	Title of Treatment: must match the title listed on the protocol EXACTLY




Consent to be part of a Treatment
To be conducted at 
Select appropriate Treatment sites
The University of Texas Southwestern Medical Center 
Parkland Health & Hospital System
Children’s Health
Retina Foundation of the Southwest
Texas Scottish Rite Hospital for Children
Texas Health Resources

	Information about this form


This form gives you important information about the investigational treatment. 

Enrolling Children or Incompetent Adults
Insert this paragraph only for protocols enrolling children or incompetent adults
You, or your child, or your next of kin, may be eligible to take part in an investigational treatment. If you are providing consent for someone else, for example your child, your next-of-kin, or someone for whom you are the legal guardian or are designated as a surrogate decision maker on a medical power of attorney, please note that in the sections that follow the word “you” refers to the person you are providing consent for.

Please take time to review this information carefully. You should talk to the doctors about the investigational treatment and ask them any questions you have. You may also wish to talk to others (for example, your friends, family, or a doctor) about your participation in this investigational treatment. If you decide to take part in the investigational treatment, you will be asked to sign this form. Before you sign this form, be sure you understand what the investigational treatment is about, including the risks and possible benefits to you.

Please tell the investigators/treatment team if you are taking part in another investigational treatment or research investigational treatment.

Taking part in this investigational treatment is completely voluntary. You do not have to participate if you don't want to. You do not have to participate in this investigational treatment in order to get standard medical treatment. You may also leave the investigational treatment at any time. If you leave the investigational treatment before it is finished, there will be no penalty to you, and you will not lose any benefits to which you are entitled.

	General Information – “Who is conducting this Investigational Treatment?”



Principal Investigator
The Principal Investigator (PI) is the physician directing this investigational treatment; the PI is responsible for protecting your rights, safety and welfare as a participant in the investigational treatment. The PI for this investigational treatment is [Insert the name and degrees of the PI and the PI’s respective affiliations (i.e., department and institution)].

Conflict of Interest  If one or more members of the treatment team has a potential financial conflict of interest related to the treatment including a monitoring plan from the COI committee, insert the following or similar statement (Language should be modified to fit the specific facts and circumstances.) Delete this section if no one has a potential financial conflict of interest
A member of the treatment team, insert name is
Select and edit the text below as needed
· a paid consultant to the company which is paying for all / part of this investigational treatment. 
· a paid consultant or paid member of the Advisory Board, and receives payment for lectures from the company which is paying for all / part of  this investigational treatment.
· an unpaid consultant to the company which is paying for all / part of  this investigational treatment.
· a founder of the company, has stock in the company, and is a paid consultant to the company sponsoring this treatment.
· an inventor of insert 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 investigational treatment, royalties and other compensation may be received by the institution and the investigator. Thus, UT Southwestern and the investigator have a financial interest in the outcome of this treatment.

AND if applicable, add:
UT Southwestern owns equity (stock) in the company insert name of the outside entity here which is paying for this investigational treatment.

AND if applicable, add:
In the future, it is possible that the results of this treatment could result in a financial benefit to insert name of the outside entity here and/or the principal investigator.  This institution has taken steps to not let this interfere with the way the investigational treatment is conducted or your safety.

AND
If you require further information regarding the financial arrangements described in this paragraph, you should discuss the matter with the Principal Investigator.  

AND if applicable, add:
Funding 
If funded by an external entity, add:

If the treatment is funded, an “external funding disclosure” statement must be included.  Select the template wording appropriate to the type of funding (either for profit or non-profit / federal).  If necessary, revise the applicable disclosure statement so that it is specific for your treatment.  

For-Profit Funding
Insert name of the company providing the funding, a for-profit company, is funding this treatment.  The company designed the investigational treatment, drafted the investigational treatment plan and is providing money to [insert name the institution(s) receiving the support, e.g., UTSW] so that the physicians can conduct the treatment.
Note: If this treatment was not designed by the company providing funding (e.g., the principal investigator designed the treatment), revise sentence above to state who designed the treatment and drafted the treatment plan. 

Non-Profit or Federal Agency Funding
Insert name of the non-profit organization or funding agency, a pick one: non-profit organization or federal agency that promotes investigational  treatment, is funding this treatment.  This organization is providing money to [insert name the institution(s) receiving the support, e.g., UTSW] so that the physicians can conduct the investigational treatment.

	Purpose of this Investigational Treatment – “Why is this Investigational Treatment being offered?”


Briefly (one paragraph) explain in lay-terms the reason for offering this investigational treatment. Do not describe the details of the protocol procedures here – that will be included in the investigational treatment procedures section. 

