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INFORMED CONSENT AND HIPAA AUTHORIZATION FORM FOR RESEARCH WITH HUMAN SUBJECTS



Protocol Title: 

Principal Investigator: 

Phone number: <also include 24-hour number if appropriate>


[NOTE TO RESEARCHERS: THIS CONSENT/AUTHORIZATION TEMPLATE IS MERELY A GUIDE. ALL STATEMENTS—EXCEPT FOR THE RESEARCH INJURY LANGUAGE—MAY BE CUSTOMIZED FOR YOUR RESEARCH PROJECT. The blue text provides additional guidance.

This template combines consent and authorization elements in a single document. When using this template, no separate HIPAA Authorization form is required.]

Introduction

You are being invited to participate in a research study.  Research studies include only people who choose to take part.  Please take your time making a decision. Feel free to discuss it with your friends, family, and doctors. Before agreeing to take part in this research study, it is important that you read this consent and authorization form because it describes the study and any of the risks that it may involve.  No guarantees or promises can be made regarding your experience in the study. Please ask the study doctor or the study staff to explain any words, ideas, or information not clear to you.

[If this form may be read by someone who will consent on behalf of someone else (such as a parent consenting on behalf of a child), ensure that the pronoun “you” is used throughout the consent/authorization form.  Avoid the use of the phrase “you/your child.”  Include the following text in the Introduction:] In this consent and authorization form, “you”, always refers to the subject. If you are a legally authorized representative (such as the parent), remember that “you” refers to the study participant. 
Why is this study being done?

You are being invited to take part in a research study. 

[Describe the overall background and goal.  Explain WHY this study is being done. Do not use scientific or medical terminology, if possible.]

[Describe what is experimental about the study.  There is an experimental component for every study, such as use of investigational medication, devices, novel measurements, or novel use of existing medications/procedures. For additional guidance on what constitutes an experimental feature or analysis, contact the IRB office or go to the Guidance section on the IRB website.]

The purpose of this study is to learn more about…

You are being asked to be in the study because <enter the reason a subject qualifies for the study.> [Example:  “you are a male over the age of 40 with chronic obstructive pulmonary disease.” If subjects are healthy controls, refer to them as “healthy people” or “people without <the disease being studied>.”]

How many people will be in this study?

[Indicate the number of participants. Do not use the term “approximately”.]

Up to <indicate number> people will participate in the study at National Jewish Health. 

[If applicable]:  Up to <Indicate Number> people around the country (or around the world) will be in the study at <Enter the number of sites> different sites. 

What will happen if I enroll in this study?

[Begin with a statement that describes randomization, placebo, single or double blinding—if any of these apply.  You may use or edit one of the standard language statements. Refer to the Standard Statements document.]

If you decide to enroll this study, the following things will happen: 

[Describe the following in any order:

* How long study participation will last (length of participation in weeks, months or years)

* Number of visits, duration of each visit, and interval between visits

* All procedures, identifying which procedures are experimental

* Describe the kind of samples that will be collected and means of collection

* Any review of records, interviews, questionnaires, etc. that will take place

* Any changes in current care (such as withholding medication)]

[Use a study visit table if the study has more than three visits.]

What is involved in each procedure? [If Applicable]
[Use this section for studies that have complicated procedures, or just many procedures that need additional explanation. Assume that subjects are not familiar with the procedures.]

How will my samples be used? [If Applicable]
[Explain how samples will be used for the purposes of this study. Consider study-related safety needs.]

[Describe confidentiality measures. Will specimens be identifiable or coded? List any additional risks or benefits of sample collection and storage.]

[If samples may be collected and stored for future research use, state that more information will be provided as an addendum to the consent form.]

What are the possible risks and side effects of the study?

[Describe all known physical and nonphysical risks and discomforts of medications/devices AND procedures.  Describe risks in a language appropriate to the reader.  Do not use medical terminology, whenever possible. Refer to the Standard Statements document for examples of procedure risks.]

[For side effects of medications/devices, describe risks in relative terms of likelihood.]

