Permission to Take Part in a Human Research Study	Page 1 of 14
Consent to Participate in Research	Page 7 of 13
Title of Research Study: [insert title of research study here]DELETE THIS BOX AS YOU ARE PREPARING YOUR CONSENT FORM – DO NOT SUBMIT YOUR CONSENT FORM WITH THIS BOX OF INSTRUCTIONS INCLUDED. Instructions and optional language are in the red font – delete everything in red font and replace with applicable language pertinent to your study.   Use this consent template ONLY if your study will access data from the electronic medical record for recruitment, screening, and/or data analysis purposes and you will obtain HIPAA Authorization from the research participant.  If you will not access personal health information from the participant’s medical record for study purposes, use the HRP-582 consent template instead.
See the Supplemental Consent Language Document for additional language that must be included in your consent form if your study:
· Will use focus groups for data collection
· Is a clinical trial that will register and report results on ClinicalTrials.gov
· Has funding from the National Institutes of Health 
· Will apply for a Certificate of Confidentiality to protect identifiable, sensitive information from compelled disclosure (e.g., subpoena)
· Will enroll prisoners as research participants
Do NOT use this consent template IF:
· You will be enrolling children in your study as research participants – use the appropriate parental permission and child assent templates instead
· Your study will involve an experimental drug or device 


Principal Investigator: [insert name of principal investigator]
Student Investigator: [If applicable, insert name of student researcher if this is a project being carried out by a graduate or undergraduate student for purposes of a degree/certificate program]
Supported By: [List all sources of monetary and non-monetary support (e.g., use of rooms and equipment) for this research. If your study does not have funding from any source beyond Northwestern, state your school or department] This research is supported by _____________.
Conflict of Interest Disclosure: 
[Include if there is a conflict of interest to disclose. Otherwise, delete.] The following disclosure is made to give you an opportunity to decide if this relationship will affect your willingness to participate in this research study: [specify the conflict of interest and actions to be taken to reduce the effect.
		

[Include if the researcher is also the participant’s treating physician. Otherwise, delete.] Your doctor, who is also responsible for this research study, [or, If your doctor is also the person responsible for this research study, please note that s/he…] is interested in both your clinical care and the conduct of this research study. You have the right to discuss this study with another person who is not part of the research team before deciding whether to participate in the research.
Collaborating Institutions: [if applicable – otherwise delete]
Key Information about this research study: 
The following is a short summary of this study to help you decide whether to be a part of this study. Information that is more detailed is explained later on in this form. 
· The purpose of this study is _____.
· You will be asked to _________ [include a brief description of the study procedures.  For example: You will be asked to complete a survey and a follow-up interview.  
· We expect that you will be in this research study for ________ [total amount of time, and number of study visits].
· The primary potential risk of participation is _______. 
· The main benefit of being in this study is _______.
[bookmark: OLE_LINK1][bookmark: OLE_LINK2]
If your study will use deception and/or incomplete disclosure as research techniques, you should include language here explaining that the information being provided in the initial consent is incomplete – see the Supplemental Consent Language Document for suggested wording.  
If your study is a clinical trial, you must include information about registration and reporting of trial results on the ClinicalTrials.gov website – see the Supplemental Consent Language Document for the necessary wording.  
Why am I being asked to take part in this research study?
We are asking you to take part in this research study because _____________. [Fill in the circumstances (i.e., student, parent) or condition (i.e. age 18-45) that makes participants eligible for the research.   Include a discussion of any important exclusion criteria, if applicable.  Make sure that the inclusion/exclusion criteria you describe in your protocol document are consistent with what you say in this section about who can and cannot participate in your study.]
How many people will be in this study?
We expect about _____ people will be in this research study.  If this study will take place at multiple institutions, use this sentence instead: We expect about _____ people will be enrolled in this research study through Northwestern, out of about _____ people in the study across all institutions that are carrying out this study.  
What should I know about participating in a research study?
Someone will explain the research study to you. [Remove if not applicable.]
Whether or not you take part is up to you.
You can choose not to take part.
You can agree to take part and later change your mind.
Your decision will not be held against you.
You can ask all the questions you want before you decide.
You do not have to answer any question you do not want to answer. [Include this bullet point for research that involves surveys, interviews, and/or focus groups]

What happens if I say, “Yes, I want to be in this research”?

