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Minimal Risk to subjects means that the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical and psychological examinations or tests and that confidentiality is adequately protected.
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INFORMED CONSENT
Title:
________________________________________________ 

SPONSOR:


__________






 
(if applicable)
PRINCIPAL

INVESTIGATOR:
Name, Degree








Address and Telephone Number (information not necessary if provided on letterhead)
Use when study involves minors or surrogates: For ease of reading, the word “you” or “your” will be used throughout this document to refer to the person who may enter the research study.
If ALL eligible subjects are below the age of 7 use “your child” throughout.
	Key Information for You to Consider

	· Voluntary Consent. You are being invited to volunteer for a research study.  It is up to you whether you choose to participate or not.  There will be no penalty or loss of benefits to which you are otherwise entitled if you choose not to participate or discontinue participation.

· Purpose. The purpose of this research study is [provide a brief description of why the research is being conducted, no more than 2-3 sentences].

· Duration. It is expected that your participation will last [expected duration].

· Procedures and Activities. You will be asked to [briefly highlight the key research activities/procedures].  

· Risks. Some of the foreseeable risks or discomforts of your participation include [describe the most important risks. Consider those most probable and/or highest magnitude of harm]. There is a risk of breach of confidentiality. [Explain how this will be minimized]
· Benefits. Some of the benefits that may be expected include [insert direct benefits to the subject and society, or if no direct benefit to subject state no direct benefit but the researchers hope to learn/gain xyz].

· Alternatives. As an alternative to participation, you could [note appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the prospective subject.  If there are no alternatives, state that, “Participation is voluntary and the only alternative is to not participate.”].


1. INTRODUCTION
This is a research study involving human subjects. Your study doctor will explain the research study to you.  Research studies include only subjects who choose to participate.  Your study doctor and study staff will discuss the details outlined in this consent and answer your questions to your satisfaction.  Please take your time to make your decision about participating.  You may discuss your decision with your friends and family.
2. WHY IS THIS STUDY BEING DONE?

The purpose/goal of this research study is to [limit explanation to why study is being done.  Explain in 1-2 sentences.] 

You are invited to be in this study because [reason why you are inviting person to participate in study.  Include any inclusion or exclusion criteria if the subject is expected to self-screen for the study.]  
If recruiting only at LLUH:

Approximately ___ subjects will participate at LLUH.

If multi-site:

Approximately ___ subjects will participate in this study at about __ study centers throughout the United States/world, with ___ subjects at LLUH.

Your participation in this study may last up to __ days/weeks/months/years.  

3. HOW WILL I BE INVOLVED?

Participation in this study involves the following:
Summarize all study-related procedures (such as completing study diaries and/or questionnaires including time it will take to complete), responsibilities, permissions required of participant, including all items mentioned in protocol.  
4. wHAT SIDE EFFECTS OR RISKS CAN I EXPECT FROM PARTICIPATING IN THIS STUDY?

This study poses no greater risk to you than what you routinely encounter in day-to-day life.   
Participating in this study will involve the following risks: 
· There is a risk of breach of confidentiality.  Describe the extent to which confidentiality of records identifying the subject will be maintained. Example: de-identifying data; separating identity using a linking key; storing data in PI’s office in a locked drawer/cabinet. 
Efforts will be made to keep your personal information confidential.  We cannot guarantee absolute confidentiality.  Your personal information may be disclosed if required by law.  You will not be identified by name in any publications describing the results of this study.
· For studies involving collection of personal health information: Your rights regarding permission to use your health information are described in the attached “Authorization for Use of Protected Health Information” form.
5. WILL THERE BE ANY BENEFIT TO ME OR OTHERS? 

Choose the appropriate language describing benefits to the subject personally, if any, and to others (societal) which may reasonably be expected from the research.  It is acceptable for subjects not to benefit individually in some studies.

If no benefit:  

Although you will not benefit from this study, the scientific information we learn from the study may benefit future patients with _____.

If benefit is possible but remote:

Although you are not likely to benefit, the scientific information we learn from the study may benefit future patients with _____.  

If benefit is possible:

You may benefit if 


.  In addition, the information learned from this study will benefit others in the future.  (Explain)
6. WHAT ARE MY RIGHTS AS A SUBJECT?

Your participation in this study is entirely voluntary.  Your decision whether or not to participate or withdraw at any time will not affect your ongoing or future medical care/dental care (modify as appropriate) relationship to your doctors and will not involve any penalty or loss of benefits to which you are otherwise entitled.  
If study involves surveys, questionnaires, or interviews, include: If at any time you feel uncomfortable, you may refuse to answer questions.  
7. FUTURE RESEARCH USE
[Include one of the following statements. If you are unsure if data may be shared, choose Option 1 so you are not prevented from sharing de-identified study data with other researchers in the future:]

[Option 1:] Researchers will use your specimens and information to conduct this study. Once the study is done using your specimens and information, we may share them with other researchers so they can use them for other studies in the future. We will not share your name or any other private identifiable information that would let the researchers know who you are. We will not ask you for additional permission to share this de-identified information.

