

Study Title:

Principal Investigator: 

EXPerimental subject’s Bill of rights

You have been asked to participate as a subject in a medical experiment. Before you decide whether you want to participate in the experimental procedure, you have a right to the following information:

CALIFORNIA LAW REQUIRES THAT YOU MUST BE INFORMED ABOUT:

1. The nature and purpose of the study.

2. The procedures in the study and any drug or device to be used.

3. Discomforts and risks reasonably to be expected from the study.

4. Benefits reasonably to be expected from the study.

5. Alternative procedures, drugs, or devices that might be helpful and their risks and benefits.

6. Availability of medical treatment should complications occur.

7. The opportunity to ask questions about the study or the procedure.

8. The ability to withdraw from the study at any time and discontinue participation without affecting your future care at this institution.

9. Be given a copy of the signed and dated written consent form for the study.

10. The opportunity to consent freely to the study without the use of coercion.

I have carefully read the information contained above and I understand fully my rights as a potential subject in this study.

Date: ___________________
Time: ________________

Signature: _______________________________________

(subject)
Signature: _______________________________________

(parent or legally authorized representative)
If signed by other than the subject, indicate relationship: _________________________


INFORMED CONSENT


TITLE:

PRINCIPAL INVESTIGATOR:

DEPARTMENT:

24-HOUR TELEPHONE NUMBER:


why is this study being done?

(General Requirement)

We invite you to take part in a research study. This study is about _________. We hope to learn ____________. You are invited as a possible participant because __________. About ____ subjects will take part in this study.

What is involved in the study?

(General Requirement)

If you decide to take part, this is what will happen: ______ (insert procedures)

Information About Samples Collected as Part of this Research


Example 1:

You may already have surgery scheduled for your disease. If so, we will use a portion of your tissue from the surgery for research. If you do not have surgery planned, we will ask you to provide some tissue for research. How the tissue is obtained and the risks from getting this tissue will be explained to you separately. 

Example 2:

This is an optional procedure. You do not have to agree to the (insert biopsy, blood sample, or other) to take part in this study. 

Example 3:

Please mark how your (insert type of sample) may be used.

My (insert type of sample) may be kept for use in future research on the type of disease I have. 

Yes ________
No ________
Initials ______

My (insert type of sample) may be kept for use in any future medical research.  

Yes ________
No ________
Initials ______

I agree to have my (insert type of sample) shared with other researchers. 

Yes ________
No ________
Initials ______

Example 4:

You (and your doctor) will not learn the results of research testing. Your doctor will not use these results to make a plan for your treatment. (or, since we do not yet know how to apply these results to treatment.) 

Example 5:

Please initial if you would like to receive the information below. If you change your address or telephone number, you should let the investigator know. His/her telephone number is listed in this Informed Consent under the section called “Whom Do You Call if You Have Questions or Problems?” 

________
General information about what the study found.

________
Specific information about what the study found about me. 

________
I do not want any information about my sample. 

Example 6:

Cells from your body may be used to start a cell line. A cell line will grow in the laboratory indefinitely. 

Example 7:

My cell line may be shared with other researchers in the future. 

Yes ________
No ________
Initials ______

Example 8:

Each tissue and fluid sample contains genetic information about your parents and ancestors. It may be helpful to study members of your family. We will ask your permission before we approach your family members. 

What are the possible risks and discomforts?
(General Requirement)

Possible risks and discomforts you could experience during this study include: ______.

-or-

You might have some or all of the following discomforts or risks if you take part in this study: ______.

Examples for genetic testing or genetic research:

There may be future advances in genetic testing that we cannot predict now. These advances may make it possible to learn more about your genes that might cause you problems. 

For example, based on genetic information, some people may find out that they were not born to the parents who raised them. Some people could have problems getting insurance based on certain genetic information. It may also be upsetting to learn that you have genes that could lead to problems if those genes are passed on to your children. 

You should be aware that insurance companies sometimes use information from genetic testing to deny coverage to applicants. This study involves research in genetics that could be used to develop such genetic testing in the future. At this time, any information obtained from this research cannot provide meaningful information about the future health of any study participant. If you decide to participate in this study, you will be involved in genetic research.  If you are asked by your insurance company, you can answer that you have not had genetic testing.  

