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This is the Detailed Consent Template.  This template assists investigators and other research personnel in creating informed consent documents.  It facilitates consistency and accuracy of informed consent language between human subject research protocols.

This template is to be used:

· Alone for more complicated studies, for example, longitudinal studies with multiple interactions. 

· In combination with a Key Information Consent Form (template available) for studies that are greater than minimal risk.  In such cases, include only one signature page at the end of the Detailed Consent section. 
Instructions:

1) The consent form should be written at the appropriate reading level for the target population.  Please note that the average person in the US has an eighth-grade reading level, so the form must be written at an eighth-grade reading level or less for many community samples.   
2) Although this template is intended to be a guide, the IRB strongly recommends that investigators follow this format, order, and language in each consent document, as it contains all of the elements required by federal law and institutional statutes.

3) In this template, required fill-ins and instructions are italicized; bold headings and plain text indicate the required language.  Please delete this instruction page along with all italicized or non-relevant text prior to submission
4) This form is designed for adults. 
a) Children (under 18) must have parental/guardian consent to participate.  
b) Children aged seven and older must provide assent to participate. 
5) If you are using Video or Audio Recordings of subjects in your research, you must clearly state each of the following in your Informed Consent Document:
1. Who will have access to the recordings

2. Where will the recordings be stored

3. What will happen to the recordings after the project has ended

4. How will the recordings be used in data analysis

6) If you collect personally identifying information, you must inform the subject of how personal identifiers will be removed and whether de-identified information may be used in future research. 
7) If your document does not address all these items, the Institutional Review Board (IRB) will return the forms for revisions.

8) Please make sure that your consent form reflects the information provided in the Streamlyne Questionnaire section of the protocol (e.g., risks, benefits, compensation policies, etc.)

9) Please refer to the Guidelines for Informed Consent Forms for additional guidance. 
10) Please remember to proofread your document carefully. 

11) Once complete, create a .pdf version and upload this document to the Notes and Attachments section of the Streamlyne IRB New Protocol application.  Non-PDF documents will not be reviewed and will be returned administratively for correction. 
DETAILED CONSENT TO PARTICIPATE IN A RESEARCH STUDY

(All information is required unless otherwise noted with an *)

You are being invited to take part in the following research study: Title of Study  
Researcher(s): 

The person(s) conducting this study is(are) __________________________ 

WHAT IS THE PURPOSE AND PROCEDURE OF THIS STUDY?

Briefly describe the purpose and the procedures of study to be followed.

The purpose of the study is___________________________

As a participant, you can expect to _______________________ 
WHAT WILL HAPPEN TO YOU IF YOU ARE IN THIS STUDY?

[Concisely list all study procedures/activities in chronological order, preferably in bulleted format, and using non-technical language.  Indicate the location where procedures will take place and the amount of time needed for each procedure.  See examples below.]

Example 1

· You will view three 5-minute videos from your own computer

· You will complete a brief online survey after each video.  The survey asks about the thoughts and feelings you had during the video.  Each survey will take about 5 minutes. 

· The total time of the study is about 30 minutes.

Example 2

· Once you arrive at the Communication Disorders Laboratory at NMSU, the researchers will explain the study to you and answer any questions you may have.

· A research assistant will affix a device used for tracking your eye movements using a headband. 

· You will view 30 images for 1 minute each while we track your eye movements.

· You will have 30 seconds rest between each image

· The total time for the study is about one hour. 

WHY ARE WE ASKING YOU TO PARTICIPATE FOR THIS STUDY?

You are being asked to participate in this study because _________________.
ARE THERE REASONS WHY YOU WOULD NOT QUALIFY FOR THIS STUDY?

[Researcher(s): If yes, state the reasons a participant could be excluded from participating (such as being a smoker, being under 18 years of age, being pregnant, etc.).  Include only those events/conditions which would not be pre-determined by a review of records.  Include those events/conditions of which the potential participant would ordinarily be aware.]

*It is important to let the Researcher(s) know if you are in another research study.  You should discuss this with the Researcher(s) before you agree to participate in another research study while you are in this study. 
WHAT IS THE DURATION?
Your participation in this research will last _______ minutes/hours for __________ (number) meeting(s) or interval(s), over ______ (days, weeks, months) period of time.  It will involve (forms of data being collected (e.g. interviews, surveys)): _________________________. 

*At a later date, you might be invited to review the results/be debriefed, which may take _______(time). 

