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ROSWELL PARK CANCER INSTITUTE

ELM AND CARLTON STREETS

BUFFALO, NY  14263

TITLE:    (Include sponsor number if applicable and Title of the Protocol)
PRINCIPAL INVESTIGATOR:  (Name and degree(s))
RPCI PROTOCOL NO.:  Protocol number will be assigned and filled in by the CRS staff.
 Consent Form Given to Participant Taking Part in a Clinical Research Study 

(You can replace Clinical with Scientific, Survey, Laboratory, etc)

This is a research study. Research studies include only those people who choose to take part.  Please take your time to make your decision.  Discuss it with your family and with people who are important to you. 

We invite you to take part in a clinical research study for patients with (   ).   

OR Your participation in this study will be as a healthy volunteer.

It is important that you read and understand several general rules that apply to anyone that takes part in our study is:

1. This study is considered research. 

2. Taking part in the study is voluntary.

3. You may withdraw from the study at any time without penalty, loss of any benefits, or access to care at RPCI to which you are otherwise entitled.

4. Personal benefit may not result from taking part in the study, but knowledge may be gained that will benefit others.

5. If you decide not to take part in this study, it will not affect your care at Roswell Park Cancer Institute now or in the future. Optional sentence (patient vs. non patient studies).

6. If we become aware of important new findings  that relate to your participation or continued participation in this study we will discuss them with you

The type of study, the risks, benefits, discomforts, and other important information about this study are discussed below.
CONFLICT OF INTEREST STATEMENT – insert only when appropriate
To facilitate appropriate disclosure of potential conflicts of interest in the informed consent document, the suggested language is provided.  It is not mandatory to use these specific provisions.  Language should be modified to fit the specific facts and circumstances.

*Note: ONLY include a statement if there is a conflict of interest on behalf of the Investigator or Co-Investigator; or Institute;  if used it should be specific to the conflict, 
Please pick the applicable disclosure section (s)  or add appropriate language to the consent form to inform participants of any actual or potential conflicts of interest:

 

Examples of recommended standard wording for the consent form:
· (to identify the study sponsor) The National Institutes of Health (NIH) (or Industry Sponsor or Private Foundation) pays for the conduct of this study, including part of the Dr. X’s and Dr. Y’s salary (if the latter is the situation). 

· Commercial company name, the manufacturer of the investigational drug being used in this study, is providing the study drug [or device or assay] at no cost [or at cost] to the researcher or research participant. 

· Dr. X is an unpaid member of the Scientific Advisory Board of the company that is sponsoring this study. 

· Dr. Y is a paid [or an unpaid] member of the Scientific Advisory Board of a related company [or foundation] [or a company or foundation that is performing research in the same area as this study]. 

· Dr. Z has stock in a company that is performing research in the same area as this study. 

· (If the PI is listed on a patent) Dr. A developed the (name) device that is used in this study and he has a personal interest in the device. Dr. A and RPCI may benefit financially if the device does what they hope it will do. 

· Dr. B has received an honoraria [or travel reimbursement] during the past 12 months from the study sponsor. 

· This study is paid for by [name of sponsor] which [has no financial interest in its outcome] (or) [owns the {drug} (or) {device} being tested and thus has a financial interest in the outcome of the study]. Payments are made to RPCI and the funds are used to cover the expenses of the study and related academic and research activities of the institution. [The investigators and RPCI do not have any financial interest in the outcome of the study] (or) [insert disclosure of potential conflict(s) of interest by investigator(s) and/or institution(s); using such statements as the following: 
1.     The investigator, Dr. _________________ (full name), owns equity (stock) of the company which is paying for this research.

 

2.     The investigator, Dr. ______________ (full name), personally receives consulting or other payments from the company which is paying for the study. 

3.     The Health Research institute, a fully owned subsidiary of RPCI, owns equity (stock) of the company which is paying for this study.

 4.     The investigator, Dr. ____________, is an inventor of [the drug, compound, device, etc.,], for which a patent may be filed by the institution.  If the patent is pursued, based on data from this and other research, royalties and other compensation may be received by the institution and the investigator.  Thus, RPCI and the investigator have a financial interest in the outcome of this study.

