, or to pay you, or to give any payment to you, or your family.
[Additional Considerations:
For Internet Research:   

· Explain how subject information is or is not transmitted via the Internet.  Is a survey host being used?  Will host retain identifiable information?  Will transmission be encrypted.
· Explain how information is maintained – individually identifiable form, de-identified aggregate form?  Coded? And who has the code.  Cloud storage?  (Note:  Patriot Act allows access to cloud, possible even internationally)

· Explain how identifiable data will be shared with other sites/people/institutions.

· Explain data security plan – is data on secure servers?  On computers not connected to another system?  Stand alone?

· Remember, absolute guarantee of confidentiality is unrealistic.

· If aggregated de-identified data will be made publicly available, consider the possibility of re-identification through other means and resources, and whether this should be described.]
HIPAA AUTHORIZATION TO USE AND DISCLOSE YOUR PERSONAL HEALTH INFORMATION

[The Health Insurance Portability and Accountability Act (HIPAA), effective as of April 14, 2003, requires all informed consent forms for all studies to be modified for HIPAA compliance.  HIPAA does not remove any current requirements of informed consent as per federal regulations.  The HIPAA authorization has specific requirements that must be included with the research informed consent.  The specific requirements for valid authorization are 45 CFR 164.508(c):

· A description of the information to be used or disclosed 

· Who may use or disclose the information

· Who may receive or request the information 

· Purpose of the use or disclosure

· Expiration date or event

· Individual’s name, signature and date

· If consent signed by legal representative, a description of that person’s authority

· Right to refuse to sign authorization.  Note: The provision of research-related treatment may be conditioned upon the patient providing an authorization for the use/disclosure of their PHI for such research.  If this is applicable, the patient must be informed that refusal to sign authorization means that the patient cannot obtain the research-related treatment.  Otherwise, a  statement that treatment, payment, continued enrollment in health plan or eligibility for benefits will not be conditioned upon the individual’s provision of authorization
· Right to revoke authorization and what must be done..  Note: if research-related treatment was provisioned upon the authorization, the patient must be informed that revocation of authorization means that the research-related treatment will no longer be available.

· Re-disclosures not protected

· Access to PHI temporarily held while study in progress.

The following is recommended text for the HIPAA Authorization section:]

We understand that information about you and your health is personal, and we are committed to protecting the privacy of that information.  Because of this commitment, we must obtain your special authorization before we may use or disclose your protected health information (PHI) for the research purposed described below.  If you sign this authorization, your entire research record and any medical records may be used and disclosed as described below for the purposes described in this form.  The information collected about your health will be entered into a computer database and kept indefinitely.

The purpose of this section is to make sure that you are properly told of how your PHI will be used or disclosed.  Please read the information below carefully before signing this form.

USE AND DISCLOSURE (RELEASE) OF YOUR HEALTH INFORMATION/HIPAA AUTHORIZATION
By signing this form you are authorizing the collection,  use and release of your personal health information in medical records and diagnostic imaging and any health information gathered about you as part of this study.  Your information will only be used/disclosed as described in this consent form and as permitted by state and federal laws.  Your personal health information is health information about you that could be used to identify you.  This information may include information about AIDS or HIV infection, treatment for alcohol and/or drug abuse, or mental health or psychiatric services.

The purposes of releasing your protected health information are to collect the data needed to complete the research, to properly monitor (watch) how the study is done, and to answer research questions related to this study.

There is no expiration date to this authorization.  

Who may receive, use or release information:

Your medical records and any health information related to this study may be used or released in connection with this research study to the following:

· [Name of PI, and co-investigators] and his/her research staff for the purposes of conducting this research study.

· The Research and Institutional Review Committee of QMC and staff members of the Research Regulatory Office for purposes of overseeing the research study and making sure that your ethical rights are being protected.

· Providers and other healthcare staff of QMC involved in your care.

Who may receive the information by the above groups:

The individuals or groups named above may release your medical records, this consent form and the information about you created by this study to:

· The sponsor of this study and their designees 

· Federal, state and local agencies having oversight over this research, such as The Office for Human Research Protections in the U.S. Department of Health and Human Services, Food and Drug Administration, the National Institutes of Health, 

· Representatives directed by QMC Research Department for audits to make sure studies are done as required.

· Staff in billing-related departments and insurance companies for billing purposes

· [Collaborators at other institutions]

· [Outside data analysts]

· [List any other class of persons or organizations not affiliated with QMC to whom the subject’s information might be disclosed]

There is a possibility that your information may be released again by the sponsor of the study or governmental agencies described above and no longer covered by federal privacy rules.

Right to Withdraw or Stop Taking Part in the Study

You may refuse to sign this authorization.  If you refuse to sign the authorization, you will not be able to take part in this study.  If you choose not to be in the study, or choose to withdraw from the study, or if you refuse to sign the authorization, it will not make a difference in your usual treatment, or your payment, and it will not change your eligibility for any health plan or health plan benefits that you are allowed.  