Side effects that are likely to occur are… [Describe typical side effects listed as bullets]
Side effects that may possibly occur are… [Describe less frequently occurring side effects listed as bullets]
Side effects that may rarely occur are… [Describe all rare side effects listed as bullets with incidence rates]
Discuss all side effects with your study doctor and your regular doctor.

[If applicable]:  If you become pregnant, the particular treatment or procedures involved in the study may involve risks to the embryo or fetus. These risks, if any, are currently unclear. 

Other possible risks include…

There is a potential risk of loss of confidentiality, but [briefly explain precautions].
[For studies that involve psychological risk and/or emotional risk:  The principles are similar to those that involve physical risk. Participants should be informed of the risk. ]

[If the risks of any research procedure are not well known, for example because of limited experience in humans, the consent must include a statement that the particular treatment or procedure may involve risks to the participant, which are currently unforeseeable. If this is applicable, state]:  It is not expected that study participants will have all of these side effects.  The study may include risks that are unknown at this time.

What happens if I am hurt or become ill during the study? 

[Use the applicable injury statement below exactly as written unless other wording has been negotiated in a contract.]   

[For Industry Sponsored Studies:]

In the event of an injury or illness resulting from your participation in this research study, your study doctor will assist you in receiving appropriate health care, including first aid, emergency treatment and follow-up care either at National Jewish Health or another appropriate health care facility.  If you experience an illness, adverse event, or injury that is the direct result of a medication, device, intervention, procedure, or test required for this study the sponsor of the study, <Sponsor’s Name> , will pay usual and customary medical fees for reasonable and necessary treatment. The sponsor is not responsible for expenses that are due to pre-existing medical conditions, underlying disease, or your negligence or willful misconduct. In addition, the Sponsor will not pay for expenses that result from National Jewish Health’s negligence, misconduct or failure to follow the study protocol. The study doctor and the sponsor will determine if the adverse event or injury was a result of your participation in this study. If the cost of treating your research related injury was incorrectly billed to your insurance company or a government program by National Jewish Health, the payment will be returned and the Sponsor will be billed. By signing this form you have not given up your legal rights.  

If you believe you have experienced any study related illness, adverse event, or injury, you must notify the study doctor as soon as possible.

 FORMCHECKBOX 
 This has been explained to me and all my questions have been answered.    

_____________

Subject’s Initials

[For NIH or Investigator Initiated Studies:]
In the event of an injury or illness resulting from your participation in this research study, your study doctor will assist you in receiving appropriate health care, including first aid, emergency treatment and follow-up care either at National Jewish Health or another appropriate health care facility.  If medical costs are incurred, your insurance company may be billed.  In accordance with general policy, National Jewish Health makes no commitment to provide free medical care or other compensation for injury or illness resulting from your participation in this study.  By signing this form you have not given up your legal rights.  For further information, please contact <PI’s name>, the Principal Investigator of this study.

If you believe you have experienced any study related illness, adverse event, or injury, you must notify the study doctor as soon as possible.

 FORMCHECKBOX 
 This has been explained to me and all my questions have been answered.    

_____________

Subject’s Initials

Are there any possible benefits to being in the study?

[Select the statements based on whether the study is therapeutic or non-therapeutic below]

[Note: Reimbursement or compensation for participation is not considered a benefit.]
[For Therapeutic Studies:]

If you agree to take part in this study, there may or may not be direct medical benefits to you.  Your condition may not improve by participating in this study.  

[Provide a benefit to others such as:] Knowledge gained from the study may benefit future patients with <specify disease or condition being studied>.
[For Non-Therapeutic Studies:]

This study is not designed to treat any illness or to improve your health.  There will be no direct medical benefits to you.  

[Provide a benefit to others such as:] Knowledge gained from the study may benefit future patients with <specify disease or condition being studied>.
What other choices do I have?

[Select the statements based on whether the study is therapeutic or non-therapeutic]

[For Therapeutic Studies:

For therapeutic, treatment-based research, disclose the appropriate alternative procedures, courses of treatment or other studies, if any, which might be advantageous to the participant.  It is not enough to say that that the study doctor will describe other procedures or courses of treatment. For Oncology studies, consider standard statements for the Alternative Treatment Statement.]