You are asked to participate in this treatment  of  state what is being studied, e.g., a treatment of colon cancer. Colon cancer is currently treated by (explain current standard of care)]. Currently available treatment is highly toxic or not entirely effective, etc. (Explain why this treatment needs to be done).


Investigation Use of Drug or Device If investigational use of drug, device insert following- if not applicable delete
This treatment involves the use of an investigational [select one] drug(s)/device(s) called insert name. “Investigational” means that the [select one] drug(s)/device(s) has/have not yet been approved by the U.S. Food & Drug Administration (FDA) for [select appropriate] treating/preventing/diagnosing insert name of condition.  

	Information about Treatment Patients – “Who is receiving this treatment?”



You are being asked to receive this treatment because  state general reason why the person was identified to participate.  For example, because they have the disease being studied and if applicable why it is reasonable for this particular patient to participate; they have not responded the standard care; they are already scheduled for the procedure being studied, etc. This is not intended to be a repetition of the inclusion criteria.

The physicians plan to treat approximately [insert #] patients.

	Information about Treatment Procedures – “What will be done if you decide to receive the treatment?”



While you are taking part in this treatment, you will be asked to attend approximately Insert total # visits visits with the physicians and treatment staff.  If required to stay overnight for any visits or the treatment will occur while hospitalized revise this section accordingly.  
It may be necessary for you to return to the hospital/clinic every [insert number of days/months/years] Indicate whether the treatment visits will be held in conjunction with visits the patient would be making as part of routine care.  For life time follow-up protocols, include a description of the duration of participation.

If using screening procedures Screening – After you sign this consent to receive treatment, exams, tests, and/or procedures may be done as described below to find out if you can continue in the treatment; this is called screening. We may be able to use the results of exams, tests, and/or procedures you completed before enrolling in this treatment.  You will be told which results we will obtain and which procedures will not have to be repeated.  Many of the procedures are described below as “standard care” and would be done even if you do not take part in this investigational treatment. You will be told which ones are “investigational”.

Screening Procedures Insert a description of the screening exams, tests or procedures

Although many of the screening procedures used to determine treatment eligibility may be routine, patients must sign a consent form prior to undergoing any screening procedures not already done as part of standard care.  Obtaining a signed consent form is also required prior to collecting and storing results of standard of care procedures for treatment purposes, unless previously authorized by IRB-approved waiver.

Examples
· Physical examination – We will measure your height, weight, listen to your heart, your pulse, blood pressure, etc. 
· OR, if physical exam is standard care – The results of the physical examination done as part of your standard care will be used.
· Blood draw – Blood will be taken from a vein (or artery) in your arm to, (for example: measure complete blood count, count the number of red blood cells and white blood cells, to check your liver function, measure the amount of sugar/cholesterol in your blood, determine your overall, general health)  ** note the volume of blood drawn is optional unless it exceeds the levels listed in the procedures section below
· OR, if blood draw is standard care - The results of the blood tests done as part of your standard care will be used.
· For pregnancy test, insert: If you are capable of becoming pregnant, a pregnancy test will also be done before you receive treatment. 
· If minors will be enrolled in the treatment, please insert the following: If your parents or guardian asks, we will tell them the results of your pregnancy test or that you are using birth control.

This visit will take approximately Insert # minutes/hours OR the treatment procedures will add approximately Insert # minutes/hours to the length of a routine care visit.

AND
The results of the screening exams, tests, and/or procedures will be reviewed to determine whether you will be allowed to continue in the treatment.  If you are not allowed to continue in the treatment, the physician will discuss the reasons with you and will discuss other possible options.

If the number of visits/duration of treatment, etc., is more complicated than you were able to summarize on the first page, explain in detail here. Further explanation may be needed if there are circumstances that will have an effect on the number of visits.  For example: The patient will be given a second screening visit to see if results of testing from the first visit are different and the patient might now be eligible to continue.  .

Treatment Procedures - as a participant, you will undergo the following procedures:

