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Consent to Participate in Research
TITLE:
[Title as written on the first page of protocol]
PROTOCOL NO.:
[Sponsor protocol number]

WIRB® Protocol # [to be added by WIRB] 

SPONSOR:
[Sponsor Name]
INVESTIGATOR:
[Name]

[Address]


[City, State, Zip Code]


[Country]

STUDY-RELATED 

PHONE NUMBER(S):
[Contact name with degree] 


[24 hour telephone number]

This is a consent form for research participation.  Your participation in this research study is voluntary. It contains important information about this study and what to expect if you decide to participate.  Please consider the information carefully. Feel free to discuss the study with your friends and family and to ask questions before making your decision whether or not to participate.
The University receives compensation from the sponsor of this study for the conduct of this study.  If you have any questions, please discuss this with your study doctor.
Why is this study being done? 
In simple language, explain the following:

· Why the research is being done

· What the experimental components are]

What will happen if I take part in this study?  
[In simple language and in a simple bullet format, explain the following:

· The tests and procedures that will be done

· Which procedures/drugs are standard care and which are for research purposes only

· Whether a placebo or sham procedure will be involved

· The chances of being assigned to various study arms

· The method of assignment (random, etc.)]


The dose you receive may be too low to have the best effect, or so high that it causes bad side effects.

[If the study is using genetics, describe if any genetic testing will be conducted with the samples]

A Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information. Be aware that this Federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.

How many people will take part in this study?
[Identify the approximate number of subjects you plan to enroll in the study, both total (study-wide) and local (if different).]
How long will I be in this study?
[Explain the expected duration of the subject's participation.]
What are the risks side effects or discomforts can I expect from being in the study? 
[In simple language and in a simple bullet format (whenever possible), explain the possible risks and discomforts:

Start with the side effects for the experimental drugs, devices or procedures.  List, for example:

· most common 

· less common

· rare]

[Follow with risks and side effects for all drugs, devices or procedures used in the study.]

There may be side effects that are not known at this time.

[Include any risks relative to pregnancy for both men and women.  For example:]

Women who are pregnant or nursing a child may not take part in this study.  Before entering the study, you and your study doctor must agree on the method of birth control you will use during the entire study.  If you think that you have gotten pregnant during the study, you must tell your study doctor immediately.  Pregnant women will be taken out of the study.

Men who are in this research study should not get a sexual partner pregnant while taking the study drug and for [specify amount of time] after the last dose of study drug.  The effect of the study drug on sperm is not known.

[Or other pregnancy language supplied by sponsor—rewrite, if necessary, to simplify]
Other Risks

Your condition may not get better or may get worse during this study.  
[If study drug is taken home, insert this or similar language:]

Only you should take the study drug.  It must be kept out of the reach of children or anyone else who may not be able to read or understand the label.

New Information
You will be told about anything new that might change your decision to be in this study.

What benefits can I expect from being in this study?
[In simple language indicate the possible benefit for both the subject and future patients.]  

There may be no direct medical benefit to you from participating in this study, except you may gain information about your health from the different tests (ECGs, Holter monitors, laboratory tests, and physical exams) that are done.  Information obtained from this study will benefit the sponsor.  It might also lead to treatments that help others in the future.

What are the costs of taking part in this study?
[Interventional studies:]

The (insert investigational items supplied) and services performed for research only will be provided at no charge to you or your insurance company. Routine medical care performed while participating in study will be billed to you and / or your insurance company. This will include (but is not limited to) (insert general care references such as physical exam and lab work if applicable), administration of medications, and the treatment of side effects. Not all insurance companies are willing to pay for services performed in a clinical trial. You will be responsible for any charges that your insurance does not cover including regular co-payments and deductibles. Please speak with your insurance company to find out what you may be financially liable for.

[Non-Interventional]

There are no anticipated additional costs for you to be in this study, except for your time.

Regular medical care performed while participating in study will be billed to you and / or your insurance company as usual. Not all insurance companies are willing to pay for services performed in a clinical trial.  Please speak with your insurance company to find out what you may be financially liable for.

Will I be paid for participating in this study?
[Include this section only if subjects will be paid or if the sponsor requires subjects to be told that they will not be paid.  Be sure to list the rate at which a subject will be paid if they decide to leave or are withdrawn from the study.  Provide a specific dollar or hourly rate.]

You will be paid $____ for each completed study visit.  If you do not finish the study, you will be paid only for the visits you have completed.

[or]You will not be paid for being in this study.