If you decide to end your taking part in the study or you are removed from the study by the researcher (study doctor), you may revoke (take away) your authorization.  In order to take away this authorization, you must send a letter/notice to the researcher in charge of this study.  Send the written notice to the researcher to the address listed on the original consent form.

If you take away your authorization, your part in the study will end and the study staff will stop collecting medical information from you and about you.  The researchers and sponsor will continue to use information that has already been collected, but no new information about you will be collected unless the information is about an adverse event (a bad side effect) related to the study or to keep the scientific integrity of the study.  If an adverse event happens, we may need to review your entire medical record.

Access to Your Information

As is usually the case, you may see the information in your medical record; however, the records and information related only to the study that are kept separately will not be available to you until the study is finished.  If you wish to review your study records after the completion for the study, you should request this from the study doctor. 
END OF HIPAA AUTHORZATION SECTION
CERTIFICATE OF CONFIDENTIALITY
For Certificate of Confidentiality, possible text:

This research study is covered under a Certificate of Confidentiality given by the Department of Health and Human Services.  The Certificate protects the researchers (study doctors, and staff) from being forced to release any research information (data) in which you are identified, even under court order or subpoena, for criminal (related to a crime), administrative, or legislative proceedings.  The information can be released if you or your guardian requests it in writing.  This protection is not absolute.  It does not, for example, apply to any state requirements to report certain communicable diseases, or to release information in cases of medical necessity.  The researcher(s) must report cases of suspected child or elder abuse to the appropriate authorities.  

payments to you for taking part in the study 
[Additional instructions: 

If participants will receive significant payments over and above reimbursement for their expenses for taking part in the study, add the IRS paragraph below.]
If you receive more than $600 per year for taking part in one or more research studies, you may be required to pay taxes on that money. This does not include any payments you receive to pay you back for expenses like parking fees [add other expenses if applicable]. You may receive an Internal Revenue Service (IRS) Form 1099 if you receive more than $600 in one year for taking part in one or more research studies. 

COSTS

[This section must be consistent with MCA and contract/budget.

1. Outline what the sponsor pays for, and what the patient pays for.

2.  Patients should not pay for any tests/exams/etc that are research-study-specific.

3.  If the patient must pay for all charges, clearly state that their insurance company may not pay for the costs since the treatment/device/etc is considered investigational (still under research). 

4.  Will the patient be paid any money for taking part in the study?]

Ask your doctor if you are unsure what your financial obligations are during the study.

[Sample Language]
For costs of tests and procedures that are only being done for the research study:
· The [name of drug or device] will be provided by [the sponsor] at no cost to you. 
· You and/or your insurance company will not be charged for the cost of any tests or procedures that are required as part of the research and are outside the standard of care (what is normally done) for your condition. 
· The research-related tests and procedures that will be provided at no cost to you include: [List the tests, procedures.]
For costs of medical services for care you would receive even if you were not in this research study:
· You and/or your insurance company will be responsible for the cost of routine medications, tests and procedures that you would receive even if you were not in this research.
· You and/or your insurance company will be billed for the costs of these routine tests and procedures in the usual manner.
· You will be responsible for any co-payments, co-insurance and deductibles that are standard for your insurance coverage. 
· You will be responsible for any charges not reimbursed by your insurance company.
· Some insurance companies will not pay for routine costs for people taking part in research studies. Before deciding to be in this research you should check with your insurance company to find out what they will pay for.
If you have any questions about costs and insurance, ask the research study doctor or a member of the research team
[Another sample:  If there are funds to cover any costs the following is suggested text:]
Some services, tests, items and procedures are done only because of being in this research study. You will not be billed for the costs of services, test and procedures that are required by the study and are not considered part of regular treatment.

Some services, tests, items and procedures in this study are part of the regular treatment for your condition.  These would be done or used even if you were not in this study.  You and your health plan/insurance company will be billed for these services, test, items, and procedures in the same way as if you were not in a study.    You will be responsible for any co-payments and deductibles required by your insurance.  Some health plans/insurance companies will not pay these costs for people taking part in studies.  Check with your health plan/insurance company to find out what they will pay.  If you have any questions about which services, tests, items, or procedures will be billed to you and/or your health plan/insurance, ask the study doctor.  

[If this is a drug study, must include the following:]

If you belong to a Medicare Advantage Plan, the bills for your tests and services will be billed to regular Medicare first and the difference then billed to Medicare Advantage.  This may result in higher copayment for you while you are on the study.  

[for oncology studies:]
For more information on clinical trials and insurance coverage, you can visit the National Cancer Institute's Web site at http://cancer.gov/clinicaltrials/understanding/insurance-coverage. You can print a copy of the "Clinical Trials and Insurance Coverage" information from this Web site.