Important guidance for describing treatment procedures: 
· Discuss the procedures / visits in chronological order.
· Identify the procedures which are standard and would have been done even if they were not receiving investigational treatment (in the same timing and frequency) and those which are being done solely because they are participating (solely for investigational treatment purposes)
· Use bullets and/or paragraphs. 
· Describe in lay language all procedures and their purposes.  
· Describe what the patient will feel or experience
· Distinguish between approved and experimental procedures/devices. [Experimental procedures/devices are those that are not FDA-approved or are FDA-approved but not used in accordance with FDA approved labeling.] 
· Describe any wash-out periods or other deviations from the patients' regular regimen.
· Quantify procedures – for example 
· Number of each procedure per visit and total for investigational treatment
· Number of items on a survey or questionnaire and average length of time to complete each;  
· Volume of blood samples optional unless:
· (a) volume obtained exceeds 550 ml in an 8 week period from healthy, non-pregnant adults, or
· (b) volume obtained from other (not healthy, or pregnant) adults and children, the amount drawn exceeds the lesser of 50 ml or 3 ml per kg in an 8 week period
· Indicate whether patients will be seen in an outpatient clinic or admitted as inpatients for the investigational treatment procedures.
· Describe the length of each visit (It is not necessary to state time needed to complete each investigational treatment procedure, but it is important that patients be informed of the time requirement for each treatment visit) Or, the length of time the investigational treatment procedures will add to a routine care visit.
· Address the risks in the risks section.  If you feel you must include risks with the investigational treatment procedure, you are still required to provide ALL risk information in the risk section.

Include the following paragraphs if an MRI/fMRI procedure will be performed
You will have an MRI of your [insert part of the body]. For this procedure, you will lie still inside a large, doughnut-shaped magnet, also called the MRI scanner. The MRI technologist can see and hear you during the procedure. You will also be given a squeeze ball to use for communication. You will be inside the MRI scanner for approximately [insert time interval] minutes.
If the protocol includes functional MRI (fMRI), include a description of any tasks that will be performed by the subject while inside the scanner.

Include the following if gadolinium contrast will be administered:
For the MRI procedure, you will receive a contrast agent. The contrast is used to highlight organs or tissues during imaging. For administration of the contrast, an intravenous catheter will be placed in your arm or hand. You will also have a blood test to measure your kidney function. For this test, approximately one teaspoon of blood will be drawn from your arm or hand. 

Insert “Could your participation end early?” only if the patient’s participation may be terminated by the investigator/sponsor.  Describe the anticipated circumstances when the treatment may be terminated by the sponsor or principal investigator.
Could your participation end early? There are several reasons why the physicians may need to end your participation in the investigational treatment (early withdrawal).  Some reasons are:
· The physician believes that it is not in your best interest to stay in the investigational treatment.
· You become ineligible to participate.
· Your condition changes and you need treatment that is not allowed while you are taking part in the investigational treatment.
· You do not follow instructions from the physicians.
· The investigational treatment is stopped.

If applicable, add: 
The physicians will discuss your options for medical care when your investigational treatment ends.

	Risks – “What are the risks of receiving the investigational treatment?”



In assessing risk, be sure to consider all possible sources of harm, including physical, social, psychological, legal and economic.

The risks that are reasonably expected with the treatment should be described and compared to risks of common standard therapeutic alternatives (if available) and to the option of no treatment. Specifically, the consent form should describe risks that are:
very likely, regardless of severity, and 
less likely but serious, or rare but relatively severe, as compared to the severity of the disease and/or risks of alternative options. 

The risks associated with standard medical therapy that would be delivered regardless of participation in the clinical trial (such as placement of a central venous catheter) should not be included in the treatment consent document.  However, when patients are to be randomized and one treatment group constitutes standard medical therapy, then even risks associated with standard therapy must be fully described to enable the patients to determine whether they would accept assignment to the various treatment groups.

Risks from the investigational treatment
Use the following format to list risks and side effects related to each treatment regimen, component or procedure.  

Risks from the specific treatment procedures (drug(s), interventions, or procedures)
Revise this section as needed to reflect the expected risks for your treatment
There are risks to taking part in this investigational treatment .  One risk is that you may have side effects while on the treatment.  

[Describe the expected duration of the side effects.  Amend the following wording to fit the treatment.]  Side effects from this treatment will usually go away soon after you stop taking the [drug(s) or intervention].  In some cases, side effects can be long lasting or may never go away.

Everyone taking part in the treatment will be watched carefully for any side effects.  However, the treatment doctors don’t know all the side effects that may happen.  Be sure to tell your treatment doctor immediately, about any side effect that you have while taking part in the treatment.

The following section will describe the risks related to each your participation in this treatment.  You should talk to your treatment doctor about any side effects or other problems that you have while taking part in the treatment.   

For minimal risk protocols, delete next paragraph and remove “some may be Serious” from the Risk categories below.  
Side effects can range from mild to serious.  Serious side effects are those that may require hospitalization, are life threatening or fatal (could cause death).  The frequency that people experience a certain side effect can range from many (likely), few (less likely) or only one or two (rarely).  

Risks and side effects related to the [insert name of the regimen, procedures, drug, intervention, or device] include those which are:
(Delete any category that is not applicable.)  