Tell the participant what to expect using lay language and simple terms.  
A description of the research activities and procedures, preferably in chronological order, and how often those activities and procedures will occur. If practical, include a chart or table to accompany descriptions of procedures and tests for research that requires more than 1 or 2 steps/visits
1. The length and duration of study visits, activities, and procedures
1. With whom the participant will interact
1. When and where the research will be done
1. What is being performed as part of standard or customary practice [i.e., if the study takes place in the classroom describe what is the customary educational activity and what is part of the research. If the study involves any type of clinical care, (e.g. mental health care) describe what is standard care and what is part of the research]
1. When applicable, describe if audio or video recording or photography will take place as research activities.  Explain whether audio-recording/video-recording/photography are required for participation or if those procedures are optional.
· [If participants are randomized to comparison groups include the following:] The group of study participants you will be assigned to will be chosen by chance, like flipping a coin. Neither you nor the study team will choose which study group you are assigned to. You will have an __________________ [equal/one in three/etc.] chance of being assigned to any given group. 

Will being in this study help me in any way?
We cannot promise any benefits to you or others from your taking part in this research. However, possible benefits include __________________. [describe the potential benefits of participation. First, describe any potential direct benefits to the participant, then any potential benefits to others.  Financial compensation for participation cannot be described as a benefit – describe any financial compensation and reimbursements below in the section titled “Will I be paid or given anything for taking part in this study?”]
Is there any way being in this study could be bad for me?
List and describe reasonably foreseeable risks. If known, describe the probability and magnitude of the risk.  Possible risks include:
· Physical risks
· Psychological risks
· Privacy risks (If your study will collect data from individuals in the European Economic Area, your consent and data security procedures will need to comply with the EU’s General Data Protection Regulation (GDPR). (see GDPR Guidance and Worksheet HRP-335 for additional information.)
· Legal risks
· Social risks
· Economic risks
· Group or community harms
[Include this paragraph in the consent for ALL studies that will collect data that are potentially identifiable:] A possible risk for any research is that confidentiality could be compromised – that is, that people outside the study might get hold of confidential study information.  We will do everything we can to minimize this risk, as described in more detail later in this form.
What happens if I do not want to be in this research, or I change my mind later?
Participation in research is voluntary. You can decide to participate or not to participate.  If you do not want to be in this study or withdraw from the study at any point, your decision will not affect your relationship [including grades, class standing, and/or healthcare services] with Northwestern University/Northwestern Memorial Healthcare [mention here any other Northwestern affiliates if they are involved in your research study].

[Include if there are alternatives other than participating.] Instead of being in this research study, your choices may include: [List alternative options and/or procedures and describe the options that would normally be offered to a patient or participant.] 

If the research study will recruit participants from student subject pools: Describe the alternatives to participating in the research study (e.g., to write a paper or participate in another research study to receive course credit).  This must reflect alternatives that are approved by the NU IRB as part of the IRB protocol for the relevant student subject pool.
You can leave the research at any time and it will not be held against you.