Example for surveys or questionnaires:

Some of the questions may make you feel uneasy or embarrassed. You can choose to skip or stop answering any questions that make you uncomfortable. 

Example of risk statement for DEXA scans:

Each DEXA scan will expose you to a very small amount of radiation, which is much less than most routine x-ray procedures. Exposure to radiation can increase one’s risk of developing cancer. The amount of radiation to which you will be exposed during a DEXA scan is so small that the precise risk is unknown. 

What about pregnancy?

(Additional Element)

We do not know whether this (study drug or study procedure) might hurt your unborn baby. If you are pregnant, you cannot take part in this study. If you are a woman who could become pregnant, you must have a pregnancy test to make sure you are not pregnant. You must use birth control while on this study. These are some birth control measures that you can use: ___________.

If you are breastfeeding and do not want to stop, you may not take part in this study. The only way to take part in this study is to stop breastfeeding and not use your breast milk to feed your child until your doctor tells you it is safe. 

What are the possible benefits of taking part in this study? 

(General Requirement)


You may not receive any benefit from taking part in this study. However, your participation in this study may help us learn _____________. 

-or-

The possible benefits for you to take part in this study include _________. 

Example for Phase I study:

You are unlikely to benefit from taking part in this study. We hope the information learned from this study will help us understand ______ (insert disease or condition) in the future. 

-or-

We hope the information learned from this study will benefit other patients with ______ (insert disease or condition) in the future. 

what other options are there?

(General Requirement)

Examples:

There may be other treatment(s) for your disease. These include ______________. Your doctor will explain their risks and benefits to you. 

An alternative would be to not take part in this study. 

will your information be kept private?

(General Requirement)

Example 1:  If the study is not subject to inspection by a funding agency, the FDA, or a sponsor, use the following statement.

The investigator and the Institutional Review Board (IRB) will keep your records for this study private as far as the law allows. We may publish the information from this study in journals or present it at meetings. If we do, we will not use your name.

Example 2:  If the study is subject to inspection by a funding agency, the FDA, or a sponsor, use the following statement. 

The investigator and the Institutional Review Board (IRB) will keep your records private as far as the law allows. Officials sent by the Food and Drug Administration (FDA), the sponsor, who is ___________, or the funding agency, who is __________, may look at your research records and medical records. Unless otherwise prohibited by law, your records will be kept confidential. We may publish the information from this study in journals or present it at meetings. If we do, we will not use your name. 

Example 3:  For non-medical studies, add the following statement. 

The people who work on the study will see your records. 

Example 4:  If your study involves genetic testing, add the following examples if they apply. 

Every tissue or fluid sample has information about a person’s genes. By using genes, a person might be identified, even if there is no name on the samples. We will make every effort to keep your genetic information private as far as the law allows. 

We will store any genetic testing results from this study at __________. We will not put the genetic information in your medical records. 

You (and your doctor) will not learn the results of research testing. 

Example 5:  Suggested Certificate of Confidentiality Template Language

A Certificate of Confidentiality has been obtained from the Federal Government for this study to help ensure your privacy. This certificate means that the researchers cannot be forced to tell people who are not connected with the study, including courts, about your participation. The Certificate does not represent an endorsement of the research project by the Secretary of Health and Human Services. Also, if any of the following conditions exist, the Confidentiality Certificate does not authorize any person to which it applies to refuse to reveal identifying information concerning you as a research subject. If you ask us to disclose information, we will do it. A Certificate of Confidentiality does not prevent you or a member of your family from voluntarily releasing information about you or your participation in this research. Also, we may voluntarily disclose, to anyone we think needs it, information about anything that might put you or another person in danger. In addition, it is this institution’s policy that anyone required by state law to report abuse or neglect must do so. The Certificate cannot be used to resist a demand for information from personnel of the United States Government that is used for auditing or evaluation of federally funded projects or for information that must be disclosed in order to meet the requirements of the federal Food and Drug Administration (FDA). Finally, if you enter the study after the Certificate has terminated you will be so informed and the researcher may no longer rely on the Certificate to protect your confidentiality.
what are the costs?