Likely, some may be Serious
In 100 people, approximately (insert range e.g., 21 – 100) may have:
· 

Less Likely, some may be Serious
In 100 people, approximately (insert range e.g., 2 – 20) may have:
· 

Rare and Serious
In 100 people, approximately (insert range e.g., 1 or less) may have:
· 

Side effects that occur in less than 2-3% of patients do not have to be listed unless they are serious.

For more information about risks and side effects, ask one of the physicians or treatment staff.

AND include if there is limited information available about the safety of the procedure/drug/device (e.g., Phase I, first use in humans)
There may be unforeseeable side effects that could be life threatening or fatal (could cause death). 

AND if applicable include
We will tell you about any significant new findings which develop during the course of this treatment which may relate to your willingness to continue taking part.  

Genetic Informational risks For protocols utilizing genetic information/testing, include this section 
This investigational treatment  includes genetic testing.  Human tissue contains genes that determine many of a person’s physical characteristics, such as the color of eyes and hair.  In some cases, genetic testing of tissues can be used to indicate a risk for the development of certain diseases.  Genetic information is unique to each individual and could potentially be used to discover possible changes in a person’s future health status or life expectancy, or that of their children and family members. 

Releasing this information to you could cause psychological distress, anxiety or family problems.  Releasing this information to others, such as including it in your medical record, may pose a possible risk of discrimination, or increase difficulty in obtaining or maintaining disability, long-term care, or life insurance.  

These risks would occur if your information is released by mistake.  The measures being taken to protect your privacy are discussed below and make this possibility unlikely.

Even though the results of genetic testing may not be linked to you, it is possible that people of your ethnic background may be found to be at more risk for certain diseases based on future genetic treatment and this information might harm you in the future as a member of the group. Also, there may be unknown risks of genetic testing in the future.

Are there Risks related to withdrawing from the treatment? 

 [State here whether patients might be at risk if they stop treatment participation early.]  Choose one of the two statements below, either safety issues related to early withdrawal or no safety issues from withdrawal. 

If there are safety/risk concerns from withdrawing: 
If you decide to withdraw from this treatment early, please discuss your decision with the principal investigator.  You will need to have the following procedures to safely withdraw [explain what procedures will be performed for early treatment withdrawal]
If you do not follow these withdrawal procedures, you may experience [state health risks if treatment withdrawal procedures are not followed.  Address issue of continued treatment, if applicable]. 

OR if there are no safety/risk concerns from withdrawing: 
If you decide to withdraw from this treatment early, please discuss your decision with the principal investigator.  The physician may ask you to complete treatment withdrawal procedures at a final treatment visit.  This visit includes [explain what procedures will be performed for early treatment withdrawal].  There is no risk to you if you do not complete the final withdrawal procedures and you can choose not to participate in them.

Reproductive Risks - If there are reproductive risks, choose appropriate paragraph to describe risk:
	
If reproductive risks are of concern only to patients who may become pregnant and/or their fetuses, add:
Concerns for sexually active individuals who are capable of becoming pregnant:  You should not become pregnant while taking part in this investigational treatment because we do not know how the treatment drugs/procedures could affect a fetus, if an individual who can become pregnant, becomes pregnant during the treatment.  It is important that you talk to your doctor about avoiding pregnancy during this treatment.  If you think you might have become pregnant while you are in this treatment, you must tell one of the doctors right away so that management of the pregnancy and the possibility of stopping the treatment can be discussed. If you are capable of becoming pregnant, a pregnancy test will be done: [insert the appropriate method of pregnancy testing: using a blood sample already drawn for standard care purposes/research purposes which includes (insert milliliters taken), a new (insert milliliters taken) blood sample will be taken, or you will be asked to provide a urine sample]. If you take part in this investigational treatment and you are sexually active, you and any person that you have sex with must use medically acceptable birth control (contraceptives) during the treatment. Medically acceptable birth control (contraceptives) include:
· surgical sterilization (such as hysterectomy or "tubes tied"),
· approved hormonal contraceptives (such as birth control pills, patch or ring; Depo-Provera, Depo-Lupron, lmplanon),
· barrier methods (such as condom or diaphragm) used with a spermicide (a substance that kills sperm), or
· an intrauterine device (IUD).

OR, if reproductive risks are of interest to both patients and their partners, who could become pregnant, use:
Risks to Sperm, Embryo, Fetus or Breast-fed Infants
Being in this investigational treatment may damage sperm, which could cause harm to a child conceived while on this treatment. If you take part in this treatment and are sexually active, you must agree to use a medically acceptable form of birth control. Medically acceptable forms of birth control include:
· surgical sterilization (vasectomy), or
· a condom used with a spermicide (a substance that kills sperm).