Another way to get the information is to call1-800-4-CANCER (1-800-422-6237) and ask them to send you a free copy.
If there are no funds to cover any costs the following is suggested text:

Any procedure or test related only to this research study and not normally be done will be explained to you, and is explained in this consent form.  [Explain whether insurance will or will not pay for these costs.  If insurance will not pay, who will be responsible for cost and what the range of cost will be.]   The sponsor of this study and the study doctor do not have any funding (money) to pay for any of these costs.  Your insurance company may not pay for some (or all) of these tests and procedures because this is a research study.  If your medical insurance does not cover any of these costs, you will be responsible for payment.   Because these costs can be very high, you should talk about the kind of insurance coverage you have with your doctor and insurance company before you decide to take part in this study.  You can have financial counseling to go over your insurance coverage and get an estimate of your share of the cost.

FINANCIAL DISCLOSURE

[sponsor] will pay The Queen’s Medical Center for carrying out this study.  [XXX]  is an employee of The Queen’s Medical Center and will not financially benefit directly from being the principal investigator for this study or for carrying out this study on behalf of The Queen’s Medical Center.

TREATMENT AND COMPENSATION FOR INJURY

[A contract must separate out the injury from adverse event/illness.  Injury should be defined in the contract and should be paid for by the sponsor.  Whereas, treatment for adverse event in a qualifying clinical trial is billable to insurance.] 

Option A

[1.  Will patient get immediate medical care and treatment including hospitalization.

2.  Who pays for this immediate treatment?

3.  Will money be given to patient to cover these expenses?

4.  Or will costs of medical treatment be paid for by the patient directly or through medical insurance and/or other forms of medical coverage?

5.  Who must the subject contact in case of a research related injury.]

[Sample language]

If you become injured as a direct result of taking part in the study drug and/or following the study procedures, Dr.[ XXXX] and/or The Queen’s Medical Center will provide you with medical treatment.  The Sponsor, [XXXX]., will reimburse you or The Queen’s Medical Center for the reasonable and necessary costs of such medical treatment, provided that you have followed the instructions of the Study, this is not a pre-existing medical condition or underlying disease, or not negligence or misconduct of the Institution, study doctors or study staff..  

No other form of reimbursement for study-related injury is offered by the Sponsor.  You do not give up any of your legal rights by signing this consent form.  By your signing this consent form, it does not relieve Dr. XXX and The Queen’s Medical Center Research Staff  study sponsors, or involved institutions from their legal and professional responsibilities.

If you have a government-based medical insurance plan, such as, Medicare or Medicaid, the Sponsor is required by law to report payments made to you for injuries that are from this Study.    Information that you are taking part in the Study, medical treatments received, Medicare claims, and other personal information about you such as your name, social security number or Health Claim Number, and date of birth, will be given to the Centers of Medicare and Medicaid Services and its agents and/or contractors for this purpose.  You will need to provide this information to the study team to share with the Sponsor.
If you have any adverse events (become ill), medical treatment will be provided to you.  The routine and necessary costs of treatment related to the adverse events will be billed to your insurance carrier.  You will have to pay the usual visit co-payment, plus any facility fees that are charged.

If you experience any illness, injury or side effects while taking part in this study, you should immediately contact [xxxxx at yyyyy]

Option B
[If there is no funding to cover this, the following is suggested text:]
If you have an injury or illness (get sick) as a result of being in this study, immediate emergency medical care and treatment which may be needed will be available at the usual charge.  The sponsor of the study, the study doctor, and The Queen’s Medical Center do not have any funding (money) to pay for treating the injury or illness.  Your insurance company may not pay for some (or all) of the treatment of the injury or illness as a result of being in this study.  If your medical insurance does not pay for these medical costs, you alone will be responsible for payment.  There is no way of knowing what the costs will be.  You should talk about the kind of insurance coverage you have with your doctor and insurance company before you decide to take part in this study. You can have financial counseling to go over your insurance coverage.

The sponsor, The Queen’s Medical Center and the study researchers have not set aside any other kind of compensation (payment) for lost wages or other damages or losses resulting from any injury that you may get from taking part in this study.

REMOVAL FROM THE STUDY

You take part in this study of your own free will.  You may be taken off the study without your consent for any of the following reasons: 

· Your condition gets worse;
· You do not keep your study visits or take the drugs as you are told;

· You have a bad side effect to the drugs;

· You get pregnant;

· [list reasons]

If you are taken off the study, you may be asked to return for follow-up visits.
NEW FINDINGS

You will be told of any important new information learned during the study that may change your willingness to continue in this study.  You may be asked to sign a new updated consent if this happens.
[When seeking informed consent for applicable clinical trials, as defined in 42 U.S.C. 282(j)(1)(A), the following statement shall be provided to each clinical trial subject in informed consent documents and processes. This will notify the clinical trial subject that clinical trial information has been or will be submitted for inclusion in the clinical trial registry databank under paragraph (j) of section 402 of the Public Health Service Act. The statement is]
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.
WHO TO CONTACT
If you feel that you have been injured as a result of taking part in this study, [list who must be called, and their phone number – it must be a 24-hour available phone number if this study involves any treatment or device]
If you have any questions about your treatment, your rights as a volunteer or any other matter relating to this study, you may call ___________ at ____________ and talk about any questions that you might have.  

