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INTRODUCTION

We invite you to take part in a research study at the National Institutes of Health (NIH).

First, we want you to know that:

Taking part in NIH research is entirely voluntary. 
You may choose not to take part, or you may withdraw from the study at any time.  In either case, you will not lose any benefits to which you are otherwise entitled.  However, to receive care at the NIH, you must be taking part in a study or be under evaluation for study participation.

You may receive no benefit from taking part.  The research may give us knowledge that may help people in the future.

Second, some people have personal, religious or ethical beliefs that may limit the kinds of medical or research treatments they would want to receive (such as blood transfusions).  If you have such beliefs, please discuss them with your NIH doctors or research team before you agree to the study.

Now we will describe this research study.  Before you decide to take part, please take as much time as you need to ask any questions and discuss this study with anyone at NIH, or with family, friends or your personal physician or other health professional.  
If you are signing for a minor child, “you” refers to “your child” throughout the consent document.

Radiation exposure (less than 5 rem effective dose) (if radiation exposure is research indicated)
This research study involves exposure to radiation from (insert type and maximum number of procedures (example - up to 3 PET scans)) of (insert quantity of radioactive material in mCi).  This radiation exposure is not required for your medical care and is for research purposes only. The amount of radiation you will receive in this study is (insert effective dose) which is below the guideline of 5 rem (or 0.5 rem in children) per year allowed for research subjects by the NIH Radiation Safety Committee.  The average person in the United States receives a radiation exposure of 0.3 rem per year from natural sources, such as the sun, outer space, and the earth's air and soil.  If you would like more information about radiation, please ask the investigator for a copy of the pamphlet, An Introduction to Radiation for NIH Research Subjects.

While there is no direct evidence that the amount of exposure received from participating in this study is harmful, there is indirect evidence it may not be completely safe.  There may be a very slight increase in the risk of cancer. 

Please tell your doctor if you have had any radiation exposure in the past year, either from other research studies or from medical tests or care, so we can make sure that you will not receive too much radiation. Radiation exposure includes x-rays taken in radiology departments, cardiac catheterization, and fluoroscopy as well as nuclear medicine scans in which radioactive materials were injected into your body. 

If you are pregnant you will not be permitted to participate in this research study. If you are breast feeding and the protocol involves injection of radioactive material you will not be permitted to participate.  It is best to avoid radiation exposure to unborn or nursing infants since they are more sensitive to radiation than adults.

Research Subject’s Rights

What are the costs of taking part in this study? 
If you choose to take part in the study, the following will apply, in keeping with the NIH policy:

· You will receive study treatment at no charge to you. This may include surgery, medicines, laboratory testing, x-rays or scans done at the Clinical Center, National Institutes of Health (NIH), or arranged for you by the research team to be done outside the Clinical Center, NIH if the study related treatment is not available at the NIH. 

· There are limited funds available to cover the cost of some tests and procedures performed outside the Clinical Center, NIH.  You may have to pay for these costs if they are not covered by your insurance company.
· Medicines that are not part of the study treatment will not be provided or paid for by the Clinical Center, NIH.

· Once you have completed taking part in the study, medical care will no longer be provided by the Clinical Center, NIH.

Certificate of Confidentiality 
To help us protect your privacy, we have obtained a Certificate of Confidentiality. The researchers can use this Certificate to legally refuse to disclose information that may identify you in any federal, state, or local civil, criminal, administrative, legislative, or other proceedings, for example, if there is a court subpoena. The researchers will use the Certificate to resist any demands for information that would identify you, except as explained below.

You should also know that there are several circumstances in which the Certificate does not provide coverage. These include when information: 

· will be used for auditing or program evaluation internally by the NIH; or 

· must be disclosed to meet the legal requirements of the federal Food and Drug Administration (FDA). 

· is necessary for your medical treatment and you have consented to this disclosure; 

· is for other research. 

In addition, identifiable, sensitive information protected by this Certificate cannot be admissible as evidence or used for any purpose in any action, suit, or proceeding without your consent. 
You should understand that a Certificate of Confidentiality does not prevent you or a member of your family from voluntarily releasing information about yourself or your involvement in this research. If an insurer, employer, or other person obtains your written consent to receive research information, then the researchers will not use the Certificate to withhold that information.

The Certificate of Confidentiality will not protect against the required reporting by hospital staff of information on suspected child abuse, reportable communicable diseases, and/or possible threat of harm to self or others.

Conflict of Interest [use this section for covered protocols only]
The National Institutes of Health (NIH) reviews NIH staff researchers at least yearly for conflicts of interest.  This process is detailed in a Protocol Review Guide.  You may ask your research team for a copy of the Protocol Review Guide or for more information.  Members of the research team who do not work for NIH are expected to follow these guidelines but they do not need to report their personal finances to the NIH.

Members of the research team working on this study may have up to $15,000 of stock in the companies that make products used in this study.  This is allowed under federal rules and is not a conflict of interest. 

Optional statements [to be chosen based on your DEC] 
Use this statement if the protocol involves a technology license (patent): 
The National Institutes of Health and the research team for this study have developed (a drug, imaging agent, device) being used in this study.  This means it is possible that the results of this study could lead to payments to NIH scientists and to the NIH. By law, government scientists are required to receive such payments for their inventions. You will not receive any money from the development of _________. 
Use this if the protocol involves a CRADA: 

The National Institutes of Health and the research team for this study are using (a drug, imaging agent, device) developed by (company name) through a joint study with your researchers and the company.   The company also provides financial support for this study. 