[Researcher(s): If you need to provide a timeline chart or schema to accompany descriptions of procedures and tests for studies, include it in an Appendix: Study Visits/Procedures.]

WHERE IS THE STUDY GOING TO TAKE PLACE? 

The research procedures will be conducted (i.e. online, school, etc.) ___________________

WHAT IF NEW INFORMATION IS LEARNED DURING THE STUDY THAT MIGHT AFFECT YOUR DECISION TO PARTICIPATE? 

You will be informed if the Researcher(s) learn new information that could change your mind about staying in the study.  You may be asked to sign a new informed consent form if the information is provided to you after you have joined the study.

WHAT ARE THE BENEFITS, RISKS, COSTS, and COMPENSATIONS OF PARTICIPATION?

Benefits

The expected benefits of participating are___________________________________________,

or

The Researcher(s) cannot know if you will get any personal benefit from taking part in this study.  However, there may be potential benefits for the public, such as: ___________________________________________________
Risks

The expected risks of participating are ________________. 

or

There are no anticipated risks of participating in this study. 

[Researcher(s): If there are risks to participation, describe them for each research procedure, drug, device or biologic.  The participant may more easily understand the risks of therapy/procedures in the study if the information is presented in table form, graphic, or visual aid.  If presenting risks in this format, include them in an Appendix: Risks.][image: image3]
If you believe you are hurt, distressed, or if you get sick because of something that is due to the study, you should immediately contact the Researcher(s) and/or the Office of  Research Integrity and Compliance at New Mexico State University 575-646-7177  ovpr@nmsu.edu.

*In addition to risks described in this consent, you may experience a previously unknown risk or side effect.  If at any time you experience discomfort or distress in relation to the study, you are encouraged to contact i.e. community agency, hospital, Counseling Center, etc.): ___________________________ at (contact information) ________________.
Costs

There are no costs associated with taking part in this study.

or

[Researcher(s): Describe any costs participants may incur as a result of participating in the study (e.g., transportation, parking, data charges for mobile devices).  For example: Participants may have to pay for the cost of getting to the study site and a parking fee.]

Compensations
You will receive ______________ for taking part in this study. 
[Researcher(s): If this is a monetary reward/payment, explain how this will be prorated should the participant choose to withdraw early.  If this is not a cash payment, the IRB strongly suggests that the reward be given to the participant regardless of completion of the study.]

*If you earn $600 or more by participating in research, it is reportable for tax purposes.

or

You will not receive any compensation for taking part in the study.
WILL YOU BE GIVEN INDIVIDUAL RESULTS FROM THE STUDY?

For this study, you will not be given individual results.

or

For this study, you will be given individual results.  If you give consent for Researcher(s) to contact you, please initial below.

___ Yes___ No 



If you later decide that you do not wish to be contacted about results or findings, inform the Researcher(s) using the contact information provided at the end of this form.
or

For this study, you will be given individual results if it is determined that they may be important to you/are

required by the sponsor. 

CONFIDENTIALITY

The Researcher(s) will keep your name and other identifying information private to the extent that we can.  The Researcher(s) will make every effort to prevent anyone who is not on the research team from 
knowing that you gave us information, or what that information is.  You should know that there are some circumstances in which the Researcher(s) may have to show your information to other people.

[Researcher(s): Insert circumstances in which the participant's data could be shown or reported to others.] 
The Researcher(s) will take careful steps to keep your information confidential (or anonymous). 

[Researcher(s): Please make sure you inform the participant how personal identifiers are going to be removed, and whether de-identified information is going to be shared or used in future research.]

[Researcher(s): If you need to provide detailed steps that you are taking toward confidentiality, including anonymity, include it in an Appendix: Participant information to be stored for future research.]

*The Researcher(s) will make every effort to safeguard your information, but, the security of information obtained through commercial survey companies cannot be guaranteed.  It is also possible the data collected for research purposes may be used for marketing or reporting purposes by the company, depending on the company's Terms of Service and Privacy policies.

The findings and results of the study may appear publicly as _________________________________________________________________________ for (e.g.: dissertation/books/journals/creative or digital work/news articles/presentations, conferences or other places).  

WHERE WILL INFORMATION BE STORED AND FOR HOW LONG?

The information will be stored at _______________________ [location and facility] for ____________________ [duration]. 
[Researcher(s): If there is a need to destroy identifying information prior to the 3-year minimum requirement/6 year HIPPA requirement, please indicate that in this section.]
(see Appendix: Participant information to be stored for future research (e.g., registry, database, contact list) 
IF YOU HAVE QUESTIONS OR CONCERNS OR WANT TO WITHDRAW:
Participation in this study is strictly voluntary.  You may withdraw from the study at any time without penalty. 