Explain what will happen to partially collected data if the participant withdraws:
If you decide to withdraw from this study, the researchers will ask you if information already collected from you can be used.
OR 
If you decide to withdraw from this study, any data already collected from you will be destroyed.
How will the researchers protect my information?
Describe procedures that will be used to keep participant information secure and confidential.  For example, use of encryption, storing identifiable information separately from the rest of the research data, keeping only de-identified transcripts of interviews/focus groups, etc.  For information on good research data security practices, see NU IT’s website at: https://www.it.northwestern.edu/departments/it-services-support/research/data-storage/. 
If your study has NIH funding or plans to apply for a Certificate of Confidentiality, you must include language about the protections and limitations of the Certificate of Confidentiality here – see the Supplemental Consent Language Document for the language to use about the Certificate of Confidentiality.
If your study will use focus groups for data collection, see additional language in the Supplemental Consent Language Document to be added here about limitations on participant privacy/data confidentiality in the focus group setting.
Who will have access to the information collected during this research study?
Efforts will be made to limit the use and disclosure of your personal information, including research study records, to people who have a need to review this information. We cannot promise complete secrecy. 
There are reasons why information about you may be used or seen by other people beyond the research team during or after this study.   Examples include:
· University officials, government officials, study funders, auditors, and the Institutional Review Board may need access to the study information to make sure the study is done in a safe and appropriate manner.  
· Collaborating researchers at other institutions who are involved with this study. [include this bullet point ONLY if applicable to your study]
· The research team may give information to appropriate authorities for reasons of health and safety – for example, if you indicate that you plan to harm yourself or others, or for public health reasons. [include this bullet point ONLY if applicable to your study]
[Include one of the following statements in studies in which researchers are probing for or likely to elicit information about child abuse or neglect.  All Northwestern University employees (including faculty, staff, and student employees) are required by Illinois law and by NU policy to report suspected cases of child abuse and/or neglect. Students, volunteers, and third-party contractors are also required by NU policy to report suspected cases of child abuse and/or neglect. See https://www.northwestern.edu/hr/careers/new-employees/reporting-suspected-child-abuse.html] 
If we learn about current or ongoing child abuse or neglect, we may be required or permitted by law or policy to report this information to authorities.
OR
We will not ask you about child abuse, but if you tell us about child abuse or neglect, we may be required or permitted by law or policy to report to authorities.
If your study may lead to disclosure of information covered by Federal laws relating to sexual harassment and sexual violence, include language in the consent regarding Title IX reporting responsibilities – see the Supplemental Consent Language Document for appropriate consent language regarding Title IX reporting responsibilities.

[When applicable, explain whether assessment, educational or clinically relevant research results, including individual research results, will be disclosed to participants, and if so, under what conditions.] Most tests done in research studies are only for research and have no clear meaning for [developmental, educational or health care.] If the research results have meaning for your health, the researchers will/will not contact you to let you know what they have found.  

[If data or specimens will be retained after the study for future research, explain where the data or specimens will be stored, who will have access to the data or specimens, and how long the date or specimens will be retained.]

[If your study involves genetic information, see the Supplemental Consent Language Document for Genetic Information Nondiscrimination Act (GINA), for additional required language.]


How might the information collected in this study be shared in the future?
We will keep the information we collect about you during this research study for study recordkeeping [and for potential use in future research projects].  If the study data contain information that directly identifies participants: Your name and other information that can directly identify you will be stored securely and separately from the rest of the research information we collect from you. 
For longitudinal research studies, include: The researchers [plan to/may] contact you again as part of this research study.
De-identified data from this study may be shared with the research community, with journals in which study results are published, and with databases and data repositories used for research. [If you will collect participant identifiers, include this sentence:] We will remove or code any personal information that could directly identify you before the study data are shared. 
Despite these measures, we cannot guarantee anonymity of your personal data.
If you plan to maintain or share identifiable data for unspecified future research, a separate IRB application should be submitted with a protocol, consent and supporting documents (e.g., research registry).  If the Principal Investigator (PI) of this study would like to provide an option for a participant to be contacted for a future study conducted by this PI, this option can be provided at the end and you should include this paragraph: The PI would like to retain your contact information to contact you for future research participation.  This information will not be shared with other researchers, but will only be retained for potential interest in research with this PI.  We will ask for your consent to do so at the end of this form.  You can be in this current research study without agreeing to future research use of your identifiable information.
[Delete if there are no plans to share identifiable data]The results of this study could be shared in articles and presentations, but will not include any information that identifies you unless you give permission for use of information that identifies you in articles and presentations. 

Will I be paid or given anything for taking part in this study?
You will receive [type (e.g., cash, gift card, check) and total amount of compensation] for your participation in this study.  Explain the following if any are relevant to your study:
· If payments will be prorated for any reason (including if a participant withdraws before completing all study procedures).  
· If there will be any type of bonus payment, or any payment amount is contingent on decisions/performance of the participant or a group of participants.  
· If you will use a raffle/lottery, explain the amount and total number of payments to be awarded; odds of winning (if known); approximate timing of the drawing; and how participants who are awarded will be notified.  
· If participants will receive reimbursement for transportation, parking, or other expenses they incur due to participating in this study.   
· If the study includes a student subject pool, specify how much course credit study participants will receive.   
If there could be costs to participants for participating in the study (e.g., parking and transportation costs), describe those here.
If there will be no payment/reimbursement for study participation, state: There is no payment or reimbursement for participating in this study.

HIPAA Authorization -- Permission to Use Personal Health Information For Research
[Include if HIPAA Authorization is required. Otherwise, delete this section.]