If you are a part of this investigational treatment while pregnant or breast-feeding an infant, it is possible that you may expose the unborn child or infant to risks.  For that reason, pregnant and breast-feeding individuals cannot receive this treatment.  If you are capable of becoming pregnant, a pregnancy test will be done: [insert the appropriate method of pregnancy testing: using a blood sample already drawn for standard care purposes/research purposes which includes (insert milliliters taken), a new (insert milliliters taken) blood sample will be taken, or you will be asked to provide a urine sample]. If you receive this investigational treatment and you are sexually active, you and any person that you have sex with must use medically acceptable birth control (contraceptives) during the study. Medically acceptable birth control (contraceptives) includes:
· surgical sterilization (such as hysterectomy or "tubes tied"),
· approved hormonal contraceptives (such as birth control pills, patch or ring; Depo-Provera, Depo-Lupron, lmplanon),
· barrier methods (such as condom or diaphragm) used with a spermicide (a substance that kills sperm), or
· an intrauterine device (IUD).
If you do become pregnant during this study, you must tell the physicians immediately.  

AND if pregnant individuals are excluded add:
If you are an individual who is pregnant or could be pregnant, you cannot take part in this investigational treatment because we do not know how the [drugs/procedures] might affect a developing fetus.  We will do a pregnancy test before you start treatment to make sure you are not pregnant.   

AND insert the statement below if treatment will follow pregnancy outcomes of participants who become pregnant 
If you become pregnant during your participation in this treatment, the physicians would like to collect follow-up information regarding your pregnancy.  

AND if follow-up on pregnant partners add:
If your partner becomes pregnant during your participation in this investigational treatment , we would like to ask permission to collect follow-up information regarding the pregnancy.  Your partner will be asked to sign a separate consent form.

If there are risks to individuals who are breastfeeding, add:
Risks to babies who are being breastfed:   Those who are breastfeeding cannot take part in this treatment because we do not know what effect the drugs/procedures might have on their breast milk.

If the investigational treatment will include exposure to radiation, please insert the following:
Radiation Exposure to the uterus: Radiation exposure to the uterus may harm an embryo or fetus. Also, if radioactive materials are used for certain types of scans, harm may come to an embryo, fetus, or an infant who is breast feeding.

Pregnancy tests performed during the early stages of pregnancy do not always reveal pregnancy.  Therefore, radiation exposure that includes the uterus will be limited to the first ten days after an individual who can become pregnant (age 10-50 years) has begun their most recent menstrual period.  This is standard policy in clinics and hospitals within UT Southwestern.  This policy applies unless there is an important medical reason requiring radiation outside this timeframe.

If minors will be enrolled in the investigational treatment and there is a positive pregnancy test insert the following:
If your parents or guardian asks, we [will or will not] tell them the results of your pregnancy test or that you are using birth control.

Are there risks if you also participate in research or other investigational treatments?
Being on more than one investigational treatment at the same time, [or even at different times,] may increase the risk to you.  It may also affect the results of the protocols.  You should not take part in more than one investigational treatment without approval from the physicians.  

What if a treatment-related injury occurs? 
The physicians have taken steps to minimize the known or expected risks.  However, you may still experience problems or side effects, even though the physicians are careful to avoid them.  In the event of a treatment-related injury or if you experience an adverse reaction, please immediately contact your doctor.  See the section “Contact Information” for phone numbers and additional information.  You may also need to tell your regular doctors.

If you are injured or made sick from taking part in this investigational treatment, medical care will be provided. This care may be billed to you or your insurance. Depending on the circumstances, this care may be provided at no cost to you. We have no plans to give you money if you are injured. The investigator can provide you with more information.

If you sign this form, you do not give up your right to seek additional compensation if you are harmed as a result of this treatment.

	Benefits – “How could you or others benefit from your taking part in this treatment?”


Choose either
The possible benefit of your participating in this investigational treatment is consider adding the benefits related to the intervention or procedure and/or benefits related to a treatment monitoring procedure which is likely to contribute to the well-being of the patient.  There is no guarantee or promise that you will receive any benefit from this treatment.  
OR
You may not receive any personal benefits from this treatment.

AND include
We hope the information learned from this treatment will benefit other people with similar conditions in the future.

	Alternative procedures or course of treatment – “What other options are there to participation in this treatment?”


Consider the following: 1) getting treatment or care without being in a treatment, 2) taking part in another treatment, and 3) getting no treatment
There are other options available to you.  Your other choices may include:
[insert options]

	Payments – Will there be any payments for participation?


