	Title of Study: Placebo Trial of R-837A In Human Populations



Consent to be part of a Research Study
The University of Texas Health Science Center at San Antonio (UTHSCSA)
To be conducted at 

University of Texas Health Science Center at San Antonio,

University Health System (UHS),

	Information about this form


You may be eligible to take part in a research study.  This form gives you important information about the study.  You will be asked to sign in more than one place in this document.  
Please take time to review this information carefully.  You should talk to the researchers about the study 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 study.  If you decide to take part in the study, you will be asked to sign this form.  Before you sign this form, be sure you understand what the study is about, including the risks and possible benefits to you.

Please tell the researchers or study staff if you are taking part in another research study.

Voluntary Participation - You do not have to participate if you don't want to.  You do not have to participate in this study in order to get standard medical treatment. You may also leave the study at any time.  If you leave the study 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 research?”


Principal Investigator

The Principal Investigator (PI) is the researcher directing this study; the PI is responsible for protecting your rights, safety and welfare as a participant in the research.  The PI for this study is Dr. Linda Taylor of the Center for Conquering Cancer.
Conflict of Interest 
A member of the research team, Dr. Linda Taylor is a paid consultant or paid member of the Advisory Board, and receives payment for lectures from the company which is paying for (part of) this study.

In the future, it is possible that the results of this research could result in a financial benefit to Generic Pharma Inc and/or the principal investigator.  This institution has taken steps to not let this interfere with the way the study is conducted or with your safety.
If you require further information regarding the financial arrangements described in this paragraph, you should discuss the matter with Dr. Linda Taylor the Principal Investigator.  
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Funding 
Study Sponsor:   
Generic Pharma Inc, a for-profit company, is funding this study (the sponsor).  The sponsor designed the study, drafted the study plan and is providing money to the Center for Conquering Cancer so that the researchers can conduct the study.
	Purpose of this study – “Why is this study being done?”


The purpose of this study is to determine efficacy and safety for R-837A in a larger sample than was done initially. In studies with rats, R-837A was shown to have a high rate of extending the life span of animals with squamous cell cancer. In phase 1 trials, side effects were described and the agent was found to be safe for humans.

You are asked to participate in this research study of squamous cell carcinoma (SCC). Over 700,000 cases of SCC are diagnosed each year, leading to approximately 2,500 deaths annually. Even for those who are successfully treated and go into remission, 35 percent have reoccurrence within 3 years, and 50 percent within 5 years. Such cancers are usually treated with topic medications, simple excision, Mohs surgery, laser therapy, freezing, radiation therapy, or chemotherapy (imiquimod, 5-fluorouracil). Currently available treatment is effective at early stage cancers (stages 1 & 2—stage 1 is localized to one part of the body; stage 2 cancers are locally advanced), but not on stage 3 or 4 cancers,(stage 3 cancers are locally advanced—spread to tissue surrounding the original tumor; stage 4 cancers have spread to other organs and other parts of the body)  This study is examining an intravenous administration of a version of imiquimod that is suspended in saline. The goal is to find an effective treatment for individuals who have not experienced benefit or remission of the cancer using  other therapies.  
The researchers hope to learn the effectiveness and safety of R-837A for use in patients with stage 4 squamous cell carcinoma
This study involves the use of an investigational drug called R-837A “Investigational” means that the drug has not yet been approved by the U.S. Food & Drug Administration (FDA) for treating squamous cell carcinoma.
This study will help find out what effects, good and/or bad, this drug has on people --- and the  effect on the /disease. The safety of this drug in humans has been tested in prior research studies; however, some side effects may not yet be known.  
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time. 

	Information about Study Participants – “Who is participating in this research?”


You are being asked to be a participant in this study because you have stage 4 squamous cell carcinoma that has not responded to conventional therapy. We are recruiting 210 individuals who will be divided into one of the four arms of the study by dose and then by active drug/placebo. 
You cannot participate in this study if you are currently (or in the last 30 days) have received treatment for your cancer, if you are pursuing non-traditional treatments, have major psychiatric or cardiovascular disorder, significant renal or hepatic impairment, or if you are pregnant, lactating or not using adequate contraception.
	Information about Study Procedures – “What will be done if you decide to be in the research?”