5.  Dr. ______________, who is one of the investigators conducting this study has a personal commercial interest in or may financially benefit in the future from the development of the [drug, device, etc] being tested in this study.

If you require further information regarding the financial arrangements described in this paragraph, you should discuss the matter with the investigator, Dr. ____________________, phone _________________.

With all disclosures statements, please include the following statement:

· Any questions regarding financial conflict issues can be directed to your doctor or to Camille P. Wicher, Esq., RN, MSN, Vice President of the Office of Research Subject Protection and Corporate Ethics, who can be reached at 845-7676.
· This disclosure is [these disclosures are] made so that you can decide if this relationship will affect your willingness to participate in this study. 

1. INTRODUCTION:

Provide a brief introduction about the study. 

2. WHAT IS THE PURPOSE OF THIS STUDY?

This research study is being done by the doctors (and/or other researchers) at the Roswell Park Cancer Institute. (Add names of other institutions or collaborators or sponsor if applicable) 

The purpose of this study is to (insert purpose of the study here).

Please give details here i.e. whether it is a laboratory study, Pilot study, quality of life survey, study questionnaire only, exploratory study, sample collection study, focus group study and insert definition.  

3. WHO ELSE WILL BE ON THIS STUDY AND HOW LONG WILL IT LAST?

This study will include about (  ) patients/participants nationally/regionally/statewide. We expect to enroll (  ) patients/participants from Roswell Park Cancer Institute or (name study site) over ( ) years. 

You will be on this study for (  ) months. OR Your participation on this study will be for only one visit. 

4. WHAT WILL HAPPEN IF YOU ARE ON THE STUDY?  

Participant involvement: List what the participant needs to do for e.g. if participant has to mail consents back or mail saliva samples in kits or return for follow-up.

If this is a sample collection study, please list type of samples (blood, saliva, urine, sputum, buccal cell collection etc) and state amounts and time point(s) at which that will be collected. 

If this is a survey/questionnaire study, please give details of kind of questions asked (demographic, medical history, reproductive and family histories, life style habits such as diet, smoking, drug use, alcohol use, behavioral questions etc). Indicate approximate time for completion. 

State if any procedures, use of devices or testing (CO breath test etc) are necessary.

Indicate if one or multiple visits are required (include number of clinic visits). If there is a schema or calendar that is going to be provided to the participant outside of the consent, please attach for review. 

5. WHY WOULD YOU BE TAKEN OFF THE STUDY EARLY?  

(This should be study specific and include when the protocol describes such procedures)

You may be taken off the study for any of the following reasons:

· You do not follow the study schedule or requirements

· New information becomes known to us that would influence your decision to remain on the study 

· Your medical condition changes (Optional sentence)
· You experience unacceptable side effects (Optional sentence)
· The study doctor or the sponsor of the study may decide to stop or change the study. (Optional sentence)
6. MUST YOU TAKE PART IN OR STAY ON THE STUDY?

(This should be study specific and include when withdrawal from the research may be associated with adverse consequences)

Taking part in this study is voluntary.  You may decide not to enter the study or may leave the study at any time.  Leaving the study will not result in any penalty or loss of benefits to which you are entitled.  

It may be necessary to contact you at a future date regarding new information related to this study.  For this reason, we ask that you notify the Patient Access office at 716-845-8845 or stop into the Registration Desk in the Lobby of Roswell Park Cancer Institute to update any change in your address.

7.  WHAT RISKS AND DISCOMFORTS ARE INVOLVED?

While you take part in this study, you may be at risk for these side effects.  You should discuss these with your doctor/study investigator. It is very important that you notify your doctor/study investigator right away about any side effects, problems, or unusual experiences you may have while on this study.  This will decrease the chance that the side effects continue or become worse. Sometimes there are other resources that we can provide to you to make you more comfortable.  If severe side effects do develop, you and your doctor/study investigator may decide it is in your best interest to stop taking part in the study.   

Edit the following if a procedure (blood draw, x-ray, scan etc) is part of the study DELETE SECTIONS THAT ARE NOT APPLICABLE. The procedures used in this study may cause all, some, or none of the side effects listed. There may be other side effects of the procedures that we do not know of yet. 

