Passages in red are instructions to investigators and should not appear in the final document


[Name of Institution Where Research will be Conducted]

Consent To Participate in a [Medical] Research Study

and

Authorization to Use and Disclose 
Protected Health Information

	Title:
	

	Protocol Number
	

	Sponsor:
	

	Investigator:
	


What you should know about research studies: 

· This Consent and Authorization Form gives you information about the study.  It tells you about the purposes, risks, and benefits of this research study.

· Regular medical care is based on the best-known treatment.  The main goal of regular care is to help the individual patient.  The main goal of research studies is to learn more so that we can help future patients.  You might benefit from being in this study, but we cannot promise this.

· Just like regular care, this research can have side effects.  These side effects can be serious or minor.

· You don’t have to be in this research study.  You can agree to be in the study now and change your mind later.  

· Your regular medical care will not be affected if you decide not to participate in this study, and your doctor’s attitude toward you will not change.

· This is an important form. Please read it carefully. Ask questions about anything you don’t understand or that isn’t clear to you.

· Being in this research study is up to you.

Describe all procedures in lay terms such that the description will be readable at the 4th - 6th grade level. Avoid long sentences and medical/technical jargon, and define any technical terms clearly whenever they are used. [MS Word has a tool to determine reading level:  Tools>Options>Spelling & Readability.]

Introduction:

What is the purpose of this study? 

Describe how this study is designed to solve the problem described above. Identify drugs and/or devices that are not FDA approved. Avoid any claims of effectiveness. 

Who is doing the study? 

Dr (Principal Investigator) is in charge of the study at [name of this location].  

This study is sponsored by [insert name of sponsoring company or agency].

Who else will be in the study?

About (# of subjects) people will be in the study at this location.  About (# of subjects) people will be in the study at other hospitals around the country (include other countries if study is multinational).  

How long will you be in the study?

If you join the study, you will be in it for about (amount of time). 

Pregnancy

The following passages made be changed, deleted or supplemented as appropriate to the protocol.

This study may cause harm to a fetus or a nursing child, or to woman’s eggs or a man’ sperm cells. If you become pregnant during this study or are pregnant now, the (particular treatments or procedures) in the study might involve risks to the embryo or fetus which are currently unforeseeable. Therefore, appropriate methods to avoid pregnancy must be used by all participants during the study.

Nursing mothers must discontinue nursing their child.

Women of child-bearing age will have a pregnancy test prior to participating in this study. This requires that blood be taken from a vein one or two days prior to the study.  The results of the pregnancy test will be made available to the study participant prior to the initiation of the study. 

If you are a woman and you become pregnant during this study, you must notify the study director, Dr [name of principal investigator], immediately. 

If you are a man and your sexual partner becomes pregnant by you during the study, you must notify the study director, Dr [name of principal investigator], immediately.

What will happen to you if you decide to be in this study? 

Tell the subject what to expect. Give a description of the procedures to be performed, the drugs to be administered, any hospitalizations, and any outpatient visits.  
· With whom will the subject interact?
· Where will the research be done?
· When will the research be done?
· How often are procedures performed?
· How much time is involved in any procedures?
· What is being done as part of the research and what is being done as part of standard care? 

What are the possible risks of being in the study?

Describe the risks for each procedure or drug clearly in lay terms. Group the risks into categories such as expected, occasional, or rare and describe them as such. Quantify the risks where possible. For example, expected = more than 3 in 10; occasional = 1 in 10; rare = less than 1 in 20. Be sure to list ALL side effects, no matter how rare, that are known to be associated with the drug or procedure. On the other hand, there is no need to list effects for which there is only anecdotal evidence, or for which a causal relation to the drug or procedure has not been established with reasonable confidence.

Explain the ramifications of some risks. For example: what will happen to the subject if liver enzyme tests indicate an abnormality? What could happen (to the liver)? What are the potential consequences of this? What will be done (to the subject to investigate liver enzymes)? 

Thoroughly explain the real and potential risks of fetal or reproductive harm. If not known, then indicate so. 

The IRB suggests that risks be presented in table or bullet form rather than as a list or a paragraph. 

Include the following statement only if research involves greater than minimal risk

There may be a risk or side-effect that we don’t know about yet.  You might develop a new condition or suffer an injury.  If you do, you should tell the study doctor immediately. 

What are the possible benefits of being in the study?

We cannot promise that you will benefit from being in this study.  However, possible benefits include _____________________. 

Describe the possible benefits of participation. Describe any potential direct benefits to the subject first, then any benefits to others. If benefits may not continue after participation in the study is over, be sure to inform the subject. For example, an investigational drug provided at no charge during study participation may not continue to be available at no charge if it becomes available for marketing.  

If there is no direct medical benefit to participation state: 

There are no medical benefits to you from being in this study. 

What about new information?

Include a statement that if there are significant new findings developed during the course of the research which might relate to the participant’s willingness to continue participation, then the information will be provided to the participant.

If we find out any new information that might affect your decision to stay in the study, we will share it with you. 

What are your choices if you don’t want to participate in this research? 