If you decide to take part, you will be asked to sign this consent form.
While you are taking part in this study, you will be asked to attend approximately 6 visits with the researchers or study staff. 
It may be necessary for you to return to the hospital/clinic every week for 6 consecutive weeks. You will not have to stay overnight. A seventh visit two months later will be necessary for diagnostic purposes, 
Screening – After you sign this consent to participate, exams, tests, and/or procedures may be done as described below to find out if you can continue in the study; this is called screening. We may be able to use the results of exams, tests, and/or procedures you completed before enrolling in this study.  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 research study. You will be told which ones are for “research only”.
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Screening Procedures 
· Physical examination – We will measure your height, weight, listen to your heart, your pulse, blood pressure, etc. 

· Blood draw – Blood will be taken from a vein (or artery) in your arm to, (for example: to 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).

· MRI scan to examine growth of cancer tumors throughout the body. This scan will take approximately 45 minutes.
The results of the screening exams, tests, and/or procedures will be reviewed to determine whether you will be eligible  to continue in the study.  If you are not allowed to continue in the study, the researcher will discuss the reasons with you. This visit will take approximately 2 hours for a review of your health and administration of the infusion.

Study includes more than one group.  
Assignment to Study Groups – 
When it is determined that you are eligible for the study, you will be assigned by chance (like flipping a coin to one of 4 study groups. 
	Group
	Active Drug
	Placebo

	25cc
	35 subjects
	35 subjects

	50cc
	35 subjects
	35 subjects


You will have a one in two chance of being in the placebo group. A placebo is an inactive, harmless substance that looks like the other study drugs.

You will not know whether you are receiving the study drug or a placebo.  The researchers will know which you are taking. 
Study Procedures - as a participant, you will undergo the following procedures at the hospital clinic
· 2-General physical examinations of the skin and mucous membranes. 
· 2-Blood draws for general screening panels. A study nurse will wipe your skin with an alcohol compound. The nurse will then use a needle to draw blood for testing, about 300cc. You may feel a pinch when the needle is inserted. Afterward, the site will be bandaged and you will be advised to take it easy for a day and to keep the bandaged area clean and dry. There may be bruising to the site. A little blood on the bandage is normal. 
· 2-Biopsies of up to three tumors to determine exact nature of your cancer. Biopsies will only be done on skin tumors. This entails numbing the surface area with one to three fine needles of an anesthetic agent (depending on the size of the tumor). A scalpel will be used to take a small, approx. 0.5mm biopsy of tumor. The skin will be bandaged and dressed. You should feel nothing during this procedure. After the procedure you will feel some pain and can take non-steroidal anti-inflammatory drug (NSAID) to control it. The excision site will be bandaged. You should change the bandage twice a day for approximately five days. A scab will form and will eventually fall off. There may be some slight bleeding at the site of the incision, this is normal. 
· 2-MRIs to examine spread of any metastases and measurement of size of tumors. You will lay on your back and slid into a magnetic resonance imaging machine. You will need to lay perfectly still for 45 minutes. During that time you may hear some loud pounding. You will be wearing headphones. You may wish to bring your own music to listen to while undergoing this procedure. 
All of these are standard procedures that would be conducted in the diagnosis and treatment of cancer. You should note that these procedures will be done in this case for the research only, and not as part of your treatment or diagnosis for treatment. 

· First visit – general screening as described above (approximately 2 hours)

· Visit 2 through 7, you will be given an IV infusion of either the experimental agent (non-FDA approved) or placebo (approximately 1 hour).

· Visit 8 – general screening as described above (approximately 2 hours).

Ending Participation Early 
Could your participation end early? There are several reasons why the researchers may need to end your participation in the study (early withdrawal).  Some reasons are:

· The researcher believes that it is not in your best interest to stay in the study.

· Your condition changes and you need treatment that is not allowed while you are taking part in the study.

· You do not follow instructions from the researchers.

· The study is stopped.
The researchers will discuss your options for medical care when your participation in this study ends.
	Risks – “What are the risks of participation in the research?”


Risks from the research

The investigators have designed this study to learn how well the new treatment(s) compare to placebo. There currently is no standard therapy for people who have qualified for this study. You may get a treatment or drug that does not help treat your disease or that makes your condition or disease worse. You may get a placebo that has no effect on your disease, may worsen disease by delaying time until you get accepted treatment, or may increase pain and suffering over not participating at all. 
Risks from the specific research procedures (drug(s), interventions, or procedures)

There are risks to taking part in this research study.  One risk is that you may have side effects while on the study.  

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).  

Side effects from this study will usually go away soon after you stop taking the drug.  In some cases, side effects can be long lasting or may never go away.