The risks and side effects for the PROCEDURE OR DEVICE OR TESTING are listed below.  (List if applicable) 

Blood Draw:

The blood draw is momentarily painful while the needle is penetrating the skin. There is a small risk of fainting, of some bruising (bleeding under the skin), and a rare (1 in 1,000) risk of infection. 

Survey:

The study will only involve your provision of responses to questions about ( ). The chance of risk or discomfort is ‘none to minimal’. In the unlikely event of distress caused by participation in the study, Dr. XXX from the Department of ( ) will be available to identify psychological resources for you. If you are affected, Dr XXX will be available to consult with your primary care physician regarding care and referral for you.

Buccal cells collection:

There is none to minimal risk (transient mild cheek irritation) associated with collecting buccal cells.

Sputum sample collection:

There is none to minimal risk associated with bronchospasm for sputum sample collection.

CO testing:

There is none minimal risk to blowing into a machine to read your carbon monoxide (CO) levels.

Urine testing:

There is none to minimal risk associated with providing a urine sample.

Please list any additional risks (for e.g. conscious sedation, additional biopsies, exposure to test dye/x-ray/scan).

Radiology procedures:

For radiation, the greatest concern is with pregnant or nursing women. Infants and fetuses are also more sensitive to the effects of radiation because they are still growing. In general, the higher the dose of radiation and the greater the number of exposures to radiation, the higher the risk. The dose of radiation is kept as low as possible for radiologic procedures. 

A few x-rays for diagnostic purposes (dental, chest, extremities) are not considered dangerous.

X-ray:

There is little risk to health from a single x-ray, but with repeated tests there is a risk that the radiation may damage body cells, possibly leading to cancer in the future.

CAT scan: (Computerized Axial Tomography) or CT scan (Computed Tomography)

When you have a chest x-ray or CAT scan, you will be exposed to radiation.  In addition, you might be allergic to the dye used during CAT scan procedures.

When the contrast medium is injected during the CAT scan, you may experience nausea, flushing, warmth and a salty taste. You must not move during the test, but relax and breathe normally.  You might be uncomfortable while you are in the tunnel-shaped machine. You may feel claustrophobic (confined feeling) during this test.
MRI: (Magnetic Resonance Imaging)

You may be uncomfortable while you are in the tunnel-shaped machine, as for a CAT scan.  You must not have metal objects in or on your body during the scan as the powerful magnet used during the scan could exert a damaging pull on them.

PET scan: (Positron Emission Tomography)
The risks and side effects of injecting radioactive material (18F-FDG) are listed below.  

Administration of 18F-fluoro-2-deoxy-D-glucose (18F-FDG) may produce temporary discomfort at the injection site.  There is always the rare possibility of an allergic reaction to this radioactive material (listed above) with symptoms likely consisting of rash and itchiness.  This injection involves exposure to radiation.  However, the dose is equal to that received during other diagnostic studies in nuclear medicine and radiology such as a bone scan.  The long-term risk of harm from this low-dose rate of radiation exposure is remote.  

Gallium scan:
This is a type of nuclear medicine scan. Most gallium scans are ordered to detect tumors in the body or to study the liver. Gallium is known to settle in certain organs and tissues and to collect in inflamed tissues and abnormal organs. Gallium scans are sometimes used to evaluate cancer following chemotherapy or radiation therapy.

There is a minimal risk of exposure to radiation from the gallium injection.  Rarely, a person may develop a rash, swelling, or have a serious allergic reaction to the gallium dye. The place where the injection was given may become red, swollen, painful, or infected. 

MUGA Scan: (Multiple Gated Acquisition Scan) or radionuclide angiogram (RNA)

The test is performed when it is important to accurately measure the pumping function of the heart. The procedure is non-invasive. The risks involved with this type of study are similar to those of X-rays (radiation) and blood tests (injection). 


ECG: (Electrocardiogram)

There are generally no risks. This procedure monitors the electrical impulses of the heart. There is no risk of shock.

Bone marrow biopsies:
You may feel a sharp sting and a burning sensation when the anesthetic is injected to numb the skin. This is felt over the biopsy site and into the covering of the bone. This may be painful but it usually lasts for only a few seconds. During an aspiration (removal of bone marrow), you may feel a brief, shooting pain down your leg as the sample is taken. This pain should stop as soon as the sample is obtained.