If you cannot get satisfactory answers to your questions or you have comments or complaints about your treatment in this study, you may contact:



Research & Institutional Review Committee



The Queen’s Medical Center



1301 Punchbowl Street



Honolulu, HI  96813



Phone: (808) 691-4512

AGREEMENT TO TAKE PART AND CERTIFICATION and AUTHORIZATION OF PROTECTED HEALTH INFORMATION –

I, or my legally authorize representative (the legal person who cares for me) have read and understand the description of this study such as the purpose and nature of this study, its expected length, the procedures to be done, reasonably known risks and discomforts, benefits to expect, other treatments I may have, release of my medical records, payment and medical treatment for injury, and removal without my consent for this research study. 


I am taking part in this study of my own free will. I may withdraw (stop taking part) and/or withdraw my authorization for use and release of protected health information at any time after signing this consent form without it making a difference to my care now or in the future or any loss of benefits that I am allowed.   My consent does not take away my legal rights in case of carelessness or negligence of anyone connected with this study.     My signature means that I have read the information above or that it has been read to me, my questions have been satisfactorily answered, and at any time I have other questions, I can contact the researcher listed on the first page.

Specially Protected Health Information

I agree to the release of the following information should it be contained in my medical records:  Acquired Immune Deficiency Syndrome (AIDS or HIV), alcohol and/or drug abuse treatment, or behavioral or mental health services.

cc:
Signed copy of consent/authorization form to patient

________________________
_________________________
___________

Subject’s Name (Print)

Subject’s Signature


Date/ Time

________________________
_________________________
___________

Witness’ Name (Print)

Witness’ Signature


Date/ Time

(Witnessing Signature Only)

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

I have explained this research to the above subject.  In my judgment the subject is voluntarily and knowingly giving informed consent and has the legal capacity to give informed consent to take part in this research study.

________________________
_________________________
___________

Investigator’s Name (Print)

Investigator’s Signature

Date/ Time

(Individual obtaining Subject’s consent)

(Investigator: 
· Fax a copy of this signed page to Research Regulatory Office at 691-7897 within 24 hours of signing.
· Document in MR: study name, sponsor, and sponsor-assigned protocol number, consenting
· Scan/copy signed consent for MR)

[Please leave 2 inches at the bottom of this page blank.  This is reserved for the RIRC stamping.]

CONSENT TO TAKE PART and AUTHORIZATION OF PROTECTED HEALTH INFORMATION – IF SUBJECT IS UNABLE TO CONSENT:
As a legally authorized representative of the subject, my signature indicates that I have read this form, or it has been read to me, I have had the study explained to me, I have had answers to my questions, and I am satisfied with the information that I have been given.  I am giving consent for the subject listed below to take part in this study and authorize the use and release of their protected health information.  I can withdraw (stop taking part) and or take away the authorization for the use and release of protected health information at any time after signing this form without it making a difference to the subject’s care now or in the future or any loss of benefits that I am allowed.  My consent does not take away legal rights in care of carelessness or negligence of anyone connected with this study.  I will be given a signed copy of this consent  form.  

Specially Protected Health Information

I agree to the release of the following information if it is in the subject’s medical records:  Acquired Immune Deficiency Syndrome (AIDS or HIV), alcohol and/or drug abuse treatment, or behavioral or mental health services.

______________________________________  is not able to consent

Name of the Subject (print)

_______________________________________

_____________​_______________

Name of Legal Representative (print)



Signature of Legal Representative 

______________________________________________

________________

Description of legal authority to act on behalf of subject

Date/ Time

________________________
_________________________
___________

Witness’ Name (Print)

Witness’ Signature


Date/ Time

(Witnessing signature only)

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

Based on my clinical judgment, this subject is not able or is incompetent to independently consent to participate in this research study.

________________________
_________________________
___________

Investigator’s Name (Print)

Investigator’s Signature

Date/ Time

(Individual obtaining the Legally Authorized Representative’s consent)

(Investigator: 

· Fax a copy of this signed page to Research Regulatory Office at 691-7897 within 24 hours of signing.

· Document in MR: study name, sponsor, and sponsor-assigned protocol number, consenting

· Scan/copy signed consent for MR)

 [Please leave 2 inches at the bottom of this page blank.  This is reserved for the RIRC stamping.]
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