	Consent to be part of a Research Study 

Title of Study: 



[Institutions Name]
To be conducted at

[Clinic/Cancer Center’s Names]
	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.

Taking part in this study is completely voluntary.  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 [Full name, credentials, academic title, and affiliation] 
Study Sponsor:   [Name] 
[Sponsor’s name, a federal agency/non-profit agency/for profit agency] that promotes scientific research, is funding this study (the sponsor).  This organization is providing money to the [academic institution] so that the researchers can conduct the study.
	Purpose of this study – “Why is this study being done?”


You are asked to participate in this research to study the benefits of a “patient navigator” program that uses a trained community health worker to help Hispanic patients use breast health care services. A patient navigator is a person who helps patients through barriers (i.e., difficulties or obstacles) in the health care system so that they may complete their treatments. Patient navigators provide basic medical education to patients and help patients and their families with emotional support, transportation, scheduling appointments, translating or interpreting, and referral to other health-related services within the community. 
The researchers hope to learn the best ways to help make standard treatment following abnormal screening results a more timely and positive experience, and increase patient satisfaction with the health care system.
	Information about Study Participants – “Who is participating in this research?”


You are being asked to be a participant in this study because you are a Hispanic female who has received a medical result from your mammogram that requires follow-up attention. 
How many people are expected to take part in this study? 
This study will enroll approximately XXX study participants.
	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 receive patient navigator services. That is, the patient navigator will assist you with your needs so that you can receive prompt medical attention. 

You will be asked to complete a total of three surveys. The first two surveys (baseline and post) will be administered by the patient navigator and the third and final survey will be administered by the program evaluator. The first two surveys may be completed face-to-face during your already scheduled clinic visits, or they may be arranged to fit your schedule. The patient navigator may also administer the surveys over the telephone if that is more convenient for you. The third survey will be administered over the telephone by the program evaluator. 
We will also collect some clinical information about you from your clinic records and possibly from your health care provider. 

Following is a detailed description of the patient navigator services, surveys and other research procedures. 

PATIENT NAVIGATION SERVICES

One of the main objectives of this study is to provide patient navigator services. The patient navigator will call you on a monthly basis to assist you with the needs that were identified at the beginning of the study. You will be given the patient navigator’s contact information and we encourage you to call the navigator as often as you wish to request assistance. The patient navigator will also be instructed to remind you about upcoming appointments and may also contact you after your appointments to find out how they went and to offer any additional services that you may need. The length of the communications will vary depending on your specific situation and needs. During the communications, the patient navigator could provide you with any of the following services:

· Guide you through the health care system

· Help you complete insurance paperwork 

· Assist you in obtaining financial help for you

· Direct you to health care services for further diagnosis and treatment

· Identify local resources and support

· Keep track of your appointments and help you get to them

· Talk to your doctors and/or nurses

· Give you additional health care information

· Translate/interpret as needed

· Provide you with free taxi vouchers to secure transportation to doctors’ appointments

· Accompany you to your doctors’ appointments

The patient navigator will do anything within her role to assist you with your needs. The patient navigator is not part of the clinical team; therefore, she cannot give you medical advice, diagnose you or treat you in any manner.

SURVEYS

First Survey: Baseline Survey
This a 10-minute survey that will be administered face-to-face by the patient navigator at the clinic at the beginning of the study either before or after one of your scheduled appointments. The survey will cover issues regarding your cancer family history, background demographic information, and psychosocial questions regarding your health condition.  


Second Survey: Post Survey

This 10-minute survey will be administered either face-to-face or over the telephone by the patient navigator after 3 months from completing the baseline survey. If you are completing the survey face to face with the patient navigator, the survey administration will take place at the clinic either before or after one of your scheduled appointments. The survey will be very similar to the original survey that was administered at the beginning of the study and will cover the same issues. 
Third Survey: Patient Satisfaction with the Navigator

This 30-minute survey will be administered over the phone by the program coordinator within 3 to 6 months after completing the post survey. This survey will cover issues regarding how satisfied you are with the services provided to you by the patient navigator. 

CLINIC DATA COLLECTION

Immediately after administering the baseline survey, the patient navigator will collect some clinical information about you from your clinic records and possibly from your health care provider. This will include information about your previous mammograms (dates, results, etc.), information about other diseases that you may have, as well as information about your current medical treatment. 
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.

· You become ineligible to participate.

· You do not follow instructions from the researchers.

· The study is stopped.
	Risks – “What are the risks of participation in the research?”


Risks from the research

We do not anticipate risks to you regarding your participation in this project. There is a rare chance of breach of confidentiality. Should you feel uncomfortable with a specific question, you do not have to answer that question.

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 breach of confidentiality 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, even though the researchers are careful to avoid them.  If you believe that you have been harmed, notify the researchers as soon as possible. 
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.

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

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


The possible benefit of your participating in this study is that you will receive patient navigation services, such as assistance with transportation to the clinic, scheduling appointments, providing translating or interpreting services, accompanying you to your doctor’s appointments, etc. There is no guarantee or promise that you will receive any benefit from this study.  
We hope the information learned from this study will benefit other people with similar conditions in the future.

	Alternatives – “What other options are there to participation in this study?”


Not participating in this research is an option.  The researcher will discuss all of your options with you.
	Compensation – Will there be any compensation for participation?


You will not receive any compensation for participating in the study. 

	Costs – Will taking part in this study cost anything?


You will not have to pay any money to take part in this study.
	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, comments or complaints?


If you have questions now, feel free to ask us.  If you have additional questions, comments or complaints later or you wish to report a problem which may be related to this study please contact: 
Primary contact:

[Principal Investigator’s name and contact information].
If primary is not available, contact

[Project Coordinator’s name and contact information].
The [academic institution] committee that reviews research on human subjects (Institutional Review Board) will answer any questions about your rights as a research subject, and take any comments or complaints you may wish to offer.  You can contact the IRB by calling XXX-XXX-XXXX, or by mail to IRB, [complete mailing address].

	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.  
You have voluntarily decided to take part in this research study.

	Printed Name of Subject


	
	Signature of Subject


	
	Date
	
	Time

	Printed Name of Witness


	
	Signature of Witness


	
	Date
	
	Time

	Printed Name and Title of Person Obtaining Consent


	
	Signature of Person Obtaining Consent
	
	Date
	
	Time


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, 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 asking you, asking your doctor, by looking at your chart at the Southwest Clinic and/or Cancer Therapy and Research Center. 
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 (name)
· the members of the local research team

· The Institutional Review Board and the Compliance Office of the [academic institution], and other groups that oversee how research studies are carried out. 

· The Research offices at the [affiliated clinics/cancer centers].  

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, 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 [Project Coordinator’s name and mailing address].  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 at any time in the future.  There is no expiration date because we do not know how long it will take us to finish doing all of the analyses and we will need to use your health information for as long as it takes. 

	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.  

You authorize the collection, use and sharing of your protected health information as described in this form.
	Printed Name of Subject


	
	Signature of Subject


	
	Date
	
	Time

	Printed Name of Witness


	
	Signature of Witness


	
	Date
	
	Time

	Printed Name and Title of Person Obtaining Authorization

	
	Signature of Person Obtaining Authorization
	
	Date
	
	Time
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