Serious complications resulting from a bone marrow aspiration or biopsy are extremely rare. Risks include:

· Excessive bleeding from the biopsy site.  Rarely, a person may be given blood-clotting factors before the test to prevent prolonged bleeding. 

· Infection at the biopsy site 

· Puncturing of the heart, a lung, or a major blood vessel if the sample is taken from the breastbone (sternum). However, most bone marrow samples are not taken from the breastbone and this complication is extremely rare, even when the breastbone is used. 

Biopsies: (Skin/Lymph node)

You may have pain, swelling or bruising around the area the sample is taken.  Infection or an allergy to the numbing medicine used in the procedure may also occur.

Additional biopsies: (Tumor Biopsy)
Additional biopsies carry the additional risk of tear, bleeding and infection.

(Mention tears only if intraluminal: colon/rectal/lung biopsy)

Conscious sedation: Midozolam hydrochloride (Versed)

Midazolam is a drug usually used before surgery or certain medical tests to make the patient sleepy, drowsy, or relaxed.  The dose used in this study is lower than the dose used before medical procedures. You may feel drowsy or sleepy for a few hours after midazolam is given. Since midazolam can cause sedation (sleepiness), you should not drive back home in a car. You should arrange for assistance in going home. Some of the rare and infrequent side effects of midazolam include hiccups, dizziness, confusion, headache, inability to remember events that occur within 8 hours after midazolam administration, slowing of response time and interference when operating automobiles or other machinery, dry mouth, light-headedness, nausea, double vision, loss of coordination, and slurred speech.  These usually occur after prolonged use of midazolam at high doses. 

Procedures under sedation: (for e.g.)
Colonoscopy will be performed with the use of conscious sedation; you will be exposed to an additional 10-15 minutes of sedation.   A brief period of forgetfulness may follow after this is given to you.  Other side effects may include headache, drowsiness, nausea and vomiting or an unpleasant feeling.  Other unlikely side effects are decreased breathing, decreased heart rate, decreased blood pressure and allergic reaction to drugs. You will be monitored during and after your colonoscopy.  

Risks of dyes used: (for e.g.)
Methylene blue is a dye used to stain and see the lining of your colon in detail.  There are no reports to suggest that using methylene blue dye will result in any serious clinical side effects apart from an allergic reaction to the dye and some temporary bluish discoloration of your stool. There has been no reported occurrence of allergic reactions with use of methylene blue dye inside the bowel (intestine). However, there have been some reported allergic reactions when this dye has been used as part of peritoneal procedures (inside of the abdomen). Methylene blue is also known to cause changes in readings for blood oxygen levels. You will be closely monitored during your colonoscopy and for a period following completion.

Local Anesthesia:
Anesthesia is a way to control pain using anesthetic medication. Local anesthesia is the use of a medication to numb a specific area and the surrounding tissues. It does not make the person sleepy or relieve other pains. The medication is injected directly into or rubbed onto the specific area.

When used properly, local anesthetics are safe and have few major side effects. However, in high doses local anesthetics can have toxic effects caused by their being absorbed through the bloodstream into the rest of the body. This may significantly affect your breathing, heartbeat, blood pressure, and other body functions. 

Although all types of anesthesia involve some risk, major side effects and complications from anesthesia are uncommon. Your specific risks depend on your health, the type of anesthesia used, and your response to anesthesia.

8. REPRODUCTIVE RISKS:

Guideline should be study appropriate. For example in a prostate study, the female contraception parts should be deleted.  If the research could involve pregnant women or women of childbearing potential and the risk to fetuses of the drugs, devices, or other procedures involved in the research is not well known, female reproductive risks are required

There are no reproductive risks. 

OR
This study may involve risks to you or your unborn child that are not known at this time therefore, you should not become pregnant or father a baby while you are participating in this study.  Also, you should not nurse your baby while on this study.  Women of childbearing potential will be required to take a pregnancy test before being allowed to take part in this study.  You may also be asked to take pregnancy tests while receiving the study treatment. The pregnancy test must be negative before you enter this study.

You will be asked to practice an effective method of birth control while you are on this study.  This includes, but is not limited to, oral birth control pills, an IUD, condoms with spermicide, or abstinence. To the best of your knowledge, you are not pregnant and do not plan to become pregnant while taking part in this study.  Should you become pregnant during this study, you will immediately tell your study doctor/investigator and obstetrician. If you wish, you may request a referral for counseling (such as a genetic counselor, social worker, or psychologist). Pregnancy tests may be repeated during the study.  

