STU#: 
INSTRUCTIONS:
· Depending on the nature of what you are doing, some sections may not be applicable to your research. If a section is not applicable, delete. You may delete subsections that are not applicable.
· Add the STU# from eIRB+ to the header of this document.
· Add the Version Date to the footer of this document.
· When you save and upload this document, add the protocol version date to the title.
· Keep an electronic copy of this document for your files. You will need to modify this copy when making changes.
· As you are creating this protocol, remove all instructions in italics and/or parentheses so that they are not contained in the final version of your protocol.

PROTOCOL TITLE:  (Include the full protocol title.)


PRINCIPAL INVESTIGATOR:
Name
P.I. Department sponsoring/supporting the study
Telephone Number
Email Address


VERSION DATE:
(Include the version date here and in the footer.)

 
[bookmark: _Toc500242042]STUDY SUMMARY:

	Investigational Agent(s) 
(Drugs or Devices)
	

	IND / IDE / HDE # 
	

	Indicate
Special Population(s)
	☐ Children 
☐ Children who are wards of the state 
☐ Adults Unable to Consent  
☐ Adults with Impaired Decision-making Capacity 
☐ Neonates of Uncertain Viability 
☐ Pregnant Persons 
☐ Prisoners (or other detained/paroled individuals) 
☐ Students or Employees 

	Sample Size
	

	Funding Source
	

	Indicate the type of consent and HIPAA to be obtained
	☐ Written 
☐ Verbal/Waiver of Documentation of Informed Consent
☐ Waiver or alteration of HIPAA Authorization 
☐ Waiver or Alteration of Consent Process  
☐ Limited Data Set with a Data Use Agreement

	Site
	☐ Lead Site (For A Multiple Site Research Study)
☐ Data Coordinating Center (DCC)

	Research Related Radiation Exposure
	☐ Yes 
☐ No 

	DSMB / DMC / IDMC
	☐ Yes 
☐ No



FEDERAL FUNDING: 
(Complete the following matrix if this study will be supported by federal funds. Add additional matrices for each unique funding source. Remove this section if the study will not be supported by federal funds. Reminder: This information must match the information you provide on the funding page of the eIRB+ application.) 
 
	Funding Agency: 
	 

	Sponsored Research ID#: 
	 

	Does the grant indicate that covered activities will include Human Research? 
(Yes / No / Unknown) 
	

	 
	Institution Name: 
	Human Research Assessment ***
(e.g., Non-Exempt Human Research, Exempt Human Research, Not Human Research, etc.)

	Prime Award Recipient* 
	 
	 

	Sub-Award Recipients** 
	 
	 

	 
	 
	 

	 
	 
	 


* The prime award recipient is always engaged in Human Research and must have IRB oversight when one or more sub-award recipients conduct non-exempt Human Research. 
Many federal agencies require that when more than one domestic site engages in non-exempt Human Research, all sites must rely on the review of one “Single IRB.” If this applies to your study, you must obtain a Single IRB Letter of Support and IRB Fee Quote from the Northwestern University IRB Office before the Northwestern University IRB will review your study. Submit a Single IRB Consultation Request to initiate this process. 

**Include the activities of all non-Northwestern affiliated sites in the multi-site/collaborative research section of the protocol below.

***The federal funding application should include plans for whether award recipients will engage in Human Research. Based on the funding application, provide an assessment of the activities at each site and update the table if the planned activities change or if another IRB reviews the activities and makes a different determination.

[bookmark: _Toc500242045]OBJECTIVES:
(Describe the purpose, specific aims, or objectives. State the hypotheses to be tested.)




BACKGROUND:
(Describe the relevant prior experience and gaps in current knowledge.)

(Describe any relevant preliminary data.)

(Provide the scientific or scholarly background for, rationale for, and significance of the research based on the existing literature and how it will add to existing knowledge.)


STUDY ENDPOINTS:
(Describe the primary and secondary study endpoints.)
(Describe any primary or secondary safety endpoints.)
[bookmark: _Toc500242046]

STUDY INTERVENTION(S) / INVESTIGATIONAL AGENT(S):
(Describe the study intervention and/or investigational agent (e.g., drug, device) that is being evaluated.)

(Drug/Device Handling: If the research involves drugs or devices, describe your plans to store, handle, and administer those drugs or devices so that they will be used only on participants and be used only by authorized investigators.)
· All research protocols involving investigational drugs at NMH must utilize the IDS Pharmacy for the storage, dispensing, and control of the investigational drug, whether for inpatient or outpatient use. For more information about the IDS Pharmacy, visit their dedicated website (must be logged in to NMI to access) or email them at nminvestigationaldrugservice@nm.org  
· If the control of the drugs or devices used in this protocol will be accomplished by following an established, approved organizational SOP (e.g., Research Pharmacy SOP for the Control of Investigational Drugs, etc.), please reference that SOP in this section.

(If the drug has an IND or the device has an IDE or a claim of abbreviated IDE (non-significant risk device), include the following information:
· Identify the holder of the IND/IDE/Abbreviated IDE.
· Explain procedures followed to comply with sponsor requirements for FDA-regulated research.

(Is this a Non-Significant Risk (Abbreviated IDE) Device?)
· If yes, provide the rationale for your determination.
· Identify where research procedures will be performed. 


[bookmark: _Toc500242047]PROCEDURES INVOLVED:
(Describe and explain the study design.)

(Provide a description of all research procedures being performed and when they are performed, including procedures being performed to monitor participants for safety or minimize risks.)