(Additional Element)

Examples:

If you take part in this study, your insurance plan may not pay for some or all of the procedures, treatments, and tests. If that happens, you need to pay for these procedures, treatments, and tests yourself. 

The ______ (insert procedures, exams, or study drugs) will be provided to you free of charge. 

Neither you nor your insurance plan will be billed for your taking part in this study. 

are there any payments to you for taking part in the study?
(Additional Element)


You will receive $___________ for taking part in this study. (Describe the method of payment)
If you receive more than $600 per year for taking part in one or more research studies, including this study, 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. 

Possible Commercial Products


All tissue and fluid samples are important to this research study. Your sample will be owned by the University of Southern California or by a third party designated by the University ______ (insert name, such as another university or a private company). If a commercial product is developed from this research project, the commercial product will be owned by the University of Southern California or its designee. You will not profit financially from such a product. 

Cells from your body may be used to start a cell line. A cell line is one that will grow in the laboratory. This cell line may be shared in the future with other researchers. It may be of commercial value. There is no plan for you to receive payment for any commercial products that are developed. 

what happens if you get injured or need emergency care?
(General Requirement)


If you get hurt or sick from taking part in the study, we will give you the medical care you need. You must pay for the care. Normally, you will not receive any compensation for being hurt or sick. 

-or-

If you are injured as a direct result of these research procedures, you will receive ______ (insert plan). 


You are participating in this study under the supervision of Dr. ______________. Some or all of the study procedures will be performed on the General Clinical Research Center (GCRC). If you get hurt or sick from participating in the study, you will be offered treatment for the injury. Who will pay for the treatment depends on how and where it occurs. If the injury is from the study drug or procedures performed or directed by Dr. _______________ or his/her staff, (explain the policy and if applicable, the sponsor’s responsibility). If you get hurt from a procedure performed by one of the GCRC staff that was not under the direction of Dr. _____________, the GCRC Advisory Committee will review your case and decide whether to pay for part or all of that care. The GCRC will not provide any other money for the injury. 

will you receive new information about this study?

(Additional Element)
During the study, we may learn new things about the risks or benefits of being in the study. If we do, we will share this information with you. You might change your mind about being in the study based on this information. If new information is provided to you, we will ask for your agreement to continue taking part in this study. 

under what circumstances can your participation be terminated?

(Additional Element) 

If you do not follow the investigator’s instructions, if your disease gets worse, or if the sponsor closes the study, you may be removed from the study. If this happens, the investigator will discuss other options with you. 

what are your rights as a participant, and what will happen if you decide not to participate?

(General Requirement)

Your participation in this study is voluntary. Your decision whether or not to take part will not affect your current or future care at this institution. You are not waiving any legal claims or rights. If you do decide to take part in this study, you are free to change your mind and stop being in the study at any time. (List procedures for orderly termination of participation. If applicable, describe consequences of a subject’s decision to withdraw from the research study and state if the withdrawal must be gradual for safety reasons.)
are there any potential conflicts of interest?
(Additional Element)


Example 1:  If you do not have any financial interest, use the following statement.

The investigators of this research do not have any financial interest in the sponsor or in the product being studied.

Example 2:  If there is possible commercial product development in the future, the following statement can be used.

The University of Southern California or the biotechnology company ______ (insert company name) may use your ______ (insert type of samples) for other research studies. Those studies may develop products that can be sold. If they make money from these products, you will not receive any money. 

Example 3: If you have a financial interest in the sponsoring company, the following statement should be used.

The investigator has a financial interest in the company sponsoring this study. (Briefly describe your financial interest.) The nature of this financial interest and the design of the study have been reviewed by the institutional committees.

Example 4: If you are getting financial support for other than study-related expenses, you must disclose this. The study-related expenses should be described in the budget, which must be submitted to the IRB. 

The investigator is receiving __________. (Describe briefly the nature of the financial support other than study-related expense from the sponsor.)

Example 5: If the investigator is the treating physician and he/she is getting financial support from the sponsor to conduct the study, the following statement can be added. 