Male participants must use an effective method of birth control.  This can include, but is not limited to, condoms with spermicide, abstinence, or having a vasectomy.  Discuss birth control measures with your primary care physician or the study doctor/investigator. 

For research involving children and adolescents include statement regarding the possibility that study interventions or drugs now could affect their ability to have children at a later time 

NOTE:  Consents/Assents for children and adolescents MUST include a statement regarding the possibility that taking this medication/treatment now could affect their ability to have children at a later time. 

9.  WHAT BENEFITS MAY YOU GET FROM THIS STUDY? (Edit as appropriate)
You understand there is no guarantee that being on the study will help you.  Future patients / participants may be helped from the results and information gained from this study.

10. WHAT IF YOU DO NOT JOIN THIS STUDY? (Edit as appropriate)
It is your decision to join. There are no penalties for not taking part in this study.

11. WHAT WILL THIS COST? (Edit as appropriate – must be study specific)
There are no costs associated with this study 

 

OR

Examinations, scans, laboratory tests, and other medical procedures and treatments that would routinely be needed to monitor and treat your illness are known as “standard of care” services. Charges for these services will be billed to you and/or your insurance carrier in the usual manner. You will be responsible for all co-payments, deductibles, and/or account balances as determined by your individual health insurance contract.

There are many different types of insurance plans and contracts.  It is not possible to tell you in advance the exact amount your insurance will pay and what your financial responsibility will be.  If you wish, a representative from the Patient Access team can meet with you to help answer your questions regarding insurance coverage issues before you decide to participate in this study.  They can also help you obtain authorizations from your insurance carrier when needed.  A representative from the Patient Access Department can be reached at 716-845-4112. 

There are certain insurance plans that will not cover charges for any care related to an experimental or investigational therapy or study. These plans may deny coverage for even the routine, standard of care medical services you will need to receive during the time you are enrolled in the study.  If you have an insurance plan that does not cover participation in a clinical research study, or if you currently have no insurance coverage, a financial counselor can meet with you to provide an estimate of the costs that would be associated with participation in this study.  A payment schedule can be developed if needed. A Financial Counselor can be reached at 716-845-3161.

Examinations, scans, laboratory tests and other medical procedures and interventions that are required only for the clinical research study and are not needed for the usual care of a patient with your disease are known as “research related” services.  Research related services will not be charged to you or your insurance.  

The following examinations/tests/drugs that you will receive as part of your research study are considered research related: _______________________________.

These examinations/tests/interventions will be provided to you at no cost by the study sponsor.

You and /or your insurance company will be responsible for charges related to the administration of interventions used in this research study and for charges for medications that may be needed to prevent or control side effects.

If you develop complications or side effects from your participation in this research study, medical treatment will be provided at the usual charge. 

12.  WILL YOU BE PAID FOR JOINING THIS STUDY? 

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

OR You will receive the following payment for participating in this study:  (DETAIL payment and requirements) 

Example:  You will be paid $25.00 for each visit to offset your travel expenses while taking part in this study.  You will receive your payments according to the following schedule:  Include table.             

It is possible that this research project will result in developing treatments, devices, new drugs, or procedures. If this happens, you understand that you will not receive any financial payment from the resulting use of information gained and developed through your participation in the research study.  

13. WHAT IF YOU HAVE QUESTIONS?

You are free to ask questions at any time about this study and to ask for more information from the doctor identified on this consent. If you have any questions, concerns or complaints about this study, you should contact (              ), MD at (716) 845-(    ) at Roswell Park Cancer Institute. In case of an emergency after regular hospital hours, you should telephone (716) 845-2300 and ask for the (specify medical/surgical/gynecology/dermatology) doctor on call. 

If you have questions about your rights as a research subject or you feel you have been injured as a result of your participation in this research study, you can call the Roswell Park Cancer Institute Patient Advocate (Support) Office at (716) 845-1190.  You should also feel free to contact the Patient Advocate Office at any time while considering participation, during participation or once your participation is complete.  This office is unaffiliated with any specific research study.  They can help you obtain additional information regarding your research participation and your rights as a research subject or how to proceed should you feel you have been injured as a result of your participation.  They are available to discuss any problems, concerns, questions or input you may have. 

