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MODEL CONSENT FOR MINIMAL RISK STUDIES THAT ARE NOT CLINICAL TRIALS

 (ADMINISTRATIVE REVIEW) 
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INFORMED CONSENT
Title:
________________________________________________ 

SPONSOR:


__________ (if applicable)
PRINCIPAL

INVESTIGATOR:
Name, Degree
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 program.
	Key Information for You to Consider

	· Voluntary Consent. You are being asked 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 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].

· Benefits. Some of the benefits that may be expected include [insert direct benefits, 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.”].


Delete this Sentence: The above key information box is new requirement as of january 21, 2019
WHY IS THIS STUDY BEING DONE?

The purpose of the 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 asking person to participate in study.]  
If recruiting only at LLU:

Approximately ___ subjects will participate at LLU.

If multi-site:

Approximately ___ subjects will participate in this study at about __ study centers throughout the United States/world, with ___ subjects at LLU.
Your participation in this study may last up to __ days/weeks/months/years.  
HOW WILL I BE INVOLVED?

Participation in this study involves the following:
Summarize all study-related procedures, responsibilities, permissions required of participant, including all items mentioned in protocol.  If appropriate, provide as a bullet list.
what are the reasonably foreseeable risks or discomforts I might have?

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:  [possible breach of confidentiality, etc]  
All records and research materials that identify you will be held confidential. Any published document resulting from this study will not disclose your identity without your permission. Information identifying you will only be available to the study personnel. 
Include a brief description of how identity will be protected, if applicable.

If Protected Health Information is used, add:

The use of your Protected Health Information is explained in the separate authorization form.

WILL THERE BE ANY BENEFIT TO ME OR OTHERS? 

Describe benefits, if any, to the subject which may reasonably be expected from the research.  Do not list compensation as a benefit.  If there are no benefits to the subject, indicate that there are none.  If subjects will not personally benefit, but the acquisition of important knowledge may benefit future participants, state: Although you may not personally benefit from this study, your participation may help practitioners better identify/provide insights into _________.  
WHAT ARE MY RIGHTS AS A SUBJECT?

Your participation in this study is entirely voluntary.  You may refuse to participate or withdraw once the study has started.  Your decision whether or not to participate or terminate at any time will not affect your future medical/dental care/standing with the researchers.  You do not give up any legal rights by participating in this study.
Add as suggested text if study involves surveys, questionnaires, or interviews: If at any time you feel uncomfortable, you may refuse to answer questions.  
WHAT COSTS ARE INVOLVED?

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

Example 1: If no cost to the subject, state:  There is no cost to you for participating in this 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 you have any questions about your insurance coverage or the items you might be required to pay for, please contact financial services for information, at ______________.  
WILL I BE PAID TO PARTICIPATE IN THIS STUDY?

Explain whether or not the subject will receive an incentive (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 $________ for completing this study.
If pro-rated, include the schedule for payment.  Generally, the amount should be pro-rated in case 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 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.    

Will study staff receive payment?
Delete this section this 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.
WHO DO I CALL IF I am injured as a result of being in this study?
Include this section if there is potential for minor injury: If you feel you have been injured by taking part in this study, consult with a physician or call 911 if the situation is a medical emergency.  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.
WHO DO I CALL IF I HAVE QUESTIONS? 

Call 909-558-4647 or e-mail patientrelations@llu.edu for information and assistance with complaints or concerns about your rights in this study.
 SUBJECT’S STATEMENT OF CONSENT 
· I have read the contents of the consent form and 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 protocol 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.
· Signing this consent document does not waive my rights nor does it release the investigators, institution or sponsors from their responsibilities.

· If 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. 
Cut and paste the appropriate signature block(s) from Boxes 1 OR 2.

	Signature of Subject
	
	Printed Name of Subject

	
	

	Date 
	



	Signature of Parent/Guardian
	
	Printed Name of Parent/Guardian

	
	

	Date 
	


Authority to act for subject:____________________________________________

	Signature of Subject (12 years or older)
	
	Printed Name of Subject (12 years or older)

	
	

	Date 
	


INVESTIGATOR’S STATEMENT 

I have reviewed the contents of this consent form with the person signing above. I have explained potential risks and benefits of the study.

	Signature of Investigator
	
	Printed Name of Investigator

	
	

	Date 
	


                                                                                                                                    


Place first page on departmental letterhead showing address, telephone, and fax information.




















INSTRUCTIONS (Delete this box)


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


Specific instructions are italicized.  Delete the italics.  


A blank line, _______, indicates that the local investigator provide the appropriate information before the document is reviewed with the prospective research participant.


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.  


Minimum mandatory font size is 12-point.


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)


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:  �

















Page 2 of 6