The investigator is receiving financial support from the study sponsor to conduct the study. (Describe briefly the nature of financial support from the investigator.) As a researcher, your doctor is trying to improve your health condition and conduct good research at the same time. If you wish, you may get a second opinion about your care from another doctor who is not involved with this study. You are free to decide not to take part in any studies you may be offered by your doctor. 

whom do you call if you have questions or concerns?
(General Requirement) 

You may contact ______ (insert name) at ______ (insert phone number) with any questions or concerns about your participation in this study. If you feel you have been hurt by taking part in this study, please contact ______ (insert name) at ______ (insert phone number). If you have any questions about your rights as a study subject, please contact the Institutional Review Board Office at LAC+USC Medical Center, IRB Building, 2020 Zonal Avenue, Suite 425, Los Angeles, CA 90033. (Telephone number: 323-223-2340). You will get a copy of this consent form. 

agreement:

(General Requirement)
	Instructions for Agreement Section

1. For studies that are more than minimal risk, obtain signatures from: the subject, the witness, and the investigator/person obtaining informed consent. (See Example 1)

You may need to include additional statements and signature lines if they are relevant to your study. Please refer to the examples shown below. The paragraph and signature line for the investigator/person obtaining the informed consent must appear last.

2. If a translator is needed, you should document that fact in the medical/research record. The translator’s signature is required on the consent form. (See Example 2) If a consent form is needed in a language other than English or Spanish, use a translated OHRP Short Form and translated Experimental Subject’s Bill of Rights. Refer to the instructions on page 2 of this template for guidance.

3.  For minor subjects (under 18 years old) who are over the age of 7 or are capable of providing assent:
A.  An Assent form and a Parental Permission form are required. An Assent form template is available on the IRB website under the “IRB Forms” section. 



	B.  If you believe that the Parental Permission form is suitable to use with minors (generally, those 12 years of age and older), the child’s signature section can be added to the Parental Permission form and this form can also serve as the assent form. (See Example 3) 

C.  Depending on the nature of the research, the permission of either one parent or both parents is needed (see chart below). In a situation where the permission of both parents is required and you cannot get in touch with one of the parents, you must make a reasonable effort to contact that parent (for example, by mail, by phone, or in person at the parent’s last known address). Documentation of this information in the consent and research chart is required. (See Example 4)



	Type of Research
	Who Signs the Consent Document

	No greater than minimal risk (45CFR46.404)
	Assent of child and permission of at least one parent

	Greater than minimal risk and the prospect of direct benefit to child (45CFR46.405)
	Assent of child and permission of at least one parent

	Greater than minimal risk and no prospect of direct benefit to child (45CFR46.406)
	Assent of child and permission of both parents

	Any other research (45CFR46.407)
	Assent of child and permission of both parents

	For additional information on the types of research involving minors and who signs the consent form(s), refer to: http://www.access.gpo.gov/nara/cfr/waisidx_03/45cfr46_03.html


	4.  If a pregnant woman or fetus is involved and if the research is more than minimal risk and no prospect of benefit for the woman or fetus, add the signature of the father of the unborn child. (See Example 5)

5. If your study relates to the cognitive impairment, lack of capacity, or serious or life-threatening diseases and conditions of research participants, add the signature line for the legally authorized representative. (See Example 6)  If your study does not relate to these diseases and conditions of research participants, you cannot use a Legally Authorized Representative to obtain consent. The Legally Authorized Representative is defined by CA Health and Safety Code (24178 c and e) as follows: 

24178 (c) Non-emergency room environment:  

Surrogate informed consent may be obtained from a surrogate decisionmaker. The decision makers are listed in the following descending order of priority:

(1) The person's agent pursuant to an advance health care directive.

(2) The conservator or guardian of the person having the authority to make health care decisions for the person.

(3) The spouse of the person.

(4) An individual as defined in Section 297 of the Family Code.

(5) An adult son or daughter of the person.

(6) A custodial parent of the person.

(7) Any adult brother or sister of the person.

(8) Any adult grandchild of the person.

(9) An available adult relative with the closest degree of kinship to the person.