The following statement must be added to ALL clinical investigations regulated by FDA and clinical investigations that support applications for research or marketing permits for products regulated by FDA.

WHERE CAN I FIND MORE INFORMATION?
You may call the NCI’s Cancer Information Service at 1-800-4-CANCER (1-800-422-6237).
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.
For accurate cancer information including PDQ, visit http://cancernet.nci.nih.gov 
14.  WHAT ABOUT CONFIDENTIALITY AND USE OF PROTECTED HEALTH INFORMATION?

If you volunteer to take part in this research study and you sign this document, you give permission to [name or other identification of specific health care provider(s) or description of classes of persons, e.g., all doctors, all health care providers] at Roswell Park Cancer Institute (RPCI) to use or disclose (release) your health information that identifies you as part of the research study described in this consent.  This means that others may know or be able to determine your identity. Study information that we may use and/or disclose can identify you in the following ways.

 “Protected Health Information” (PHI) can be your name, address, social security or patient identification number, medical record number, date of birth, photographs, or biometric identifiers, information about your health, (add as appropriate to the study: including past medical history, treatment, diagnosis, test results and any other information about your health or medical condition, or relating to payment of charges for medical treatment found in your medical record or other records) maintained by Roswell Park Cancer Institute.

We want you to know who may use this information and how they may use it. We also want to tell you about your rights before you agree to take part in this study.

 Who may use and give out information about you?

The study doctor and research staff will have this information and may give it to others, such as the study sponsor, during and after the study.

Who may see this information?  

The study sponsor may also see this information.  “Sponsor” includes people or companies working for or with the sponsor or owned by the sponsor.  They all have the right to see this information during and after the study.

The following people, agencies and businesses may also get information about you:

· Doctors and healthcare professionals taking part in the study

· US. Food and Drug Administration (FDA)

· US. Department of Health and Human Services (DHHS)

· National Cancer Institute (NCI)

· National Institute of Health (NIH)

· Government agencies in other countries

· Government agencies that must receive reports about certain diseases and conditions

· Roswell Park Cancer Institute

· Institutional Review Board

· Add others as appropriate
What information may be used and shared?

Medical information that identifies you and relates to your participation will be created if you take part in this study.  This may include the following:

· Information from the procedures used to find out whether you are eligible to take part in this study.  This may include physical examinations, blood and urine tests, x-rays and other procedures or tests, and any other information that you may release to us, including information about your health history.

· Information obtained in the course of the study including information about your response to any treatments you receive, information related to study visits and phone calls, physical examinations, blood and urine tests, x-rays and other procedures or tests, and any other information pertaining to your participation in this study.

Why will this information be used and/or shared?

The information that may identify you will be used and given out to others to carry out the research study.  The sponsor will analyze and evaluate the results of the study.  The sponsor, its agents, government agencies and others may visit the research site to follow how the study is being done and may review your information for this purpose.

This information may be given to the FDA.  It may also be shared with other governmental agencies in this country and in others.  This is done so the sponsor can receive marketing approval for any new products that may result from this research.  The information may also be used to meet the reporting requirements of the governmental agencies.

The results of this research may be published in scientific journals or presented at medical meetings, but your identity will not be disclosed.

The information may be reviewed by the IRB, who perform review of research as required by law.

PHI may be used and disclosed in the creation and maintenance of a research database or repository and be kept indefinitely.

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

If you refuse to give your permission for us to use your PHI, you will not be able to be in this research study.  

Your decision not to sign this authorization or to withdraw from the study will not involve any penalty or loss of benefits to which you are otherwise entitled and will not affect your access to non-research related health care here.

You may change your mind and revoke (take back) this Authorization at any time, except to the extent that RPCI has already acted (used or disclosed PHI) based on this Authorization. 

What happens if I want to withdraw my authorization?

If you withdraw your authorization, you will be taken off of the study. 

To revoke/withdraw this Authorization, you must write to:  (Principal Investigator), and let the doctor know that you are withdrawing your authorization to use and disclose your information.  The doctor’s mailing address is Roswell Park Cancer Institute, Elm & Carlton Streets, Buffalo, New York 14263.