You will not be compensated for your participation in this investigational treatment.

	Costs – Will taking part in this treatment cost anything?



Describe the possibility of costs to the patient because of participation.  

For protocols involving treatment intervention(s), clearly explain which costs will be billed to the patient's insurance company, and who (the patient? the treatment sponsor?) will be responsible for payment of any costs not covered by the insurance.  For example: 

"You or your health insurance company will be responsible for the cost of treatments and procedures that would be done whether or not you took part in this treatment, such as [list standard of care procedures described in procedures section above].  It is important to understand that some insurance companies do not cover some costs (for example, approved drugs used in a way different from the package instructions). If your insurance company does not cover these treatments or procedures, you will be required to pay for them."  Remember that treatment patients often don't know what specific procedures would have been charged to their insurance companies in non-treatment settings, so specifics and clarity are important here.  For example, are X-rays or scans that determine eligibility being paid for by the treatment or charged to the patient or their insurance?  A suitable way to end this section is "Ask the physicians if you have any questions about what it will cost you to take part in this treatment (for example bills, fees, or other costs related to the treatment)."

If sponsor is providing drug/device at no cost
The sponsor will provide the treatment drug/device free of charge during this treatment.  At the end of your participation you must return all unused treatment drug/device to the physician.  

	Confidentiality – How will your records be kept confidential?



Information we learn about you in this treatment will be handled in a confidential manner, within the limits of the law.  If we publish the results of the treatment in a scientific journal or book, we will not identify you.  The Institutional Review Board and other groups that have the responsibility of monitoring treatment may want to see treatment records which identify you as a patient in this investigational treatment.   

HIPAA Section: Modify and include the rest of this section only when treatment involves use of IDENTIFIABLE HEALTH INFORMATION:
Privacy policies require that private information about you be protected and this is especially true for your health information.  However, the law sometimes allows or requires others to see your information.  The information given below describes how your privacy and the confidentiality of your treatment records will be protected in this treatment. Medical information collected during this investigational treatment and the results of any test or procedure that may affect your medical care may be included in your medical record. The information included in your medical record will be available to health care providers and authorized persons including your insurance company.

What is Protected Health Information (PHI)?  
Protected Health Information is information about a person’s health that includes information that would make it possible to figure out whose it is.  According to the law, you have the right to decide who can see your protected health information.  If you choose to take part in this treatment, you will be giving your permission to the physicians and the treatment staff (individuals carrying out the treatment) to see and use your health information for this treatment.  For this investigational treatment, the health information we will see and use about you will include: 
Summarize the types of information that will be obtained in the treatment.
Examples - your  medical history and blood work, information that we get from your medical record, information contained in your underlying medical records related to your medical history and treatments prior to the investigational treatment, information that is created or collected during your participation in the investigational treatment including medical and treatment history,  information you give us during your participation in the investigational treatment such as during interviews or from questionnaires, results of blood tests; demographic information like your age, marital status, the type of work you do and the years of education you have completed.

We will get this information by [specify how the PHI will be gathered for your particular treatment protocol.  For example:  by asking you, asking your doctor, by looking at your chart at the (name of health care facility)]. 

How will your PHI be shared?  
Because this is investigational treatment, we will be unable to keep your PHI completely confidential.  We may share your health information with people and groups involved in overseeing this investigational treatment  including:
If applicable, add/edit the following:
· the Sponsor, [name the company], funding the investigational treatment. The sponsor includes any people, entities, groups or companies working for or with the sponsor or owned by the sponsor.  The sponsor will receive written reports about your participation in the treatment. The sponsor may look at your health information to assure the quality of the information used in the treatment.
· the company [name the company] that makes the treatment drug/device.
· the following collaborators at other institutions that are involved with the treatment:  [insert name and institution – these are collaborators at institutions not affiliated with UTSW IRB] 
· the members of the local treatment team.
· The Institutional Review Board, Human Research Protection Program Office and the Compliance Office of the University of Texas Southwestern Medical Center, and other groups that oversee how investigational treatment protocols are carried out. 
· The Treatment offices at [select all applicable sites, delete others:] the University of Texas Southwestern Medical Center, Parkland Health and Hospital System, Children’s Health, Texas Scottish Rite, Texas Health Resources. 
· [if the treatment involves a drug or device regulated by the FDA regardless of whether test article is already approved, add:] the Food and Drug Administration (FDA) and other U.S. and international governmental regulatory agencies involved in overseeing drug or device treatment.
· Representatives of domestic and foreign governmental and regulatory agencies may be granted direct access to your health information for oversight, compliance activities, and determination of approval for new medicines, devices, or procedures.  