Everyone taking part in the study will be watched carefully for any side effects.  However, the study doctors don’t know all the side effects that may happen.  Be sure to tell your study doctor immediately, about any side effect that you have while taking part in the study.
The following section will describe the risks related to each drug, intervention or procedure that is part of this research study.  You should talk to your study doctor about any side effects or other problems that you have while taking part in the study.   

Risks and side effects related to R-837A include those which are:

Likely (approximately “20” – “25” of subjects out of 100),


Likely and serious inflammation, vomiting of more than 2 hours

Likely and not serious dermatitis, blisters, bloody eschar, short-term nausea
Less Likely (approximately “5” – “10” of subjects out of 100),


Less Likely and serious sensation of burning, weight loss, bloody stools, pain

Less Likely and not serious discomfort, blood in vomit
Rare but Serious (approximately “2” – “3” of subjects out of 100), dizziness and unconsciousness.
For more information about risks and side effects, ask one of the researchers or study staff.

There may be unforeseeable side effects that could be life threatening or fatal (could cause death). 

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

If you decide to withdraw from this study early, please discuss your decision with the principal investigator.  The researcher may ask you to complete study withdrawal procedures at a final study visit. 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 
Concerns for sexually active men and women:  Women should not become pregnant. Men should not father a baby while taking part in this study because we do not know how the study drugs/procedures could affect a man's sperm.  (, The concern is  that the sperm might be affected and in some cases, a fetus  if a woman becomes pregnant during the study.  It is important that you talk to your study doctor about avoiding pregnancy during this study.  If you think you might have become pregnant or if you believe your female partner has become pregnant while you are in this study, you must tell one of the study doctors right away so that management of the pregnancy and the possibility of stopping the study can be discussed.  

If you are a woman who is pregnant or could be pregnant, you cannot take part in this study because we do not know how the drugs might affect a developing fetus.  We will do a pregnancy test before you start treatment to make sure you are not pregnant.   

Risks to babies who are being breastfed: Women who are breastfeeding cannot take part in this study because we do not know what effect the drugs/procedures might have on breast milk.

Are there risks if you also participate in other research studies?

Being in more than one research study at the same time, may increase the risk to you.  It may also affect the results of the studies.  You should not take part in more than one study without approval from the researchers.  

What if a research-related injury occurs? 

The researchers have taken steps to minimize the known or expected risks.  However, you may still experience problems or side effects, even though the researchers are careful to avoid them.  If you believe that you have been harmed, notify the researchers as soon as possible. You may also need to tell your regular doctors.

In the event of a research-related injury or if you experience an adverse reaction, please immediately contact your study doctor.  See the section “Contact Information” for phone numbers and additional information.  
If you are injured as a result of the research procedures, your injury will be treated. You will be responsible for any charges.  We have no plans to give you money if you are injured.
	Benefits – “How could you or others benefit from your taking part in this study?”


You may not receive any personal benefits from being in this study. We hope the information learned from this study 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 study?”


There are other options available to you.  Your other choices may include:
1. Getting treatment of care without being in the study.

2. Taking part in another study

3. Getting no treatment. 
	Costs – Will taking part in this study cost anything?


"You or your health insurance company will be responsible for the cost of treatments and procedures that are part of standard medical care and would be done whether or not you took part in this study, such as screening tests including physical, blood draw. MRIs will be paid for by the study. 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. Ask the researchers if you have any questions about what it will cost you to take part in this study (for example bills, fees, or other costs related to the research."
The sponsor will provide the study drug/device free of charge during this study.  At the end of your participation you must return all unused study drug/device to the researcher.  
	Confidentiality – How will your records be kept confidential?


Information we learn about you in this study will be handled in a confidential manner, within the limits of the law.  If we publish the results of the study in a scientific journal or book, we will not identify you.  The Institutional Review Board and other groups that have the responsibility of monitoring research may want to see study records which identify you as a subject in this study.   More information concerning confidentiality is described in the “Authorization to Use and Disclose Protected Health Information as part of a Research Study.”

	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 study please contact:

Dr. Linda Taylor at 210-555-1236 or ltaylor@conquercancer.edu.
Primary contact:

Maggie Evans RN can be reached at 210-555-8362
If primary is not available, contact

Dr. Linda Taylor can be reached at 210-555-1236
The University of Texas Health Science Center committee that reviews research on human subjects (Institutional Review Board) will answer any questions about your rights as a research subject, and take any concerns, comments or complaints you may wish to offer.  You can contact the IRB by calling 210-567-8250, or by mail to IRB, UTHSCSA, Mail Code 7830, 7703 Floyd Curl Drive, San Antonio, TX  78229-3900.