	When there are two or more available persons who are in different orders of priority pursuant to subdivision (c), refusal to consent by a person who is a higher priority surrogate shall not be superseded by the consent of a person who is a lower priority surrogate.

	24178 (e) Emergency room environment:

Surrogate informed consent may be obtained from a surrogate decision maker who is any of the following persons:

(1) The person's agent pursuant to an advance health care directive.

(2) The conservator or guardian of the person having the authority to make health care decisions for the person.

(3) The spouse of the person.

(4) An individual defined in Section 297 of the Family Code.

(5) An adult son or daughter of the person.

(6) A custodial parent of the person.

(7) Any adult brother or sister of the person.

When there are two or more available persons described pursuant to subdivision (e), refusal to consent by one person shall not be superseded by any other of those persons.


Example 1:

I have read (or someone has read to me) the information provided above. I have been given a chance to ask questions. All my questions were answered. I have decided to sign this form in order to take part in this study.

	

	
	

	Name of Subject
	Signature
	Date Signed

	
	
	

	Name of Witness
	Signature
	Date Signed


I have personally explained the research to the subject and answered all questions. I believe that he/she understands the information described in this informed consent and freely consents to participate. 

	

	
	

	Name of Investigator/Person Obtaining Informed Consent
	Signature
	Date Signed


Example 2:

I have verbally translated this informed consent form to the study subject. 

	

	
	

	Name of Translator
	Signature
	Date Signed


Example 3:

If your child agrees to participate, have your child sign here. 

	
	
	

	Name of Child
	Child’s Signature
	Date Signed


Example 4:

	
	
	

	Name of Parent
	Signature
	Date Signed

	
	
	

	Name of Second Parent
	Signature
	Date Signed


Example 5:

	

	
	

	Name of Father of Unborn Child
	Father’s Signature
	Date Signed


Example 6:

	

	
	

	Name of Legally Authorized Representative
	Signature
	Date Signed


I have personally explained the research to the subject and the subject’s legally authorized representative and answered all questions. I believe that he/she understands the information described and freely consents to participate. 

	

	
	

	Name of Investigator/Person Obtaining Informed Consent
	Signature
	Date Signed


Instructions for Experimental Subject’s Bill of Rights





If your study is not categorized as a “medical experiment” as defined below, you can delete the Experimental Subject’s Bill of Rights. Many psychological or behavioral studies may not be categorized as “medical experiments.” 





Section 24174 of the California Health and Safety Codes defines “medical experiment” as: 


the severance or penetration or damaging of tissues of a human subject or the use of a drug or device, as defined in Section 109920 or 109925, electromagnetic radiation, heat or cold, or a biological substance or organism, in or upon a human subject in the practice of research of medicine in a manner not reasonably related to maintaining or improving the health of the subject or otherwise directly benefiting the subject; 


the investigational use of a drug or device as provided in Sections 111590 and 111595;


withholding medical treatment from a human subject for any purpose other than maintenance or improvement of the health of the subject.





The California Experimental Subject’s Bill of Rights is available in the following nine languages:





English, Spanish, Chinese, Korean, Vietnamese, Thai, Russian, Armenian, and 


Farsi





Please note that if you use the Bill of Rights translated into a language other than English, you need to use either a translator or an approved translated version of the English Informed Consent. If you use a translator, you should document that fact on the Informed Consent, including the translator’s signature, as well as documenting in the medical chart/research record.





If the majority of your study subjects speak a language other than English, we recommend that you translate the Informed Consent into that language. The translated version of the IRB-approved Informed Consent must be submitted to and approved by the IRB before you use it. The IRB will translate the English version of the IRB approved Informed Consent to Spanish upon request.   If you occasionally need consent documents in languages other than English or Spanish, the OHRP Short Form can be used for this purpose. Versions of the short form in nine languages are posted on the IRB web site (� HYPERLINK "http://ccnt.hsc.usc.edu/irb/irb.html" ��http://ccnt.hsc.usc.edu/irb/irb.html�) under “IRB Forms.” Instructions for use of the short form and for translating consent documents into other languages can be found on the IRB web site under “Policies and Procedures.”  