If you do not want to be in the study, you have other choices for treatment such as: list other treatment options. OR (if there is no alternative treatment)   The alternative to being in this study is to not participate. 

What about the confidentiality of your medical information?

The members of the research team will collect information about you and your medical condition. This information is called Protected Health Information. The Health Insurance Portability and Accountability Act (HIPAA) requires that institutions have a Policy to protect your Health Information. The Notice of Privacy Practices of this institution is described in a booklet distributed to all patients. We are asking your permission to use your Protected Health Information and share it with others for the purposes of this research study.

If there is any reasonable expectation that the research will reveal information about child abuse or dependent adult abuse or any one of several communicable diseases, then the Consent Document must contain a statement indicating that the researcher is [most likely] mandated under Iowa Law to report the abuse or disease, even if a federal Certificate of Confidentiality protects other information obtained in the research.

Who may see, use, and disclose information about you?

Here again you must balance the needs of the protocol against a need to know requirement. 

· Governmental agencies that have the right to see or review your health information, such as the Office of Human Research Protections and the Food and Drug Administration

The persons who may use your Protected Health Information include the researcher, Dr [name of Principal Investigator] and his/her research staff, the Institutional Review Board and its staff, legal counsel, audit and compliance staff, officers of UnityPoint Health – Des Moines [and/or another entity as appropriate] and other people who need to see the information to help the Study or make sure it is being done correctly. These persons may disclose your Protected Health Information to staff of the entities listed in the next section.

What information about you can be disclosed in this research study?

In this section you must balance the information that you think you will need against a requirement to request authorization for only the information that is necessary to carry out the research. If you decide you need additional Protected Health Information after you start the study, then you will have to get a new authorization from every subject.

· Your name, address, telephone number, date of birth, Social Security number and other details about you.

· Your health history [and your family health history].

· Results of tests carried out to determine whether you can join the Study such as: [List any information about the subject relevant to determining whether a person is eligible for the trial such as physical examinations, and blood and urine tests].
· Results obtained during the Study: [List relevant information that might be obtained during the Study such as response to the Study activities or procedures, information learned in Study visits, phone calls, surveys, physical examinations, blood and urine tests, x-rays and other tests and any other medical information the investigators may learn from the subject during the Study] 

· Information in your medical record at [insert name of hospital or clinic as appropriate] that may be necessary for your participation in the Study.

· [List any additional information that may be obtained from participants that is not covered by the activities and procedures listed in the Consent Form.  Examples might include information about financial and social circumstances, or educational level]

Is your information protected after it has been disclosed to others?

If your health information is disclosed to someone who is not required by law to keep it confidential, then that information may no longer be protected, and it may be used or disclosed without your permission. 

Insert the following statement if appropriate: 
The Sponsor of the Study, […….], has voluntarily agreed to be bound by the provisions of the Privacy Rule of the Health Insurance Portability and Accountability Act.]

Can you decide not to authorize the use and disclosure of your Protected Health Information?

Yes.  You do not have to authorize the use or disclosure of your Protected Health Information. However, if you do not give this authorization, then you cannot participate in the Study. Your regular medical care will not be affected if you do not participate in this study.

Can you revoke your authorization?

Yes.  You may revoke your authorization to allow your Protected Health Information to be used or disclosed at any time by sending a written notice to the principal investigator, Dr [name], [address] or the Institutional Review Board Office, 700 East University Avenue, West 597, Des Moines, IA 50316.  If you revoke your authorization, you will be withdrawn from the Study and no health information about you will be gathered after that date.  However, information gathered before that date may be used or disclosed if it is needed for the Study or any follow-up for the Study.

Can you see your Protected Health Information?

Yes.  You may see and copy your information after the Study ends.

Does your authorization have an expiration date?

The authorization to use and disclose your Protected Health Information does not have an expiration date. Your Protected Health Information will be used as long as it is necessary for the Study.

Can your participation in the study end early?

Yes. There are three ways your participation can end early.

1. You can leave the study voluntarily. Being in this study is voluntary.  You do not have to be in the study if you don’t want to. You can agree to be in the study now and change your mind later.  If you decide to drop out of the study, you will not be penalized in any way.  If you want to quit the study, you should talk to (Principal Investigator) or one of the study staff members. When appropriate, include the consequences of a participant’s decision to withdraw from the study.
2. (Principal Investigator) or the sponsor can take you out of the study without your permission. Possible reasons for taking you out of the study are: 

Enumerate possible reasons for involuntary withdrawal (eg - continuing in the study would be harmful; subject does not adhere to protocol instructions; adverse event; pregnancy; you become incarcerated after enrollment). If you become incarcerated, please notify the principal investigator or study nurse immediately. 
3. The sponsor of the study may end the study early. The sponsor of the study may find all the sponsor needs to know sooner than expected, or the sponsor may find that research subjects are being harmed in ways that were not expected.

If your participation in the study ends early, we may ask you to visit the (Principal Investigator) for a final visit. (Explain why this visit is necessary for the subject’s welfare.) At this visit we will: enumerate any procedures required for the final visit.) Your regular medical care will not change if you leave the study early.