Other treatments for <specify subject’s disease or condition> include <list AND DESCRIBE any alternative treatments here>.  You should talk about these treatments with your doctor before you decide to take part in the study.  You may choose to not take part in the study.

OR

[If there are no known or approved medical alternatives: use the following statement:]
There are no other treatments available for <specify subject’s disease or condition>.
[For Non-Therapeutic Studies:]

You may choose not to take part in this study.

For either Therapeutic or Non-therapeutic Studies:

[If the study doctor is also the treating clinician, you MUST include the following statement]:

The treating clinician may be both your health care provider and the investigator for this study.  This clinician is interested both in your clinical welfare and in the conduct of this study.  Before entering this study, or at any time during the study, you may ask for a second opinion about your care from another clinician who is not associated in any way with this study.

Who is paying for this study? [If applicable]
[Select the best statement based on funding source]

This study is being paid for by National Jewish Health, Department of _____<state the name of the department or grant.>
National Jewish Health is receiving funding from ______<list the name of the sponsor or organization.> 

[Disclose any investigator conflict of interest. Refer to the Standard Statements document for examples.]
Will I have to pay for anything?
[Choose the most accurate statement.]

[When there is no charge for participation:]
It will not cost you anything to be in the study.

OR

[If subjects may also receive billable clinical care:] While taking part in this study, you or your insurance company may incur costs for expenses NOT directly related to the study.  
When there is a charge for participation:

You will need to pay for … <list items that subjects must pay for, such as devices.>

[Refer to the standard statements for other statements providing more information about subject costs Include other possible additional costs such as travel to National Jewish Health, lodging, meals, etc.  Choose the most applicable statements]:

Will I be paid for being in the study?

 [Choose the most accurate set of statements.]

You will be paid $XX.XX for each visit in this study [if the amount will vary from visit to visit, state the different amounts and visit type].  This will add up to a total of $XXX.XX if you complete all of the visits [if some subjects may get a particular procedure while others may not, break this into different amounts and explain].  If you leave the study early, or if we have to take you out of the study, you will be paid only for the visits you have completed.
[If paying subjects, include a statement about taxable income.]

It is important to know that payment for participation in a study is taxable income.

OR

It is important to know that any payment for participation in a study is considered taxable income, regardless of the amount or form of payment, including check, cash, gift card, gift certificate, money order, or non-cash items.  National Jewish Health is required by the Internal Revenue Service to report any payments that exceed $600 per person per year.  You may be required to complete a W-9 form to provide accurate information for this purpose.  However, patient confidentiality will be protected in accordance with the requirements of the Health Insurance Portability and Accountability Act (HIPAA).

[If not paying subjects:]

You will not be paid to be in the study. 

Is taking part in the study voluntary? 
Taking part in this study is voluntary.  You have the right to choose not to take part in this study.  If you choose to take part, you have the right to stop at any time.  If you refuse or decide to stop later, you will not lose any benefits or rights to which you are entitled. 

[If applicable:] If you leave this study prior to completion, we encourage you to talk to a member of the research staff so that they know why you are leaving the study. [If applicable, state:] We would encourage you to complete a safety visit as described earlier in this form. You will still receive your normal medical care.  The only medical care that you will lose is the medical care you are getting as part of this study.  

[In certain types of research where the risks and benefits are not well known, researchers may discover new information that may affect a participant’s willingness to participate. If applicable, state:]  If there are any new findings during the study that may affect whether you want to continue to take part, you will be told about them.
[If applicable, describe what subjects should do if they wish to withdraw from a database or repository.]

Can I be removed from this study? 

The study doctor may decide to stop your participation without your permission if the study doctor thinks that being in the study may cause you harm. [If applicable, provide examples of individual stopping rules here.] You may be taken out of the study even if you do not want to leave the study. 

[If applicable:]  The sponsor, ____<Insert sponsor name>, may stop the study at any time. 