If you choose to leave the study, you have the right to decide whether data collected up to that point that can be linked to your identity will remain in the study database or should be removed.

The Researcher(s) conducting the study may need to remove you from the study.  This may occur for a number of reasons.  You may be removed from the study if you are not able to follow the directions, 
they find that your participation in the study is more risk than benefit to you, or the agency paying for the study chooses to stop the study early for a number of scientific reasons.

[image: image4.png]Signature of research subject or  appicable, Date
“research subject’ legal roprsentative

Printed name of research subject and, i applicable,

“Printed name of research subject’s legal representative

“If applicable, please explain Representative’s relationship to subject and include a description of
representative’s authority to act on behalf of subject:

Printed name of [authorized) person obtaining informed consent Date

Signature of Principal Investigator or Sub/Co-Investigator





The Researcher(s) at New Mexico State University, Department of _________ in charge of this study is (are) _________________ who may be reached at _________. 

*The Researcher(s) is (are) a student(s), and their faculty supervisor is ________.

If you have any questions, suggestions or concerns about your rights as a participant in this research study, contact  the Office of  Research Integrity and Compliance at New Mexico State University 575-646-7177, or ric_admin@nmsu.edu.
A copy of this form is available for you to keep.

[NOTE:  The Signature Page is below the optional appendices below.  Please delete all unnecessary appendices before submitting this for review]
Appendix: Study Visits/Procedures *if not applicable, delete this Appendix
Please provide, in lay terms, details of study visits/procedure schedule for the study in the section below.

WHAT WILL YOU BE ASKED TO DO?

Example of Study Visit Schedule:

	
	STUDY PERIOD

	
	Enrollment
	
	Treatment
	Follow-up

	TIMEPOINT
	-1
	0
	1
	2
	3
	4
	5
	6
	7
	8

	Eligibility screen
	•
	
	
	
	
	
	
	
	
	

	Informed consent
	•
	
	
	
	
	
	
	
	
	

	INTERVENTIONS
	
	•
	
	
	
	
	
	
	
	

	Counseling
	
	
	
	
	
	
	•
	•
	•
	•

	ASSESSMENTS
	
	
	
	
	
	
	
	
	
	

	Vitals (Blood pressure, pulse, etc.)
	
	•
	
	
	
	•
	
	
	
	•


Appendix: Risks *if not applicable, delete this Appendix
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Please provide, in lay terms, details of potential risks of participating in the study in the section below.

Consider using glossary, illustrations, tables or other tools that would enhance a potential participants understanding.

WHAT ARE THE POSSIBLE RISKS?

Example of risk incidence table:

	Possible Risk/Side Effect
	How often has it occurred?
	How serious is it?
	Can it be corrected?

	Rash
	It occasionally occurs
	It usually involves the face and arms and may cause scratching
	It will go away with treatment

	Muscle soreness
	Somewhat common
	Not serious
	It will go away with time and over-the-counter medication

	Skin discoloration
	It is uncommon
	It will not impact your overall health
	No

	Emotional distress
	Rare
	Serious
	Unknown


For greater than minimal risk research, add information for one (or a combination) of the following as a contact for participants to use in case of illness or injury during his/her participation in the study:

· a dedicated pager number;

· a dedicated cell phone number;

· other reliable 24-hour contact option at your discretion; and/or

· as deemed necessary, in addition to one or more of the above, referral to 911 for an emergency.

It is important for you to understand that the New Mexico State University does not have funds set aside to pay for the cost of any care or treatment that might be necessary because you get hurt or sick while taking part in this study.  Also, New Mexico State University will not pay for any wages you may lose if you are harmed by this study.
Medical costs related to your care and treatment because of study-related harm {add study specific language by selecting appropriate options, for example}:

· will be your responsibility; or

· will be paid by the sponsor (only an option if industry sponsor and industry trial) {insert the sponsor's name here} for medical costs of treating injuries that directly result from being in the study, with some exceptions.  The exceptions could be your failure to follow instructions; or

· may be paid by your insurer if you are insured by a health insurance company (you should ask your insurer if you have any questions regarding your insurer's willingness to pay under these circumstances); or

· may be paid by Medicare or Medicaid if you are covered by Medicare or Medicaid (If you have any questions regarding Medicare/Medicaid coverage you should contact by calling Medicare (1-800-633-4227) or Medicaid (1-800-635-2570).
A co-payment/deductible may be needed by your insurer or Medicare/Medicaid even if your insurer or Medicare/Medicaid has agreed to pay the costs).  The amount of this co-payment/deductible may be costly.
You do not give up your legal rights by signing this form.