Add only if paying for participation:

Compensation for participation in a research study is considered taxable income for you. We are required to obtain your name, address, and Social Security number for federal tax reporting purposes. If your compensation for this research study or a combination of research studies is $600 or more in a calendar year (January to December), you will receive an IRS Form 1099 to report on your taxes.  
What other options are there?
This is not a treatment study.  Your alternative is not to participate in this study.
If you decide that you don’t want any more active treatment, one of your options is called “comfort care.”  Comfort care includes pain medication and other support.  It aims to maintain your comfort and dignity rather than cure disease.  Usually this care can be provided at home. 

If you think you might prefer comfort care, please discuss this with your family, friends and your doctor.

[Use the following authorization format if the site is collecting health information, is a covered entity under HIPAA and is not using a separate HIPAA authorization form.

If the site is not collecting health information, is not a covered entity under HIPAA or is using a separate HIPAA authorization form, use the “Confidentiality” text that follows, rather than the authorization text below.

Will my study-related information be shared, disclosed, and kept confidential?
It is anticipated that there will be circumstances where your study related information and PHI will be released to persons and organizations described in this form. If you sign this form, you give permission to the research team to use and/or disclose your PHI for this study. Your information may be shared or disclosed with others to conduct the study, for regulatory purposes, and to help ensure that the study has been done correctly. These other groups include:
· Office for Human Research Protections or other federal, state, or international regulatory agencies [if applicable]
· US Food and Drug Administration (FDA) [if applicable] 
· Banner Medical Group and Banner Health

· The University of Arizona (UA) and the UA Institutional Review Board

· Western Institutional Review Board 

· The sponsor supporting the study, their agents or study monitors

· We may share your health information with your primary care physician or a specialist taking care of your health. 
If you agree to take part in this study a copy of this signed informed consent form will be saved into your electronic medical record (EMR) at Banner Health. As a result, healthcare providers and staff who are not working on this study, but who may provide you medical treatment in the future, will know that you are taking part or took part in this study.  
Your PHI may no longer be protected under the HIPAA privacy rule once it is disclosed by the research team, and may be shared without your permission.  

What study-related information and PHI will be obtained, used or disclosed from your medical record at Banner?

Information related to this research study that identifies you and your PHI will be collected from your past, present, and future hospital and/or other health care provider medical records. 

The PHI you are authorizing to be used and/or disclosed in connection with this research study is:
· The site will specify what PHI, including specific data elements that will be used.

Demographic information to be disclosed may include, but is not limited to, your name, address, phone number, or social security number. If you receive compensation for participating in this research study, information identifying you may be used or disclosed as necessary to provide that compensation.

You are also giving permission to use and/or disclose PHI related to sexually transmitted disease (STD), acquired immunodeficiency syndrome (AIDS), human immunodeficiency virus (HIV), other communicable diseases, genetic information (e.g., genetic testing), and treatment of alcohol and/or drug abuse. 
When will your authorization expire?
There is no expiration date or event for your authorization. Therefore, unless you cancel this authorization (as instructed below) this authorization will continue to be effective.

Do you have to sign this authorization form?

You do not have to sign this authorization. However, if you decide not to sign, you will not be able to participate in this research study; and it will not affect any non-study Banner Health medical treatment or health care, payment, enrollment in any health plans, or benefits.

What do you need to know if you decide to cancel your authorization?

After signing the authorization, you may decide to cancel your permission to use your PHI. If you cancel the authorization, you will no longer be able to stay in the research study. Please note that any PHI collected before you cancel the authorization may still be used. You may revoke the authorization by contacting the Principal Investigator in writing. Contact information is under “Who to Contact” at the end of this document. 

Will I hear back on any results that directly impact me? Will access to your medical record be limited during the study?
You will/will not receive any clinically relevant results discovered about you and/or the general subject population.
What if you are injured?
[Example:]

If you are injured or get sick as a result of being in this study, call the study doctor immediately.  The study doctor will provide emergency medical treatment.  Your insurance will be billed for this treatment.  The sponsor will pay any charges that your insurance does not cover.  No other payment is routinely available from the study doctor or sponsor.

[or other language supplied by sponsor, simplified.]
Always use this text as the ending of the paragraph or section: 

This, however, does not waive your rights in the event of negligence. If you suffer an injury from participating in this study, you should seek treatment.  The University of Arizona and Banner Health have no funds set aside for the payment of treatment expenses for this study. 