[OR]

[Option 2:] Researchers will use your specimens and information to conduct this study. Specimens and information gathered during this research study will only be used for this study. This information will not be shared with other researchers for future research even if all identifying information has been removed.

8. RETURN OF RESULTS 

Required if the study will produce clinically relevant research results. If not applicable, please remove.  

Explain the possibility that subjects may or may not receive research results. This section is meant to pertain to all clinically relevant research results, including general or aggregate research findings and individual research results. 
Example: You will / will not be provided with any research related clinically relevant information that may pertain to your health.
9. WHAT COSTS ARE INVOLVED?

State who will be responsible for the costs of procedures, follow-up tests, office visits etc., relating to research activities.  
Select appropriate option:

Example 1: If there is no cost to the subject, state:  There is no cost to you for participating in this research study.
Example 2: If any study costs are considered part of routine care, state: The study/sponsor will pay for those services, supplies, procedures, and care that are not a part of your routine medical care.  This includes: ___________________.  
For studies involving patient care, add:

You and/or your health insurance must pay for those services, supplies, procedures, and care required for routine medical care.  You will be responsible for any co-payments and/or deductibles as required by your insurance.  If you participate in this study, there may be additional costs to you, such as travel for study visits.  If in doubt about reimbursement, you should contact your insurance company for routine medical care.  Financial representatives of the hospital or clinic are available to assist you by obtaining authorization from your insurance company.
10. ARE THERE OTHER ISSUES TO CONSIDER IN DECIDING WHETHER TO PARTICIPATE IN THIS STUDY? [If the considerations listed below are not applicable, please remove this section]

Use of Biospecimens [Required if the study involves collection of specimens]
[If biospecimens will be discarded] 

Biospecimens (such as blood, tissue, or saliva) collected for routine labs will be discarded or destroyed once they have been used for the purposes described in this consent.

[If biospecimens and/or information derived therefrom will be collected from a research subject and used for research and/or development purposes]

Biospecimens (such as blood, tissue, or saliva) collected from you for this study and/or information obtained from your biospecimens may be used in this research or other research and shared with other organizations. You will not share in any commercial value or profit derived from the use of your biospecimens and/or information obtained from them.

Genetics [Required if the study involves genetic testing or access to genetic information]

[Standard Template] In the event of an unexpected breach of confidentiality, a federal law called the Genetic Information Non-Discrimination Act (GINA) will help protect you from health insurance or employment discrimination based on genetic information obtained about you. In California, state law (CalGINA) requires that employers with 5 or more employees may not use your genetic information, obtained from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment. However, these laws do not protect you against discrimination by companies that sell life insurance, disability insurance, or long-term care insurance. 

If you would like more information about the federal GINA law go to: http://www.genome.gov/Pages/PolicyEthics/GeneticDiscrimination/GINAInfoDoc.pdf or CalGINA: http://www.leginfo.ca.gov/pub/11-12/bill/sen/sb_0551-0600/sb_559_bill_20110906_chaptered.pdf
[Alternative language for research that involves individuals who have a diagnosis and/or are being treated for a genetic disease or disorder] In the event of an unexpected breach of confidentiality, a federal law called the Genetic Information Non-Discrimination Act (GINA) will help protect you from health insurance or employment discrimination based on genetic information obtained about you. In California, state law (CalGINA) requires that employers with 5 or more employees may not use your genetic information, obtained from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment. 

 GINA does not prohibit discrimination on the basis of an already manifest genetic disease or disorder.  This means if you have a diagnosis and/or are being treated for a genetic condition, a health insurer may use the information to determine eligibility or rates.  Also, GINA does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.  

If you would like more information about the federal GINA law go to: http://www.genome.gov/Pages/PolicyEthics/GeneticDiscrimination/GINAInfoDoc.pdf or CalGINA: http://www.leginfo.ca.gov/pub/11-12/bill/sen/sb_0551-0600/sb_559_bill_20110906_chaptered.pdf
11. WILL I BE PAID TO PARTICIPATE IN THIS STUDY?

Explain whether or not the subject will receive any compensation (i.e. payments, gift cards, travel reimbursements, etc.)
If not: 
You will not be paid to participate in this research study.
If yes, use as appropriate:  

For lump sum: You will be paid $________ upon your completion of this study.
If pro-rated, include the schedule for payment.  Generally, the amount should be pro-rated in case the subject leaves the study for any reason.
If there is an inducement, state any restrictions or conditions that may limit the amount, i.e., premature withdrawal from the study. 
In order to receive such payments, you may be asked to provide your home address and/or your Social Security number.  If you receive $600 or more from Loma Linda University Health for taking part in this research study or a combination of studies in one tax year, you will be sent a 1099 form as required by IRS.    

12. Will study staff receive payment?
Delete this section if study staff will not receive payment.
If study staff will receive payment, use as appropriate:

The study sponsor, ​​​​​​​​​​​​​​​______________, is paying the study doctor and study staff for their work in this study.