If you decide to participate in this treatment, you will be giving your permission for the groups named above, to collect, use and share your health information.  If you choose not to let these groups collect, use and share your health information as explained above, you will not be able to receive the investigational treatment.

Parts of your PHI may be photocopied and sent to a central location or it may be transmitted electronically, such as by e-mail or fax. The groups receiving your health information may not be obligated to keep it private.  They may pass information on to other groups or individuals not named here.  [This is a required element.  If you believe it does not apply to your treatment protocol, submit a request for an alteration of authorization using Form H.]

If the treatment involves obtaining genetic information include the following:
The Genetic Information Nondiscrimination Act (GINA) is a Federal law that will protect you in the following ways:
· Health insurance companies and group plans may not request genetic information from this treatment;
· Health insurance companies and group 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 when making a decision to hire, promote, or fire you or when setting the terms of your employment.

GINA does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.  GINA also does not protect you against discrimination based on an already-diagnosed genetic condition or disease.

How will your PHI be protected?  
[Explain the ways privacy will be protected such as:]   In an effort to protect your privacy, the treatment staff will use code numbers instead of your name, to identify your health information.  Initials and numbers will be used on any photocopies of your treatment records, and other treatment materials containing health information that are sent outside of the (name the treatment site or sites) for review or testing.  If the results of this treatment are reported in medical journals or at meetings, you will not be identified.

Do you have to allow the use of your health information?
You do not have to allow (authorize) the physicians and other groups to see and share your health information.  If you choose not to let the physicians and other groups use your health information, there will be no penalties but you will not be allowed to participate in the investigational treatment.  

After you enroll in this treatment, you may ask the physicians to stop using your health information at any time.  However, you need to say this in writing and send your letter to [give the name and full mailing address of the person to whom a request to revoke authorization must be sent].  If you tell the physicians to stop using your health information, your participation in the treatment will end and the treatment staff will stop collecting new health information from you and about you for this treatment.  However, the treatment staff will continue to use the health information collected up to the time they receive your letter asking them to stop.

Can you ask to see the PHI that is collected about you for this investigational treatment?  
The federal rules say that you can see the health information that we collect about you and use in this treatment.  Contact the treatment staff if you have a need to review your PHI collected for this treatment.
 Explain any limitations that might affect the patients’ access to their PHI, for example:
You will only have access to your PHI until [insert date or event].
OR, if the nature of the treatment makes it necessary or preferable to temporarily suspend access, explain this by adding:  
Because of the type of treatment, you can only access your PHI when the treatment is done.  At that time, you have the right to see and copy the medical information we collect about you during the treatment, for as long as that information is kept by the treatment staff and other groups involved.  

How long will your PHI be used?  
Choose either the authorization to use PHI expires at the end of the treatment or state the specific date when PHI will no longer be used.  This element is required by HIPAA regulations to be in an authorization.  

End of the treatment
By signing this form, you agree to let us use and disclose your health information for purposes of treatment until the end of the treatment.  This permission to use your personal health information expires when the treatment ends and all required treatment monitoring is over.

OR, on a specific date
By signing this form, you agree to let us use and disclose your health information for purposes of the treatment until (insert a specific date).  This permission to use your personal health information expires on the date noted above.

	Contact Information – Who can you contact if you have questions, concerns, comments or complaints?



If you have questions now, feel free to ask us.  If you have additional questions, concerns, comments or complaints later or you wish to report a problem which may be related to this treatment please contact:
MD is reserved for physicians licensed in the US.

If any of the numbers given for contacts are PAGER numbers, add instructions for using a pager, such as: To use the pager, you need to have a touch tone (push button) telephone.  Dial the pager number as you would any phone number.  When you hear 3 short high pitched beeps, dial in the number where you want the doctor to call you back.  Push the # button, hang up and wait for the doctor to return your call.

Primary contact:
[Insert name and degrees] can be reached at [provide telephone number(s), with area code, that can be reliably reached during and after normal work hours].

If primary is not available, contact
[Insert name and degrees] can be reached at [provide telephone number(s), with area code, that can be reliably reached during and after normal work hours].

The University of Texas Southwestern Medical Center Human Research Protection Program (HRPP) oversees investigational treatment of patients.  HRPP and Institutional Review Board (IRB) representatives will answer any questions about your rights as a treatment patient, and take any concerns, comments or complaints you may wish to offer.  You can contact the HRPP by calling the office at 214-648-3060.


	Investigational Treatment Consent & Authorization Signature Section


If you agree to participate in this investigational treatment and agree to the use of your protected health information in this treatment sign this section.  You will be given a copy of this form to keep.  You do not waive any of your legal rights by signing this form.