If the protocol involves a CTA use one of the following statements: 
· If there are NO non-NIH investigators:

(Company name) is providing (the drug/device) for this study to NIH without charge.  No NIH employee involved in this study receives any payment or other benefits from (Company).
· Or, if there are non-NIH investigators: 
(Company name) is providing (the drug/device) for this study to NIH without charge.  No NIH investigator involved in this study receives payments or other benefits from any company whose drug, product or device is being tested.  However, there are some non-NIH collaborators on this study who may receive payments or benefits, limited by the rules of their workplace.

Optional Biopsy [Along with the description of biopsy to be obtained for research purposes only, please include the following:]
The biopsy to be performed is exclusively for research purposes and will not benefit you.  It might help other people in the future.  Even if you sign "yes" to have the biopsy you can change your mind at any time.  Please read the sentence below and think about your choice. After reading the sentence, circle and initial the answer that is right for you. The decision to participate in this part of the research is optional, and no matter what you decide to do, it will not affect your care. 

I agree to have the tumor biopsy for the research tests in this study. 

Yes              No               Initials_________
Use of Specimens and Data for Future Research [use when appropriate]
We would like to keep some of your specimens and data that we collect and use them for future research and share them with other researchers. We will not contact you to ask about each of these future uses.  These specimens and data will be identified by a number and not your name.  Your specimens and data will be used for research purposes only and will not benefit you.  Researchers use specimens and data stored in scientific databases to advance science and learn about health and disease.  It is also possible that the stored specimens and data may never be used.  Results of research done on your specimens and data will not be available to you or your doctor.  It might help people who have cancer and other diseases in the future.  

If you decide now that your specimens and data can be kept for research and shared, you can change your mind at any time. Just contact us and let us know that you do not want us to use your specimens and/or data.  Then any specimens that have not already been used or shared will be destroyed and your data will not be used for future research. 

Please read the sentence below and think about your choice. After reading the sentence, circle and initial the answer that is right for you.  No matter what you decide to do, it will not affect your care.

My specimens and data may be kept and shared for use in research to learn about, prevent, or treat cancer or other health problems. 

Yes              No               Initials_________

OTHER PERTINENT INFORMATION

1.
Confidentiality.  When results of an NIH research study are reported in medical journals or at scientific meetings, the people who take part are not named and identified.  In most cases, the NIH will not release any information about your research involvement without your written permission.  However, if you sign a release of information form, for example, for an insurance company, the NIH will give the insurance company information from your medical record.  This information might affect (either favorably or unfavorably) the willingness of the insurance company to sell you insurance.

The Federal Privacy Act protects the confidentiality of your NIH medical records.  However, you should know that the Act allows release of some information from your medical record without your permission, for example, if it is required by the Food and Drug Administration (FDA), members of Congress, law enforcement officials, or authorized hospital accreditation organizations.

2.
Policy Regarding Research-Related Injuries.  The Clinical Center will provide short-term medical care for any injury resulting from your participation in research here.  In general, no long-term medical care or financial compensation for research-related injuries will be provided by the National Institutes of Health, the Clinical Center, or the Federal Government.  However, you have the right to pursue legal remedy if you believe that your injury justifies such action.

3.
Payments.  The amount of payment to research volunteers is guided by the National Institutes of Health policies.  In general, patients are not paid for taking part in research studies at the National Institutes of Health.  Reimbursement of travel and subsistence will be offered consistent with NIH guidelines.

4.
Problems or Questions.  If you have any problems or questions about this study, or about your rights as a research participant, or about any research-related injury, contact the Principal Investigator, ______________, M.D.,  Building 10, Room _______, Telephone:  301-_______. You may also call the Clinical Center Patient Representative at 301-496-2626. If you have any questions about the use of your specimens or data for future research studies, you may also contact the Office of the Clinical Director, Telephone:  301-496-4251. (use if appropriate)
5.
Consent Document.  Please keep a copy of this document in case you want to read it again.
	COMPLETE APPROPRIATE ITEM(S) BELOW:

	A.
Adult Patient’s Consent
	B.
Parent’s Permission for Minor Patient.

	I have read the explanation about this study and have been given the opportunity to discuss it and to ask questions.  I hereby consent to take part in this study.
	I have read the explanation about this study and have been given the opportunity to discuss it and to ask questions.  I hereby give permission for my child to take part in this study.  

(Attach NIH 2514-2, Minor’s Assent, if applicable.)

	

	

	

	


	Signature of Adult Patient/
Legal Representative
	Date
	Signature of Parent(s)/ Guardian
	Date

	Print Name
	Print Name

	C.
Child’s Verbal Assent (If Applicable)
The information in the above consent was described to my child and my child agrees to participate in the study.

	


	

	


	Signature of Parent(s)/Guardian
	Date
	Print Name

	THIS CONSENT DOCUMENT HAS BEEN APPROVED FOR USE 
FROM THROUGH. 

	

	

	

	


	Signature of Investigator
	Date
	Signature of Witness
	Date

	Print Name
	Print Name


	PATIENT IDENTIFICATION
	CONSENT TO PARTICIPATE IN A CLINICAL RESEARCH STUDY

•
Adult Patient or
•
Parent, for Minor Patient

NIH-2514-1 (07-09)

P.A.:  09-25-0099

File in Section 4:  Protocol Consent (#)




	PATIENT IDENTIFICATION
	CONTINUATION SHEET for either:

NIH-2514-1 (07-09)

NIH-2514-2 (10-84)

P.A.:  09-25-0099

File in Section 4:  Protocol Consent