OR

The study sponsor, ____________, is providing financial support and/or material for this study.
13. WHO DO I CALL IF I BECOME ILL OR INJURED WHILE PARTICIPATING IN THIS STUDY? 

Template 1 -Use for studies without an external sponsor:

Your study doctors will be monitoring your condition throughout the study, and precautions will be taken to minimize the risks to you from participating.  If you are injured or become ill while taking part in this study, please do the following:

· If the situation is a medical emergency, call 911 or go to the nearest emergency room.  Then, notify the study doctor as soon as you can.  

· For a non-emergency injury or illness, notify your study doctor as soon as you can.

· To contact Dr. _____ during regular business hours, dial ______.  After hours, call 909-558-4000 and ask for the _________ on call, and identify yourself as a subject in this study.  

Appropriate medical treatment will be made available to you.  However, you and your insurance company will be billed at the usual charge for the treatment of any research-related injuries, illnesses, or complications.  You might still be asked to pay whatever your insurance does not pay.

Also, no funds have been set aside nor any plans made to compensate you for time lost for work, disability, pain, or other discomforts resulting from your participation in this research. 

By participating in the study, you do not give up any of your legal rights.

14. WHO DO I CALL IF I HAVE QUESTIONS? 

If you wish to contact an impartial third party not associated with this study regarding any questions about your rights or to report a complaint you may have about the study, you may contact the Office of Patient Relations, Loma Linda University Medical Center, Loma Linda, CA 92354, phone 909-558-4647 or e-mail patientrelations@llu.edu for information and assistance.
15. WHERE CAN I GET MORE INFORMATION?

For all clinical trials meeting the clinicaltrials.gov registration requirements or if the primary investigator wants to voluntarily register, include: 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.
16. SUBJECT’S STATEMENT OF CONSENT 
· I have read the contents of the consent form, which is in English, a language that I read and understand.  I have listened to the verbal explanation given by the investigator.

· My questions concerning this study have been answered to my satisfaction.  If consent is for parental permission, insert:  This study has been explained to my child at a level that he/she can comprehend, and I give permission for my child to participate in the study.
· I have received a copy of the California Experimental Subject’s Bill of Rights and have had these rights explained to me.  If applicable.
· I have received a copy of the Authorization for Use of Protected Health Information form.  If applicable.
· Signing this consent document does not waive my rights nor does it release the investigators, institution or sponsors from their responsibilities.  (remove “or sponsors”, if not applicable).
· I may call _____ _____during routine office hours at (909) 558-____ or during non-office hours at (909) 558-____ and ask for the (specialty)_________ on call if I have additional questions or concerns.

· I hereby give voluntary consent to participate in this study.
I understand I will be given a copy of this consent form after signing it. 
Remove signature block “Box 1 OR 2” that does NOT apply.

Signature of Subject




Printed Name Subject

Date

Signature of Parent/Guardian



Printed Name Parent/Guardian


Date

Authority to act for subject: 










Signature of Subject (12 years or older)

Printed Name of Subject (12 years or older)

Date

17. INVESTIGATOR’S STATEMENT 

I attest that the requirements for informed consent for the research study described in this form have been satisfied, that the subject has been provided with a copy of the California Experimental Subject’s Bill of Rights (remove if not applicable), that I have discussed the research study with the subject, and that I have explained to him or her in non-technical terms all of the information contained in this informed consent form, including any risks and adverse reactions that may reasonably be expected to occur.  I further certify that I encouraged the subject to ask questions and that all questions asked were answered.
Signature of Investigator



Printed Name of Investigator

Date
INSTRUCTIONS (Delete this box, all RED instructions and “[ ]” throughout)


Model text is provided in regular font and should be edited as needed to be appropriate.


Specific instructions are italicized and in red font.  Examples are in blue.  Please delete the red and blue italicized text throughout.  


A blank line, _______, indicates that the local investigator provides the appropriate information.


The consent is to be written in lay language (a conversational tone may even be appropriate) and should be kept at about an 8th grade level.  


Mandatory font size is 12-point.


Spell out all abbreviations when first used.


Avoid redundancy whenever possible and remove text that is not applicable to the study


If the study involves a � HYPERLINK "http://www.llu.edu/assets/research-affairs/docs/ca-definition-of-medical-experiment.doc" ��medical experiment� as defined by California Health and Safety Code 24174, you must include the California Experimental Subject’s Bill of Rights in your consent package as the first page. (See LLUAHSC Policy H-26)


If the study involves collection of personal health information include “Authorization for Use of Protected Health Information” form.                                                                                                            


Do not refer to “PhD” as “Dr.” in the text.  Use the name of the individual and his/her degree.  If the individual does not have a valid California medical license, the individual cannot be referred to as “Dr.” and cannot use “M.D.” after his/her name, per California Professional Code 2054. 





Box 1 –If adult subjects are involved:








Box 2: If minors are 7-11 years old, a separate Assent form should be provided unless the IRB determines that it is the responsibility of the parent to obtain the child’s assent when the study involves direct benefit to the child and the intervention is not available off-study.  If minor subjects are involved:  �
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