SIGN THIS FORM ONLY IF THE FOLLOWING STATEMENTS ARE TRUE:
· You have read (or been read) the information provided above.
· Your questions have been answered to your satisfaction about the treatment and about the collection, use and sharing of your protected health information.
· You have freely decided to participate in this investigational treatment or you are voluntarily giving your consent for another person to participate in this treatment because you believe this person would want to take part if able to make the decision and you believe it is in this person’s best interest.  
· You understand that a copy of this signed consent document, information about this treatment, and the results of any test or procedure that may affect your medical care, may be included in your medical record. Information in your medical record will be available to health care providers and authorized persons including your insurance company.
· You authorize the collection, use and sharing of your protected health information (another person’s protected health information) as described in this form.

If consent provided by adults (without a surrogate), include this signature section
	Adult Signature Section 


	
	
	
	
	
	
	AM
PM

	Printed Name of Participant


	
	Signature of Participant


	
	Date
	
	Time



	
	
	
	
	
	AM
PM

	Printed Name of Person Obtaining Consent
	
	Signature of Person Obtaining Consent 

	
	Date
	
	Time

	
	
	
	
	
	
	



If consent provided by a surrogate, include this signature section for protocols enrolling adults unable to provide consent, or children:
	Surrogate Signature Section 



	
	
	
	
	
	
	AM
PM

	Printed Name of Participant Giving Assent 


	
	Signature of Participant 
Giving Assent
(If incapable of signing, person obtaining consent should initial here)


	
	Date
	
	Time



AM
PM

	Printed Name of Person Giving Consent for Participant   
(If applicable)

	
	Signature of Person Giving Consent
¨Parent/¨Guardian/¨Legally Authorized Representative

	
	Date
	
	Time


	
	
	
	
	
	AM
PM

	Printed Name of Person Obtaining Consent

	
	Signature of Person Obtaining Consent 

	
	Date
	
	Time

	
	
	
	
	
	
	




If consent must be provided by a BOTH PARENTS (greater than minimal risk with no prospect of direct benefit), include this signature section:
	Signature Section (two parent signatures) 



	
	
	
	
	
	
	AM
PM

	Printed Name of Participant



	
	Signature of Participant 
giving Assent
(If incapable of signing, person obtaining consent should initial here)


	
	Date
	
	Time



AM
PM

	Printed Name of Parent 1 Giving Consent for Child   

	
	Signature of Parent 1 Giving Consent

	
	Date
	
	Time


	
	
	
	
	
	AM
PM

	Printed Name of Parent 2 Giving Consent for Child   


	
	Signature of Parent 2 Giving Consent
(Required unless: deceased, unknown, incompetent, not readily available, or no longer has legal parental rights)
	
	Date
	
	Time


	
	
	
	
	
	AM
PM

	Printed Name of Person Obtaining Consent
	
	Signature of Person Obtaining Consent 

	
	Date
	
	Time

	
	
	
	
	
	
	



If consent will be obtained via Short Form from non-English speaking subjects, include this signature section
Witness / Interpreter Signature Section  
	
Interpreter/witness (Interpreter signature required per hospital policies when physically present.) 
I attest that I have interpreted the information in this consent form and it was explained to, and apparently understood by the subject or the subject's legal authorized representative, and that informed consent was freely given by the subject or the subject’s legally authorized representative as indicated by their signature on the associated short form.

		

	
	
	
	
	
	AM
PM

	Printed Name of Interpreter


	
	Signature of Interpreter

	
	Date
	
	Time






	Witness Signature (required when interpreter is not physically present-e.g., Language Line is used):
By signing below:
I attest that the information in the consent form was accurately explained to, and apparently understood by the subject or the subject's legal authorized representative, and that informed consent was freely given by the subject or the subject’s legally authorized representative as indicated by their signature on the associated short form.


		

	
	
	
	
	
	AM
PM

	Printed Name of witness


	
	Signature of witness

	
	Date
	
	Time











KEEP THIS SECTION
	Blind or Illiterate Signature Section  At the time of consent, also complete this section if consent is obtained from an individual who is unable to read and/or write but can otherwise communicate and/or comprehend English (e.g., blind, physically unable to write, etc.) 

Declaration of witness:
By signing below, I confirm I was present for the entire consent process. The method used for communication (e.g., verbal, written, etc.) with the patient was:                                      .  

The specific means (e.g., verbal, written, etc.) by which the patient communicated agreement to participate 
was:                                             .         


	

	
	
	
	
	
	AM
PM

	Printed Name of Witness

	
	Signature of Witness

	
	Date
	
	Time
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