What about money?

Use the following statement if relevant to this protocol.

The principal investigator, Dr [name] and [name of institution] are being paid to conduct this study.

Tell subjects what charges they (or their insurance company) will be responsible for. Tell subjects what is provided to them free of charge. 

Insert the following sentences if appropriate.

Your tissue or blood samples may be used to develop products that are commercially profitable to [insert name of entity]. There are no plans for you to share in profits.

If you agree to be in the study, we will pay you [indicate amount] for study-related expenses.

The IRB prefers payments per visit instead of one large payment at the end of study participation. Payments should not be excessively large - any payments of > $600/year are required to be reported to the IRS (subjects responsibility, but they should be notified of this in the consent form). 

What happens if you are injured or harmed in this study?

Edit the following paragraph as appropriate to indicate where emergency care for a study might be made available.
If you are injured or harmed in this study, emergency care will be available through UnityPoint Health Des Moines.  However, UnityPoint Health Des Moines does not have a policy to pay you if you are injured by being in the study. 

If you are physically injured due to any substance or procedure properly given under the plan for this study, and you follow the directions of the study doctor and staff (parameters can be given to what it means to follow instructions), the sponsor will pay the medical expenses for the treatment of that injury which are not covered by your medical insurance, by a government program, or by any other third party.

No other compensation is being offered by the sponsor; however, you do not waive any legal rights by signing this consent form.

Indicate who will pay for emergency care.

Add another paragraph if the sponsor supplies specific information about compensation

If you think you have been injured because of participating in this research study, you should call (Principal Investigator) at (Principal Investigator’s phone #).  

Alternate language if the study involves more than minimal risk: Call (Principal Investigator’s 24-hour number) 24 hours a day for study-related emergencies.

If you are unsure whether something is serious, it is always best to seek emergency help immediately by calling 911 or going to the nearest emergency room.

Any more questions about this research? 

If you have any questions about this study, you can call the Principal Investigator (Name) at (Principal Investigator’s phone #).  or the Study Nurse (Name) at (Nurse’s phone number). 

Concerns and complaints

If you have questions about your rights as a research subject or any concerns or complaints about this research project, please feel free call the Principal Investigator or the Study Nurse at the numbers listed above.

If you would like to talk to someone who is not associated with the research, please feel free to call any of the following.

	Kathryn Karpowicz
	Research Subject Advocate 
	515-263-5483

	Jane Coy
	Director of Corporate Compliance
Privacy Officer

UnityPoint Health - Des Moines
	515-241-6039

	UnityPoint Health – Des Moines Institutional Review Board Office
	515-263-5551

	UnityPoint Health – Des Moines Compliance HelpLine
	1-800-548-8778


All calls will be kept confidential.

Required Signature Section
You are not giving up any legal rights by signing this form.

You will receive a signed copy of this form to keep.

For Adults Subjects Capable of Giving Consent & Authorization on their Own Behalf

I consent to participate in the research study described in this form 
and
I authorize the use and disclosure of my Protected Health Information as described in this form. 

	Name of Subject:
	 

	Signature:
	 
	Date:

	Person Obtaining Consent and Authorization:
	 

	Signature:
	 
	Date:


The signature block may be altered to include space for the investigator’s name and signature if the sponsor requires this information to appear on this form.

The IRB discourages signatures by witnesses unless what is being witnessed - such as having verified the identity of the research subject - is clearly specified.

For Adult Subjects not Capable of Giving Consent & Authorization on the their Own Behalf

I consent to the participation of [subject] in the research described in this form 
and
I authorize the use and disclosure of [subject]'s Protected Health Information as described in this form. 

	Name of Subject:
	 

	Legally Authorized Representative 
	 

	Relation of Representative to Subject:
	 

	Signature of Representative:
	 
	Date:

	Person Obtaining Consent and Authorization:
	 

	Signature:
	 
	Date:


The signature block may be altered to include space for the investigator’s name and signature if the sponsor requires this information to appear on this form.

The IRB discourages signatures by witnesses unless what is being witnessed - such as having verified the identity of the research subject - is clearly specified.

For Minor Subjects not Capable of Giving Consent & Authorization on the their Own Behalf
I consent to my child’s participation in the research described in this form 
and 
I authorize the use and disclosure of my child’s Protected Health Information as described in this form.

	Name of Subject:
	 

	Name of Parent or Legal Guardian:
	 

	Relationship to Subject:
	

	Signature of Parent or Legal Guardian:
	 
	Date:

	Person Obtaining Consent and Authorization:
	 

	Signature:
	 
	Date:


The signature block may be altered to include space for the investigator’s name and signature if the sponsor requires this information to appear on this form.

The IRB discourages signatures by witnesses unless what is being witnessed - such as having verified the identity of the research subject - is clearly specified.

Original IRB Approval Date:

IRB Study Number: IM____-___
Revision/Amendment Date(s): 

Continuing Review Date(s):
Expiration Date(s): 
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