If you should die while enrolled in or after participating in this study, your PHI may be used or disclosed solely for research purposes without obtaining any additional authorization.

If you are a patient enrolled in this study, the results of clinical tests or therapy performed as part of the research may be included in your medical record and will not be removed from the record if you withdraw.

If all information that does or can identify you is removed from your health information, the remaining information will no longer be subject to this authorization and may be used or disclosed for other purposes. 

May I review or copy the information obtained from me or created about me? 

To maintain the integrity of this research study, you will not have a right to review or copy your personal health information related to this research until the study is complete. At the conclusion of the research and at your request, you may have access to your health information that RPCI maintains.  Access to your health information in a designated record set is described in the Notice of Privacy Practices provided to you by RPCI. 

If it is necessary for your care and/or treatment, your PHI will be provided to you or your referring or primary care physician.  

When does this authorization end?  


This Authorization does not have an expiration date.   

 What happens to my health information after it is given to others? 

If you sign this permission form and the information is given to other persons, businesses, government agencies, the information may no longer be protected.  There is a risk that your information will be given to others without your permission.

 AUTHORIZATION

As a participant in this study, I authorize the use of protected health information for research purposes.  I understand that PHI will be used/disclosed by RPCI as hereby authorized.  I understand that I have a right to withdraw my authorization for use of PHI in writing, but that information which has already been used or disclosed before my written withdrawal will continue to be used for research purposes.  Finally, I understand PHI that has been disclosed by RPCI through this authorization to the study sponsor, FDA, NCI, NIH or others may be further disclosed by them, as the PHI will no longer be protected by the federal privacy regulations.

Genetic Information Protection (If this research involves genetic testing include the following additional confidentiality section regarding GINA)

A new 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.

GINA’s prohibitions apply to ‘genetic information’ which is defined as including receipt of genetic services (genetic tests, genetic counseling, or genetic education) by an individual or family member participating in clinical research. 
GINA does not protect you against genetic discrimination by companies that sell life, disability or long-term care insurance.

RPCI and the researchers involved in this study will not reveal the results of your genetic tests to health insurers or employers and your records will be kept confidential to the extent listed in section XXX of this consent form.  

Genome-Wide Association Study (If this research involves a Genome-Wide Association Study, include the following section.)

(A Certificate of Confidentiality form the NIH will be required if conducting this kind of study.)

Genome-Wide Association Studies (GWAS) look at the genetic differences that exist in the entire human genome (the complete set of human genes) and the association between these differences and health conditions.  

As part of this study, we will be collecting information about your health and your individual genes. This information will be sent to [Insert name of company where information will be sent]

The aim of collecting this information is to look for genetic connections that: [Use all or pick that which applies to the study]

· may make people more likely to get a certain disease (such as asthma, cancer, diabetes, heart disease or mental illness) or a condition (such as high blood pressure or obesity)
· may affect the progress of a certain disease or condition
· may affect treatments (medicines, etc.) that work for certain diseases in some people, but not in others. 
We will remove direct identifying information about you, such as your name, address, and telephone number, and will code your information before sending it to the [Insert where information is being sent]. [Insert where information is being sent] will never get this code or the identifiers we have removed.  Roswell Park Cancer Institute will not know what types of research will be done with the data that are sent to [Insert where information is being sent].

GWAS data will be shared with other researchers world-wide through the dbGaP Database.  This database is kept at the National Center for Biotechnology Information (NCBI) at the NIH. Researchers must apply to NIH to use the dbGaP database.  Special review committees will look at these applications to decide whether or not to share the data.  Researchers must agree to keep data safe and use the data only for the purpose approved by the NIH.

What are the risks of data being stored for GWAS?

There may be risks to your privacy and the privacy of your relatives from storing your information in a GWAS database.  Although we believe that the NIH privacy measures make this unlikely, there is a risk that your identity could become re-connected with your genetic and health information.  If this happened information could be revealed that could lead to denial of employment or insurance for you or a relative, or law enforcement agencies might be able to demand information about you in connection with an investigation.

Are there benefits to being in a GWAS study?