When applicable, group the risks into those that are expected, ranking them as rare, occasional, or often, and describe them as such.

· When applicable, in lay terms, list all reasonably expected side effects and those that are life-altering or potentially life-altering, no matter how rare.

· Explain risks with ramifications, if applicable.  For example, what could happen if the participant experiences tightness in his/her chest during physical exercise being done for the study?

Appendix: Alternative Treatments/Options *if not applicable, delete this Appendix
If there are alternative treatments to the research study please outline option(s), in lay terms, in section below.

Consider using glossary, illustrations, tables or other tools that would enhance a potential participants understanding.
Appendix: Participant information to be stored for future research (e.g., registry, database, contact list) *if not applicable, delete this Appendix
The following titles/questions must be included, but the text is sample language.  Researchers should customize the form to fit the unique characteristics of the data repository, registry, database, etc.

If the study has an NIH Certificate of Confidentiality, add the verbiage below to your consent form:

This research is covered by a Certificate of Confidentiality from the National Institutes of Health.  The Researchers with this Certificate may not disclose or use information, documents, or biospecimens that may identify you in any federal, state, or local civil, criminal, administrative, legislative, or other action, suit, or proceeding, or be used as evidence, for example, if there is a court subpoena, unless you have consented for this use.  Information, documents, or biospecimens protected by this Certificate cannot be disclosed to anyone else who is not connected with the research except, if there is a federal, state, or local law that requires disclosure (such as to report child abuse or communicable diseases but not for federal, state, or local civil, criminal, administrative, legislative, or other proceedings, see below); if you have consented to the disclosure, including for your medical treatment; or if it is used for other scientific research, as allowed by federal regulations protecting research participants.

{Use the following language as applicable} The Certificate cannot be used to refuse a request for information from personnel of the United States federal or state government agency sponsoring the project that is needed for auditing or program evaluation by {THE AGENCY} which is funding this project or for information that must be disclosed in order to meet the requirements of the federal Food and Drug Administration (FDA).  You should understand that a Certificate of Confidentiality does not prevent you from voluntarily releasing information about yourself or your involvement in this research.  If you want your research information released to an insurer, medical care provider, or any other person not connected with the research, you must provide consent to allow the Researchers to release it.
{language such as the following should be included if Researcher intends to disclose information covered by a Certificate, such as potential child abuse, or intent to hurt self or others in response to specific federal, state, or local laws.} The Certificate of Confidentiality will not be used to prevent disclosure as required by federal, state, or local law of {list what will be reported, such as child abuse and neglect, or harm to self or others}.

{language such as the following should be included if Researcher intends to disclose information covered by a Certificate, with the consent of research participants.} The Certificate of Confidentiality will not be used to prevent disclosure for any purpose you have consented to in this informed consent document {restate what will be disclosed, such as including research data in the medical record}.

Several non-NIH HHS agencies, including CDC, FDA, HRSA, and SAMHSA, issue Certificates of Confidentiality (CoCs).  If you obtained a Coe from a non-NIH agency, use the suggested template language from the agency.

WHAT IS A REGISTRY AND WHAT IS THE PURPOSE OF THE REGISTRY?

The purpose of the registry is to collect and store information for research purposes.  Please provide the participants a definition of a registry.  Researchers can then use the stored information for future research studies to learn more about 
(list topics).  The registry provides a ready supply of information, so Researchers do not have to look for participants for each new study.
The registry will enroll 

{number} of participants.
The goal of the registry is to ask 
{specify pool of potential participants; e.g., students, patients, clients} if they would like to provide their information.  Having data from many people allows the Researchers to identify trends and discover better ways to diagnose, prevent, and treat many conditions.


WHAT WILL THE REGISTRY/DATABASE COLLECT AND STORE FOR RESEARCH?

Specify if collecting information from participant such as a health questionnaire or other medical history:

The Researcher(s) also would like to interview you {and/or} for you to answer some questions on a form about your health, medical condition, medical history, and/or quality of life.  You can skip any question that you do not want to answer.  If registry protocol involves repeated contacts to update information: The Researcher(s) will contact you no more than once a year to update this information.
Specify if requesting current and future access to any medical, or educational record:

The Researcher(s) also would like to have permission to look at your 
(specify type of records) from time to time.  The Researcher(s) would collect general information related to you such as test results, treatments, and doctor's notes.  The confidentiality section below provides details about how the Researcher(s) will keep your information private.