	Research Consent Signature Section


If you agree to participate in this research sign this section.  You will be given a signed 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 STATEMENTS LISTED BELOW ARE TRUE
· You have read the above information.

· Your questions have been answered to your satisfaction.  
Adult Signature Section
· You have voluntarily decided to take part in this research study.

	Seth Goldman
	
	
	
	9/17/12
	
	AM

3:00 PM

	Printed Name of Subject

Jacob Goldman
	
	Signature of Subject


	
	Date
9/17/12
	
	Time
AM

3:00 PM

	Printed Name of Witness


	
	Signature of Witness


	
	Date
	
	Time


	  Check if consent obtained from an individual who can understand & comprehend English but is physically unable to talk or write. Have witness initial below.
Declaration of witness:  I was present for the entire consent process.  ________ ←(initials of witness)


	Linda Taylor
	
	
	9/17/12
	
	AM

3:00 PM

	Printed Name of Person Obtaining Consent
	
	Signature of Person Obtaining Consent
	
	Date
	
	Time

	 SHAPE  \* MERGEFORMAT 


Consent was obtained from this individual who can understand & comprehend English but is physically unable to talk or write.  
The method used for communication with the subject was: ______________________.  The specific means by which the subject communicated agreement to participate was:_______________________________________________________________________  


Authorization to Use and Disclose
Protected Health Information as part of a Research Study
This section describes the use of your health information.  If you agree to allow the researcher to use your private information, you will be asked to sign at the end of this section.
	Confidentiality – Will your health information be protected?


Research policies require that private information about you be protected.  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 research records will be protected in this study.

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 study, you will be giving your permission to the investigators and the research study staff (individuals carrying out the study) to see and use your health information for this research study.  In carrying out this research, the health information we will see and use about you will include: 
· your medical history and blood work

· information that we get from your medical record

· information you give us during your participation in the study 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 looking at your chart. 

How will your PHI be shared?  

Because this is a research study, we will be unable keep your PHI completely confidential.  We may share your health information with people and groups involved in overseeing this research study including:

· the sponsor of the study

· Generic Pharma Inc that makes the study drug.

· the committee that checks the study data on an ongoing basis, to determine if the study should be stopped for any reason.

· the members of the local research team

· The Institutional Review Board and the Compliance Office of the University of Texas Health Science Center at San Antonio, and other groups that oversee how research studies are carried out. 

· The Research offices at the University of Texas Health Science Center at San Antonio, University Health System (UHS)  

· the Food and Drug Administration (FDA) 

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.  

If you decide to participate in this study, 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 participate in the research study.
How will your PHI be protected?  

In an effort to protect your privacy, the study 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 study records, Any blood or tissue samples that are sent outside of the Center for Conquering Cancer for review or testing.  If the results of this study 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 researchers and other groups to see and share your health information.  If you choose not to let the researchers and other groups use your health information, there will be no penalties but you will not be allowed to participate in the study.  

After you enroll in this study, you may ask the researchers to stop using your health information at any time .  However, you need to say this in writing and send your letter to Center for Conquering Cancer, PO Box 77555321, San Antonio, Texas 78229. If you tell the researchers to stop using your health information, your participation in the study will end and the study staff will stop collecting new health information from you and about you for this study.  However, the study 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 study?  

The federal rules say that you can see the health information that we collect about you and use in this study.  Contact the study staff if you have a need to review your PHI collected for this study.

Because of the type of research, you can only access your PHI when the study is done.  At that time, you have the right to see and copy the medical information we collect about you during the study, for as long as that information is kept by the study staff and other groups involved.  

How long will your PHI be used?  

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

	Authorization Signature Section


If you agree to the use of your protected health information in this research, sign this section. You will be given a signed 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 STATEMENTS LISTED BELOW ARE TRUE:

· You have read the above information.

· Your questions have been answered to your satisfaction about the collection, use and sharing of your protected health information.  

Adult Signature Section
You authorize the collection, use and sharing of your protected health information as described in this form.
	Seth Goldman
	
	
	
	9/17/12
	
	AM

3:00 PM

	Printed Name of Subject

Jacob Goldman
	
	Signature of Subject


	
	Date
9/17/12
	
	Time
AM

3:00 PM

	Printed Name of Witness


	
	Signature of Witness


	
	Date
	
	Time


	Linda Taylor
	
	
	9/17/12
	
	AM

3:00 PM

	Printed Name of Person Obtaining Authorization
	
	Signature of Person Obtaining Authorization
	
	Date
	
	Time
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