There is no direct benefit to you from GWAS research.  The information from your data may lead to a better understanding of how genes affect health.  This may help other people in the future.
15. OTHER OPTIONAL TESTING:  Delete entire section if not applicable
TISSUE/BLOOD/OTHER SPECIMENS AND DATA BANK

DO YOU HAVE TO GIVE 
TISSUE, BLOOD OR OTHER SPECIMENS TO TAKE PART IN THIS STUDY?

Consenting to give extra blood, tissue, or other specimen/sample and have it stored in a tissue bank is needed/not needed to take part in the rest of the study.  If you decide not to join in this part of the study, you can still join the rest of the study.  

We would like to store samples of (CHOOSE: blood, tissue, other specimens) that we get during the tests/procedures done as part of the study or in the normal part of your care and treatment. If you agree, these samples will be kept in a specimen bank here at Roswell Park Cancer Institute (OR LIST). These stored samples will be used for other research and might include genetic studies, other cancers, or other diseases that are common to your age group.  If genetic testing is done, the sample will be labeled so your name and your identity will remain unknown.  The results of any genetic or other testing will not be given to you or your doctor, as your identity will not be known.  It is not possible for us to know now what tests will be discovered in the future. We cannot give you a list of all the possible ways the sample will be used.  We are asking that you give your permission for us to take, store and do research on the sample without contacting you again in the future.  None of this research is a direct help to you, but could help us learn other ways to prevent cancer or other diseases and might be helpful to others in the future.  

You will receive no payment for these samples or from any products, tests or products that are developed in the future from the use of the samples.  

If you give permission for the sample now and change your mind later, you will need to write to the doctor/investigator listed on the last page of this form and let him/her know that you changed your mind.  The sample will then be destroyed and not used.  If you have any questions, please ask your doctor/study staff.

Please check one box for the following questions:

1.
My tissue can be taken and kept for use in research to learn about, prevent, treat, or cure cancer. 

YES  FORMCHECKBOX 



NO  FORMCHECKBOX 

2.
My blood can be taken and kept for use in research to learn about, prevent, treat, or cure cancer

YES  FORMCHECKBOX 



NO  FORMCHECKBOX 

3.
My (other sample(s)) can be taken and kept for use in research to learn about, prevent, treat, or cure cancer. 

YES  FORMCHECKBOX 



NO  FORMCHECKBOX 

4.
I agree that someone may contact me in the future to ask me to take part in more research.

YES  FORMCHECKBOX 



NO  FORMCHECKBOX 

PARTICIPANT'S STATEMENT OF CONSENT:

By signing below, you agree that:

( You have been told of the reasons for this study.

( You have had the study explained to you.

( You have had all of your questions answered, including those about areas you did not understand to your satisfaction.

( You have carefully read this consent form and will receive a copy of this signed form.

( You willingly give your consent to join in this research study. 

· You do not waive any rights you have under federal or state laws and regulations.

PARTICIPANT/LAR SIGNATURE__________________ DATE__________


Printed Participant/LAR Name____________________________

INVESTIGATOR’S STATEMENT:

I certify that to the best of my knowledge the subject/guardian signing this consent form has had the research fully and carefully explained to him/her, and I believe clearly understands the nature, risks, and benefits of participation.

INVESTIGATOR SIGNATURE_______________________ DATE__________


Printed Name of Investigator___________________________

OPTIONAL /WHERE APPLICABLE:      

PARENT/GUARDIAN: _______________________________________________

Minor:  ASSENT:  ____________________________________________________

*Witness Signature is needed in the following circumstances - check below 

 FORMCHECKBOX 

N/A

 FORMCHECKBOX 

Participant/LAR cannot write – mark must be made as appropriate. 

 FORMCHECKBOX 

Participant/LAR cannot read - consent has been read to him/her.
 FORMCHECKBOX 

Participant/LAR cannot understand English and the consent has been verbally interpreted

(The witness should be fluent in both English and the language of the participant.)

WITNESS STATEMENT:  
The patient has signed this document in my presence.

WITNESS SIGNATURE__________________________
DATE___________


Printed Witness Name: ___________________________

Relationship to Patient: ___________________________


CONSENT HANDLING


Original to CRA-Regulatory with Race/ Ethnicity if applicable


Copy to: 


Patient


CRS registration 


Medical Records











Date: 12/1/11                                                  