[List other reasons that the study may be stopped.]

Who do I call if I have questions or problems?

You may ask any questions you have at this time. If you have questions, concerns, or complaints later, you may call ____<principal investigator name (and others)> at ____<investigator’s phone number, cell phone number, or pager. Also list 24-hour number, if applicable>.  

If you have questions or concerns about your rights as someone in this study, please call the National Jewish Health Institutional Review Board (IRB) at 303-398-1477.  

[For CTRC studies:] You can also talk to ____<Insert Name of subject advocate>, the subject advocate at National Jewish Health.  The phone number is ____<Insert phone number>.

Who will see my research information?

National Jewish Health has rules to protect information about you.  Federal and state laws, including the Health Insurance Portability and Accountability Act (HIPAA), also protect your privacy.  This part of the informed consent form tells you what information about you may be collected in this study and who might see or use it.  

[If applicable:]

The institutions involved in this study include: [Delete those that do not apply for this study; these bullets should list only local institutions.]
· National Jewish Health

· University of Colorado, Denver
· University of Colorado Hospital
We cannot do this study without your permission to see, use and give out your information.  You do not have to give us permission.  If you do not, then you may not join the study.

We will see, use and share your information only as described in this form and in our Notice of Privacy Practices; however, people outside National Jewish Health may not be covered by this promise.

We will do everything we can to keep your records private.  It cannot be guaranteed. At minimum, we will <describe basic security measures such as coding data and keeping records in a locked cabinet or office.>
The use and sharing of your information has no time limit. You can withdraw your permission to use and share your information at any time by writing to the Corporate Compliance Officer at the address listed below. If you do withdraw your permission, your part in this study will end and no further information about you will be collected. Your cancellation would not affect information already collected for the study.

Corporate Compliance Officer

National Jewish Health

1400 Jackson Street M113a

Denver, CO 80206

The records that identify you and the consent form signed by you may be looked at by others who have a legal right to see that information.  Your information may be shared with: 
· The study doctor and his/her team of researchers

· <Insert sponsor name>, the company paying for this research study
· Officials at National Jewish Health who are in charge of making sure that we follow all of the rules for research

· National Jewish Health Institutional Review Board (IRB), the ethics board responsible for overseeing this research
· Federal (and/or international) agencies such as the Food and Drug Administration (FDA) or the Office for Human Research Protections that protect research subjects like you. [Include only the organizations that will have oversight.]
· Department of Health and Human Services
· <Add any other groups or entities that are applicable, such as public health agencies>
We might talk about this research study at meetings.  We might also print the results of this research study in medical journals or medical magazines.  But we will always keep the names or other information that could identify you private.  

You have the right to request access to your personal health information from the Investigator or from National Jewish Health. [If a portion of the study involves blinding and subjects could become unblinded by accessing their health information, you may add:] However, we may ask you not to look at your health information while you are participating in the study. If you look at your records while the study is in progress, it may compromise the integrity of the study results and it may be necessary for you to stop participating in the study.
Test results and other medical information gathered in this study will be stored in your medical record<if applicable>, research study file, or both<if applicable> and will be treated with the same confidentiality as other medical records here at National Jewish Health as required by state and federal regulations.  [Include the following sentences if stored in the medical record:] When stored in the medical record, we may receive requests from health insurance providers for copies of this record. Records will be released according to state and federal laws.  The release of this information may affect your insurability either now or in the future. You have the right to restrict specific research-related procedures from being provided to your health insurance provider. Please talk to a study Investigator or a member of his or her staff to learn more about your options.
[For FDA-regulated trials:] A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This website will not include information that can identify you. At most, the website will include a summary of the results. You can search this website at any time.