If you are not enrolling minor subjects or subjects who have a Legally Authorized Representative, make sure to delete the two items below the subject’s signature from the Bill of Rights Form.











Use the term “research study” the first time the word “study” or “trial” appears in this section. If this is a multi-center study, include the total number of subjects at all sites as well as the number of subjects to be enrolled at this site.








General Instructions for the Informed Consent





The title of the Informed Consent should be the same as the title on the IRB application.


Each section of the consent document is labeled as a “General Requirement” or an “Additional Element.” The “Additional Element” sections can be deleted only if they do not apply to your study. Remember to delete these labels from the heading of each section. 


Use short sentences, short paragraphs, and language that can be understood by a subject with an 8th grade reading level. Avoid medical and scientific terms whenever possible. Otherwise, define or explain them in lay language. 


Do not use the word “treatment” in research protocols. Use “study drug” or “study procedure” instead. Use the word “experimental” rather than “investigational.” For drugs or devices that have not been approved by the FDA, state that the FDA has authorized the use of the drug or device in this study. 


Use this form for an Adult Informed Consent or Parental Permission. For consent documents that are used for both adult subjects and parental permission for minor subjects, add a statement that “you” also refers to “your child.” 


Replace the header of this template with your institutional letterhead.  


Remember to delete all the boxes containing instructions, all italicized instructions and examples in the text, and all text that is not applicable to your study.














Describe the procedures chronologically. 


Use subheadings to help organize this section and increase readability.


Describe the procedures only. Do not include information that belongs in other sections. Identify procedures that are considered experimental and procedures that are performed for research purposes only. It should be easy for the subject to distinguish between procedures that are standard of care and procedures that are research.


Describe the subject’s assignment to a study group, the duration of each procedure, the frequency of each procedure, the location of each procedure, and the total duration of the subject’s participation in the study.


If applicable, describe randomization (“like drawing/pulling a number from a hat”). Describe the subject’s chances of receiving the study drug, using a phrase like “two out of three chances” rather than a percentage. Describe double blind (“You and the investigator will not know what drug you are taking. In an emergency, the investigator can find out which drug you received.”) Define placebo (“a pill or liquid without any study drug”). 








Add this heading and section ONLY if it applies to your study. Do not include this section if you are not collecting research samples. 





Disclose if you are collecting tissue, blood, or body fluid specimens as part of the research or if you are using excess tissue from routine tests. 


Disclose if the specimens are optional and if subjects can participate in the study without providing these specimens. 


If specimens will be stored for future research, describe this and provide checkboxes for the subject to consent to the storage and testing. 


State whether or not the results of the research testing will be given to the subject or the doctor. If appropriate, add checkboxes for subjects to choose what information they want to receive.  If subjects will be given test results, the testing must be performed at a laboratory certified by CLIA (Clinical Laboratory Improvement Amendments). Delete this choice if results are not from a CLIA certified laboratory. 


Disclose if a cell line will be started and provide a checkbox for the subject to consent. 


Disclose if you will be conducting genetic testing on any samples. Do not mention the subject’s family members unless you plan to test multiple family members.





ADD THE FOLLOWING EXAMPLES TO YOUR CONSENT ONLY IF THEY APPLY TO YOUR STUDY AND ARE DISCUSSED IN THE PROTOCOL.








Identify each procedure with a subheading and describe the risks associated with that procedure.


Discuss the discomforts, inconveniences, and risks to be expected and describe how these will be managed. If applicable, give an estimate of the expected recovery time after the research.


Address the most serious and common risks first, followed by uncommon and less serious risks in a separate paragraph, if warranted. 


State if the risks are reversible.


If you are conducting genetic testing, describe the risks associated with the testing. If subjects will learn the results of the genetic testing, add the risks of disclosure of that information. Do not include information about paternity unless you are also testing family members. 


Describe any psychological, social, legal, or financial risks that may result from participation in this study (for example, may provoke emotional responses or place subject at risk for discrimination) in addition to the physiological risks and discomforts. It is not sufficient to state that the risk is small. 


State if unforeseen risks are possible (“There may be other risks that the investigators did not expect. The investigators will monitor you to see if you are experiencing any other risks.”) State if there are no known risks.