[If included, do not alter any of the following text, except as indicated.] We are committed to respect your privacy and to keep your personal information confidential.  When choosing to take part in this study, you are giving us the permission to use your personal health information that includes health information in your medical records and information that can identify you. For example, personal health information may include your name, address, phone number or social security number. Your health information we may collect and use for this research includes: [Modify the list below to specify all elements of health information that may be accessed, used or disclosed for research purposes. Add to the list below any additional elements, as applicable. Delete from the list any elements that do not apply.]
· Results of physical examinations
· Medical history [Does not include information from mental health notes. If collecting mental health or developmental disability services information, specify in the bullet below.]
· Lab tests, or certain health information indicating or relating to a particular condition as well diaries and questionnaires
· Records about study medication or drugs
· Records about study devices
· Billing information
· HIV testing results
· Substance Use Disorder information: [Specify.]
· Developmental Disability information: [Specify.}
· Mental Health information: [Specify.]
· Genetic Testing information: [Specify.]
· Genetic Counseling information
· Artificial Insemination
· Sexual Assualt/Abuse
· Domestic Abuse of an Adult with a Disability
· Child Abuse and Neglect
· Sexually Transmitted Illnesses (Minors)
· Pregnancy (Minors)
· Birth Control (Minors)

OR

· All Information in a medical record [If “all information in a medical record” is included, the sensitive information provisions (e.g., calendar date expiration, right to inspect and copy, witness signature, and Part 2 re-disclosure provision) must be included.]

[If the research includes mental health information, developmental disabilities services, genetic counseling information or if “all information in a medical record” is included, add the following statement for right to inspect and copy. Otherwise, delete.] 
You have the right to inspect and copy the mental health and developmental disabilities records that will be collected as part of this study.

Include if one or more Northwestern Memorial HealthCare (NMHC) locations is a study site. Otherwise, delete.] During this study, you may be coming to a Northwestern Memorial HealthCare/Northwestern Medicine entity for research appointments or to get clinical services, such as lab tests, needed for the study.  When that happens, you will be scheduled for these services through the NMHC computer system.  When a clinical exam or lab is done by NMHC or one of its employees for the purpose of this research study, that information will be kept in both NMHC’s clinical records and in the study records.

[bookmark: _Hlk60842700]The following clinical providers may give the researchers information about you:  all current and previous health care providers, including but not limited to the Shirley Ryan AbilityLab (SRALAB) and Northwestern Memorial HealthCare/Northwestern Medicine entities and its current and future affiliates.

[bookmark: _Hlk60842716]Once we have the health information listed above, we may share some of this information with the following offices or entities outside of Northwestern University and its clinical partners (or affiliates):  the Northwestern University Institutional Review Board Office and Office for Research Integrity; the US Office of Research Integrity; the US Office for Human Research Protections; the US Food and Drug Administration.  

[bookmark: _Hlk60842732]Any research information shared with outside entities will not contain your name, address, telephone or social security number or any other personal identifier unless disclosure of the identifier is necessary for review by such parties or is required by law or University policy [except that such information may be viewed by the Study sponsor and its partners or contractors at the Principal Investigator’s office].

The following entities may receive your health information: 

[Delete any of the following paragraphs that do not apply.]
· Authorized members of the Northwestern University (if appropriate add “and the Shirley Ryan AbilityLab”) workforce, who may need to see your information, such as administrative staff members from the Office for Research, Office for Research Integrity and members of the Institutional Review Board.
· Clinical affiliates, including but not limited to the Shirley Ryan AbilityLab (SRALAB), Northwestern Memorial HealthCare, and the Ann & Robert H. Lurie Children’s Hospital of Chicago (Lurie Children’s).  Your participation in this clinical trial may be tracked in an electronic database and may be seen by investigators running other trials that you are enrolled in and by your healthcare providers. [Required for all research studies that must register participants in NITRO Study Tracker. Otherwise, delete.]
· Clinical affiliates, including but not limited to Northwestern Memorial HealthCare, for purposes including, but not limited to, the affiliate’s provision of care to you and/or the affiliate’s scheduling of appointments and/or billing activities.
· Other University research centers and University contractors who are also working on the study,
· Study monitors and auditors who make sure that the study is being done properly, 
· [Insert name of company sponsoring the study.] __, who is sponsoring the study, and that company’s contractors and partners.
· Government agencies and public health authorities, such as the Food and Drug Administration (FDA) and the Department of Health and Human Services (DHHS).
· Registries or other research-related databases: [State the name and purpose of all registries, other than those maintained by government agencies or public health authorities, to which identifiable information will be directly disclosed by the researcher or research staff associated with this research study.] The following registries: ________________.
· [Include if participants undergo HIV testing. Otherwise, delete.] The study doctor must report positive HIV tests to the Illinois Department of Public Health (IDPH)).  The IDPH keeps track of all persons in the state with positive HIV tests.  Information provided to IDPH include name, social security number, current address, telephone number, age, date of birth, age at diagnosis, race, ethnicity, sex, current gender, country of birth, residence at diagnosis and facility where diagnosis of HIV or AIDS was established.
· Others: [Specify by name or category any other individuals or organizations who may access, receive, or use the personal health information in connection with this research study.] The following individuals or organizations may also access, receive, or use your personal health information: ________________.