Information about you that will be seen, collected, used, and shared in this study:  [delete all that do not apply:]

· Name and demographic information (age, sex, ethnicity, address, phone number, etc)

· Your social security number

· Portions of your previous and current medical records that are relevant to this study, including but not limited to diagnosis(es), history and physical, laboratory or tissue studies, radiology studies, procedure results

· Research visit and research test records

· Psychological and mental health tests

· Alcoholism, alcohol or drug abuse

· Testing for or infection with diseases reportable to the Public Health department, including but not limited to:  Human Immunodeficiency Virus (HIV), hepatitis (all forms), tuberculosis, or other sexually transmitted diseases

· Testing for sickle cell

· Blood/tissue samples and the data with the samples
· Genetic research or testing information

· Billing or financial information

· <Specify Other>

What happens to Data, Tissue, Blood and Specimens that are collected in this study?  [If Applicable. Delete types of data that do not apply, in header and in the following text]
Scientists at National Jewish Health work to find the causes of and cures for disease.  The data, tissue, and blood specimens collected from you during this study are important. If you join this study:

<Modify the following as needed>

· The data, tissue, blood, or other specimens given by you to the investigators for this research no longer belong to you.

· The investigators and any sponsor of this research may study your data, tissue, blood, or other specimens collected from you.

· If data, tissue, blood, or other specimens are in a form that identifies you, National Jewish Health or other organizations involved in this study may use them only in a manner consistent with this form and with Institutional Review Board approval.

· Any product or idea created by the researchers working on this study will not belong to you.

· There is no plan for you to receive any financial benefit from the creation, use or sale of such a product or idea.

Genetics [If Applicable]
[If you may perform genetic testing that meets the definition of the Genetic Information  Non-Discrimination Act, you may copy the following wording verbatim into your consent form or you may edit as appropriate.]  
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. This law generally will protect you in the following ways: 

· Health insurance companies and group health plans may not request your genetic information that we get from this research.

· Health insurance companies and group health 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 that we get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment. 

Be aware that this new Federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.

Mandatory reporting [If applicable]

[If there is a reasonable chance that information may be elicited concerning child abuse or neglect, potentially dangerous future behavior to others, or positive Hepatitis or HIV results, as part of the research protocol, consider adding and/or editing Standard Statements]:

Optional Additional Study Activities [If applicable]

[Only simple optional activities/procedures can be listed in this section. Use separate consent/authorization addenda if the descriptions of optional procedures are complex or lengthy. Optional genetic research must be described in a separate addendum if genetic research is not part of main study participation.  Consent/authorization templates for genetic research and banking in a repository are available on the IRB website.]

This consent and authorization section has more information about the research study.  The choice to participate in these optional activities is up to you. No matter what you decide to do, it will not affect your participation in the main study. If you decide to participate in the optional activities, you can change your mind at any time.
<Describe the optional activity or procedure. If there is more than one optional activity/procedure, create a separate sub-section for each one. Describe risks, benefits, and HIPAA uses/disclosures separately for each optional activity/procedure.>

<Describe any risks or benefits of the optional procedures, including the risk of loss of confidentiality.>

If you agree to the additional procedure(s), we also ask your permission to use and disclose the information collected. The uses and disclosures for these procedure(s) are the same as described in the HIPAA section for the main study above except that <describe ANY differences between recipients/uses/disclosures for the main study and optional procedure(s)>. If you don’t give us permission to use and disclose your information, you cannot take part in the optional procedure(s), but you can still participate in the main study. 
Please initial next to your choice:
______ I agree to <optional activity/procedure> and for my information to be used as disclosed as described in this section.

______ I do not agree to <optional activity/procedure> or for my information to be used as disclosed as described in this section.

[As noted above, If there is more than one optional activity/procedure, describe risks, benefits, and HIPAA uses/disclosures separately for each optional activity/procedure. Also create separate initial lines for each optional activity/procedure.]
Agreement to be in this study and use my data

I have read and initialed each page of this informed consent and HIPAA authorization form (or it was read to me).  I was informed about the possible risks and benefits of being in this study.  I know that being in this study is voluntary.  I choose to be in this study.  I know I can stop being in this study at any time.  I will get a copy of this form after it is signed.

[Insert the appropriate signature template.  Refer to http://www.nationaljewish.org/pdf/IRB%20Signature%20Templates.doc for the correct signature template]

Revised: MM/DD/YYYY [Update the date]
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