You will be provided with any new information that develops during the course of the research that may affect your decision whether or not to continue participation in the study.
Do I have to participate in this study?
Your participation in this study is voluntary.  You may decide not to take part or you may leave the study at any time.  Your decision will not cause any penalty or loss of benefits to which you are entitled.

Who else can stop my participation?
Your participation in this study may be stopped at any time by the study doctor or the sponsor without your consent for any reason, including:
· if it is in your best interest;

· you do not consent to continue in the study after being told of changes in the research that may affect you.
If you leave the study before the planned final visit, you may be asked by the study doctor to have some tests or procedures done so that you leave the study safely.

Will my data or specimens be stored for future research?

[The consent must include either:]

· A statement that identifiers might be removed from the private information or biospecimens, and that after such removal, the information or biospecimens may be used for future research studies without additional informed consent [Include a description of what information/specimens will be stored and whom they will be shared with (both internal or outside the institution). Explain what research may be conducted with these data/specimens - including unspecified future research, genetics, disease specific, etc.]; or

· A statement that the identifiable information or biospecimen, even if identifiers are removed, will not be used or distributed for future research.

Will my specimens be sold for commercial profits?         

· Describe whether subjects will or will not share in any commercial profit from the use of their biospecimens, even if identifiers are removed.

[Example:]

The information/specimens may be used in this research or other research, and shared with other organizations. You will not share in any commercial value or other compensation from products developed using the information/specimens.

Will Whole Genome Sequencing be done with my specimen?          

· Describe, if known, whether whole genome sequencing will be done.

This language is required under HIPAA when a study includes optional research activities or future use of PHI. Combine this language in the appropriate section describing these optional activities. Delete if not applicable.

Optional Research Activity
Optional research activity is part of this project. If you choose to participate in this optional activity your PHI shall be included for this optional study.
By initialing the line below, you agree to allow your PHI to be used and/or disclosed for the optional Study activity referenced above.

_____ Initials

Future Use of PHI

Use this language when future research is optional)

Future research activity is part of this project. If you choose to participate in the future research activity your PHI will be included in this future research activity. 
By initialing the line below you agree to allow your information to be used and/or disclosed for the optional future research referenced above.

_______ Initials

Who do I call with questions about the study?
If at any time you feel you have had a research-related injury, or for questions, concerns, or complaints about the study you may contact [PI Name and Telephone Number].
If you have any questions or concerns about the authorization for access to your PHI, you should contact Sue Colvin, Banner Research Regulatory Affairs Director, at (602) 839-4583 or sue.colvin@bannerhealth.com. You may also request and will be provided a copy of the Notice of Privacy Practices.

To cancel your authorization for access to PHI you must notify the Principal Investigator/Research Team in writing at the following address:

Insert address for Investigator
For questions about your rights as a participant in this study or to discuss other study-related concerns or complaints with someone who is not part of the research team, you may contact the Human Subjects Protection Program at 520-626-6721 or online at http://rgw.arizona.edu/compliance/human-subjects-protection-program.
OR
If you have questions about your rights as a research subject or if you have questions, concerns, or complaints about the research, you may contact:


Western Institutional Review Board® (WIRB®)


1019 39th Avenue, SE Suite 120


Puyallup, Washington  98374-2115


Telephone:  1-800-562-4789 or 360-252-2500


E-mail: Help@wirb.com

WIRB is a group of people who perform independent review of research.

WIRB will not be able to answer some study-specific questions, such as questions about appointment times.  However, you may contact WIRB if the research staff cannot be reached or if you wish to talk to someone other than the research staff. 

Do not sign this consent form unless you have had a chance to ask questions and have gotten satisfactory answers.

If you agree to be in this study, you will receive a signed and dated copy of this consent form for your records.
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.

Signing the consent form

I have read (or someone has read to me) this form, and I am aware that I am being asked to participate in a research study.  I have had the opportunity to ask questions and have had them answered to my satisfaction.  I voluntarily agree to participate in this study and I authorize the use and/or disclosure of my PHI.

I am not giving up any legal rights by signing this form.  I will be given a signed copy of this form.
	
	
	
	
	

	Printed name of subject
	
	Signature of subject
	
	Date


If the site is enrolling minors or individuals who have a legally authorized representative (LAR), this section will be included.

	
	
	
	
	

	Printed name of person authorized to consent for subject (when applicable)
	
	Signature of person authorized to consent for subject 

(when applicable)
	
	Date


	
	

	Relationship to the subject
	


These signature lines are require:

	
	
	
	
	

	Printed name of person obtaining consent
	
	Signature of person obtaining consent
	
	Date
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