WILL YOU BE CONTACTED ABOUT OTHER STUDIES?

Do not complete this section if this is a contact list: Neither the registry nor Researchers who access information from the registry will contact you about other research studies.

HOW WILL THE REGISTRY INFORMATION BE SHARED WITH OTHER RESEARCHERS?

Your information may be shared with New Mexico State University (NMSU) Researchers and Researchers outside of NMSU.  Researchers may contact the registry to request permission to use information for their studies.  An oversight committee will review the Researchers’ qualifications and proposed research.  The committee will also determine if any additional review or approval is necessary.

If plan includes sharing de-identified information:

The registry will remove all information that could identify you such as your name, address, medical record number, etc., before sharing with Researchers.  Include if applicable: The registry will use 
(a process, software, barcodes) to match your samples with your medical information without releasing your identity.  The Researchers will sign an agreement promising not to try to use any of the sample or information to identify you.

The registry will not share information that could identify you without your permission.
Large-Scale Data Sharing:

Researchers can do studies that are more powerful when they share with each other data or information they get.  Information from analysis of your data/information may be put into scientific databases available on the Internet, along with information from other research participants.  Your name and other information that could identify you will not be included.  Therefore, no one would know just from looking at the data that the information came from you.

Privacy and Social/Psychological:
There is a risk that someone could get access to the information stored in the registry.  In spite of the security measures and safeguards the Researcher(s) will use, there are no guarantee that your identity will never become known.

Unknown:

There may be risks that at this time are unknown.  As technology advances, there may be new ways of linking information back to you that the Researcher(s) cannot currently foresee.

HOW IS YOUR PRIVACY AND CONFIDENTIALITY PROTECTED?

DOES TAKING PART IN THE REGISTRY COST ANYTHING?

There will be no additional costs or charges to you for taking part in the registry.

ARE THERE OTHER CHOICES IF YOU DO NOT WANT TO PARTICIPATE IN THE REGISTRY?

If the study is a registry, this statement may not be applicable: If you do not want to take part in the registry, there are no other choices except not to take part.  Your decision will not affect your current or future medical care.

WHAT IF YOU CHOOSE NOT TO PARTICIPATE OR CHANGE YOUR MIND AND WANT TO WITHDRAW FROM TAKING PART IN THE REGISTRY?

Taking part in the registry is voluntary.  Choosing not to take part will not affect your care or cause you to lose benefits to which you are entitled.  You may withdraw your permission to continue taking part in the registry at any time.  To do so, you must send a written withdraw request to the registry at 
{insert address}.  The registry will destroy any remaining information that has been stored.  In addition, it may be possible for the registry to destroy the code that links you with your medical information.  However, the information that has already been shared with other Researchers or placed in shared databases cannot be withdrawn.
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FUTURE USE OF YOUR INFORMATION:

One of the following statements is required if any identifiable samples or any identifiable private information is collected:

Your information collected for this study will NOT be used or shared for future research studies, even if the Researcher(s) remove the identifiable information like your name, clinical record number, or date of birth.
OR

Identifiable information such as your name, clinical record number, or date of birth may be removed from the information collected in this study.  After removal, the information may be used for future research or shared with other Researchers without your additional informed consent.

In addition to the main study, you are being asked to allow us to keep and use your information for future research that involves {Indicate if future research is unspecified or for a specific purpose/condition}.

lf you are planning to retain participant's information to contact them regarding potential participation in additional research studies OR future use or sharing information (e.g. registry), complete Appendix: Subject information to be stored for future research.

INFORMED CONSENT SIGNATURE PAGE

You are a participant or are authorized to act on behalf of the participant.  This consent includes the following:
· Key Information Page

· Detailed Consent

· List Appendices included with this consent, if applicable

You will receive a copy of this consent form after it has been signed.

 SHAPE  \* MERGEFORMAT 












Include the following if this is an optional sub-study. Remove questions below if retaining subject's information is required to participate in this study.





FUTURE USE/OPTIONAL SUB-STUDY:





Cl Yes, I choose to participate in the optional registry sub-study.      ____Initials


c  No, I choose not to participate in the optional registry sub-study.  ____Initials














1 ____ participant’s initials