Those persons who get your health information may not be required by Federal privacy laws (such as the Privacy Rule) to protect it. Some of those persons may be able to share your information with others without your separate permission.

[If the research includes substance use disorder information, or if “all information in a medical record” is included, add the following statement for the Part 2 re-disclosure provision. Otherwise, delete.] 
Also, Federal law/42 CFR Part 2 prohibits unauthorized disclosure of these records. 

The results of this study may also be used for teaching, publications, or for presentation at scientific meetings.  

[Choose the appropriate expiration statement for your study, either #1 or #2]

[#1 - If the research includes mental health information, developmental disabilities services, or if “all information in a medical record” is included, add the following calendar date expiration statement. Otherwise, delete.] 

This consent expires on _______. [This must be a specific calendar date (MM/DD/YYYY).]  After this date, Northwestern University may not gather new information about you, use or disclose your personal health information collected in this study for any purpose other than the research study described in this consent unless Northwestern University obtains permission to do so from you.  Illinois State Law permits use and disclosure of your mental health information only to the extent specified in this document.

                                                                     Or

[#2 - If your study does not include mental health information, developmental disabilities services, or “all information in the medical record,” then include an expiration date or expiration event that relates to the individual or to the purpose of the use or disclosure of Personal Health Information. Note that “end of the research study” or “no expiration” may be acceptable for research use or disclosure. Otherwise, delete the below statement. 
Unless you revoke your consent, it will expire _______.



Although you may revoke consent to participation in this research at any time and in any format, you must revoke authorization for use or disclosure of your health information in writing. [ Include the following if mental health information is collected:The written revocation should include your signature and the signature of the person who witnessed you signing the revocation, otherwise delete] 

To revoke your authorization, write to:
[Insert all of this information.]
PI’s Name: 
Institution: 
Department: 
Address:

[Describe the exceptions to the right to revoke authorization.]
[bookmark: _Hlk60843483]You do not have to authorize the use or disclosure of your health information; however, you will not be allowed to take part in this research study. If you do not authorize the use or disclosure of your health information, it will not affect your treatment by health care providers, or the payment or enrollment in any health plans, or affect your eligibility for benefits.

[Required for studies conducted at NMH, NMG and NLFH. Delete if not applicable.] A copy of this signed consent document, information about this study, and the results of any test or procedure done may be included in your medical records and may be seen by your insurance company.

[Note: if your study is affected by GDPR you need to add a page break here and input the elements from the GDPR Compliant Consent Template (HRP-590) or you need to create a secondary document that follows the GDPR Compliant Consent Template and attach it to this consent document. 
Who can I talk to?
If you have questions, concerns, or complaints, you can contact the Principal Investigator [Name and contact phone or email] and [another investigator such as a student if appropriate.].  [For international studies, include the U.S. country calling code for the study team’s contact phone numbers, and contact information for the local collaborator (if any).]
This research has been reviewed and approved by an Institutional Review Board (“IRB”) – an IRB is a committee that protects the rights of people who participate in research studies. You may contact the IRB by phone at (312) 503-1376 or by email at irbcompliance@northwestern.edu if:
· Your questions, concerns, or complaints are not being answered by the research team.
· You cannot reach the research team.
· You want to talk to someone besides the research team.
· You have questions about your rights as a research participant.
· You want to get information or provide input about this research.
Optional Elements:
[Include for any optional elements of the research. Otherwise delete.] The following research activities are optional, meaning that you do not have to agree to them in order to participate in the research study. Please indicate your willingness to participate in these optional activities by placing your initials next to each activity.