If appropriate, include a statement that the drug or procedure may involve risks to the subject (or to the fetus, if the subject is or may become pregnant) that are currently unforeseeable.





Money paid to subjects, free medications, free medical care, extra diagnostic tests, or careful monitoring cannot be included as benefits of participation.





Describe appropriate therapeutic, diagnostic, or preventive procedures that will be offered to subjects if they decide not to participate in the study (if applicable). Explain the risks and benefits of these alternatives to the subject. Disclose if any standard treatment is being withheld. If this is not a treatment study, state “An alternative would be to not participate in this study.”


If prospective subjects have a chronic, progressive disease for which no safe and effective treatment has been developed, state this. Describe opportunities for managing symptoms and improving ability to function so that it does not appear that subjects will be abandoned if they choose not to participate in the study. 


If prospective subjects are suffering from a terminal illness, state if there are no alternative treatments available. Add that treatment of symptoms and pain control are available through supportive care such as hospice, home health care, clinics, or physicians.





For studies performed partially or entirely in the General Clinical Research Center (GCRC), use the following standard clause:





Describe the sponsor’s responsibility for research-related injuries resulting from participation in the study. Explain whether or not any other compensation or medical treatment will be available if an injury occurs. Describe the nature and extent of the compensation.





Insert the first paragraph only if you intend to collect tissue and/or body fluid samples as part of the research and a commercial product may be developed from this research. 


Insert the second paragraph on cell lines only if you plan to create a cell line from the research. If any human materials (tumor tissue, bone marrow, blood) are used for establishing a cell line that may be shared with other researchers and may in the future be of commercial value, the subject must be informed of the fact in the consent form and the cell line paragraph must be included verbatim. 








Compensation cannot be withheld until the subject completes the study. Payment must be provided after each study visit. Prorate the compensation when appropriate. 


For any expense over $75, subjects must submit a receipt to be reimbursed. The investigator should get verification of other expenses such as transportation, parking, or childcare. 


If subjects will receive more than $600 per year for taking part in the study, add the IRS paragraph below.





Explain what costs the subject might incur for participating in the study. 


Explain what procedures, tests, study drugs, or other care will be provided free of charge. Disclose if the research involves interventions or additional hospitalization that could not reasonably be considered standard of care, and therefore, may not be covered by health insurance. 


Clearly state if research tests and procedures will not be covered by health insurance.


If possible, estimate the charges that subjects will be expected to pay if their health insurance does not cover the research tests and procedures. 


Do not submit bills to third party payors without the written consent of the subject.





Give a brief description of how personal information, research data, and related records will be coded or stored to prevent access by unauthorized personnel. 


Explain how specific consent will be solicited if any other uses for this information are contemplated.


If applicable, state if and when individual responses to survey questionnaires will be destroyed after the data is analyzed.


If pictures, videos, or tape recordings will be used, describe the subject’s right to review or edit the tapes, who will have access, and when they will be destroyed. Describe how personal identifiers will be disguised or deleted.


Disclose if you are sending specimens for research testing outside the institution. Describe the methods used to protect the confidentiality of subjects. 


If you have obtained a Certificate of Confidentiality for your study, you must include specific information in the Informed Consent. See the required language in the example below.  For additional information on application instructions for a Certificate of Confidentiality, visit: � HYPERLINK "http://grants.nih.gov/grants/policy/coc/appl_extramural.htm" ��http://grants.nih.gov/grants/policy/coc/appl_extramural.htm�  





The investigator must also disclose personal interests unrelated to the subject’s health, whether research or economic, that may affect the investigator’s professional judgment. An investigator’s failure to disclose such interests may give rise to a cause of action for performing medical procedures without informed consent or breach of confidentiality. 


In disclosing your proprietary interest and research interest in the consent, you may do so in general terms, but make certain to include the nature of the interest, such as a paid consultant, a lecturer, a board member, an equity ownership, or a management or supervisory role in the sponsoring company. Such conflicts should be referred to the Vice Provost for Research for resolution. The proposed Informed Consent language must be reviewed by the IRB and, if necessary, by the USC Financial Disclosure Review Committee.
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