Example Optional Elements 
	I agree
	I disagree
	

	
	
	

	_______
	_______
	The researcher may use [specify type of recording: audio, video, and/or photographs] of me in scholarly presentations or publications when showing my face or hearing my voice might serve to help others understand the research.  I may be identifiable as part of this activity.

	_______
	_______
	The researcher may keep my contact information in order to contact me in the future to see whether I am interested in participating in other research studies by the Principal Investigator.

	
	
	


NOTE: Below you will find signature blocks for consent and HIPAA Authorization. The first signature block is to be used when the participant will sign the consent and HIPAA Authorization form – there are also signature blocks below for other consent/Authorization scenarios.  Choose the signature block(s) that apply to your study and delete all the other signature blocks.  If you will have variations of your study in which you will obtain consent using different methods you need to submit a consent form that is appropriate for each method that you will be using to document consent. 
A witness signature is required for studies accessing mental health information from the participant’s medical record or if “all information in a medical record” is listed in the consent form as the data being accessed.

When obtaining the participant’s signature: 
Signature for Adult 18 or Older Capable of Providing Consent
Your signature documents your permission to take part in this research and for disclosure and use of personal health information from your medical record for purposes of this study.

______________________________________________________      __________________
Signature of participant                                                                                  Date

______________________________________________________
Printed name of participant


______________________________________________________      ____________________
Signature of person obtaining consent                                                        Date

______________________________________________________
Printed name of person obtaining consent




***********************************************************************************

Electronic Consent (similar to written signed consent but obtained remotely on an electronic platform)
To obtain appropriate signed consent, a verified electronic-signature must be obtained.  Include fields for the participant to type the participant’s name and the date in the electronic consent.


Signature for Witness for Use of Mental Health Information
A witness signature is required for studies accessing mental health or developmental disability services information from the participant’s medical record or if “all information in a medical record” is listed in the consent form as the data being accessed. Otherwise delete.

The consent form shall be signed by the person entitled to give consent and the signature shall be witnessed by a person who can attest to the identity of the person so entitled (note that the ‘witness’ signature on the NU consent template may or may not be the same as the study team member who signs to ‘obtain’ consent, depending on pre-existing relationship and/or established processes in place that can confirm identity).

I attest that the identity of the individual giving consent has been verified.
	
_________________________________________________      	_________________
Signature of Witness to Consent Process      			             Date

_________________________________________________   
Printed Name of Person Witnessing Consent Process

Signature for Witness of Consent Process

Add the following if a witness will observe the consent process, e.g., participant is illiterate, participant is visually impaired, or the participant is physically unable to sign. Otherwise delete.

My signature below documents that the information in the consent document and assent process and any other written and verbal information was accurately explained to, and apparently understood by, the participant, and that consent was freely given by the participant.
		
_________________________________________________      	_________________
Signature of Witness to Consent Process      		                           Date

_________________________________________________   
Printed Name of Person Witnessing Consent Process



Signature for Adults with Impaired Decision-making Capacity

For adults unable to give consent (e.g., individuals with impaired decision-making capacity, illiterate English speaking adult, or an emergency situation), it might not be possible to obtain truly informed consent directly from the individual. In these cases, the IRB may determine that consent can be obtained via the potential participant’s legally authorized representative.  You should still obtain assent from the study participant to the extent possible.  For more information on use of legally authorized representatives, see Northwestern University SOP on Legally Authorized Representatives, Children, and Guardians (HRP-013)
You must explain in your study protocol document any plans to enroll individuals who do not have capacity to consent, and must use the following signature block when a legally authorized representative will provide consent for the individual’s study participation:

Your signature documents your permission for the named participant to take part in this research.

_____________________________________________
Printed Name of Participant

_____________________________________________	___________________
Signature of Legally Authorized Representative		Date

_____________________________________________	___________________
Printed Name of Legally Authorized Representative		Date


_____________________________________________	___________________
Signature of Person Obtaining Consent			Date

_____________________________________________	___________________
Printed Name of Person Obtaining Consent			Date
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