(Describe:
· Procedures performed to lessen the probability or magnitude of risks.
· Delineate which procedures are considered standard of care and which are considered research-related. (For example, if the frequency of CT scans is within standard of care, this should be indicated) 
· All drugs and devices used in the research and the purpose of their use, and their regulatory approval status.
· The source records, including medical or educational records that will be used to collect data about participants. (Attach all surveys, scripts, and data collection forms.)

(What data will be collected during the study and how will that data be obtained?
· If there are plans for long-term follow-up (once all research related procedures are complete), what data will be collected during this period.)

(For Humanitarian Use Device (HUD):  provide a description of the device, a summary of how you propose to use the device, including a description of any screening procedures, the HUD procedure, and any patient follow-up visits, tests or procedures.)

(If your study uses research-related radiation, attach a Radiation Dosimetry Form in the Supporting Documents section of the application in eIRB+ and explain how much and how often radiation will be used.)

(Audio/Video Recording/Photography:  If applicable, describe:
· the type of recording/photography being utilized
· why the type of recording is necessary to the research
· how the recordings/photograph(s) will be utilized in the research (e.g., data analysis only)
· how and where the recordings/photograph(s) are stored, who has access to them, and if/when they will be destroyed.)

(Artificial intelligence, Machine Learning, Deep Learning algorithms, Generative AI) 
If applicable, describe and provide the relevant details:

[bookmark: _Toc500242048]DATA AND SPECIMEN BANKING
(If data or specimens will be banked for future use, describe
· where the specimens will be stored, 
· how long they will be stored, 
· how the specimens will be accessed, 
· who will have access to the specimens, and
· the data to be stored or associated with each specimen.)

(Describe the procedures to release data or specimens, including: the process to request a release, approvals required for release, who can obtain data or specimens, and the data to be provided with specimens.)

(If collecting and sharing genetic data, review the checklist and include the information addressed in the questions.)


[bookmark: _Toc500242049]

SHARING RESULTS WITH PARTICIPANTS
(Describe how study results or individual participant results [such as results of investigational diagnostic tests, genetic tests, or incidental findings] will be shared with participants (e.g., emailing notice of published manuscripts, newsletter, online or in-person presentation) or anyone else (e.g., the participant’s primary care physician). If study results will not be shared with participants, please provide justification.

(Describe how the results will be shared.)
[bookmark: _Toc500242050]

STUDY TIMELINES
(Describe:
· the duration of an individual’s participation in the study,
· approximately how long it will take to enroll all study participants, and
· the estimated date for the investigators to complete this study’s primary analyses.)


[bookmark: _Toc500242051]INCLUSION AND EXCLUSION CRITERIA
(Describe:
· how individuals will be screened for eligibility,
· the criteria that define who will be included or excluded in your final study sample,
· specify if you will include or exclude each of the following special populations (members of the populations below may not be included in your research unless you indicate this in your inclusion criteria):
· Adults unable to consent
· Individuals who are not yet adults (infants, children, teenagers)
· Pregnant persons
· [bookmark: _Toc500242052]Prisoners
· Vulnerable Populations
· If this study excludes certain populations, explain the rationale for the exclusion in detail. 


VULNERABLE POPULATIONS
(If the research involves any individuals who are vulnerable to coercion or undue influence including individuals beyond the ones listed below, describe additional safeguards included to protect their rights and welfare. Refer to the checklists below for specifics.) 
“CHECKLIST: Pregnant Women (HRP-412)” 
“CHECKLIST: Neonates (HRP-413)” 
“CHECKLIST: Neonates of Uncertain Viability (HRP-414)” 
“CHECKLIST: Prisoners (HRP-415)” 
“CHECKLIST: Children (HRP-416)” 
“CHECKLIST: Adults with Impaired Decision-making Capacity (HRP-417)”

[bookmark: _Toc500242053]PARTICIPANT POPULATION(S) – (BREAK OUT THE NUMBER BY GROUPS OF PARTICIPANTS, FOR EXAMPLE, THE NUMBER OF EACH PATIENT AND CONTROL PARTICIPANTS)
	Accrual Number:
	Category/Group:
(Adults and Children, Special/Vulnerable Populations, controls and participant groups)
	Consented:
Maximum Number to be Consented or Reviewed/Collected/Screened
	Enrolled:
Number to Complete the Study or Needed to Address the Research Question

	Local
	
	
	

	
	
	
	

	Study-wide
	
	
	

	
	
	
	

	Total:
	
	
	




[bookmark: _Toc500242054]RECRUITMENT METHODS
(Describe when, where, and how potential participants will be recruited). Your recruitment plan should incorporate methods that specifically address, and detail how potential participants from particular racial and ethnic groups/under-represented populations (with respect to the study) will be recruited. This is to ensure that the recruitment plan is inclusive and representative of the eligible population within the location at which the research is being conducted, and considers the impact of the research on all such populations).

(Describe the source of participants.)

(Describe the methods that will be used to identify potential participants.)

(Describe materials that will be used to recruit participants. (Attach copies of these documents with the eIRB+ application. For advertisements, attach the final copy of printed advertisements.) 

(When advertisements are taped for broadcast, attach the final audio/video file. You may submit the wording of the advertisement prior to taping to preclude re-taping because of inappropriate wording, provided the IRB reviews the final audio/video file.)


[bookmark: _Toc492992334][bookmark: _Toc492992602][bookmark: _Toc493022872][bookmark: _Toc492992335][bookmark: _Toc492992603][bookmark: _Toc493022873][bookmark: _Toc492992336][bookmark: _Toc492992604][bookmark: _Toc493022874][bookmark: _Toc500242055]COMPENSATION FOR PARTICIPATION IN RESEARCH ACTIVITIES
(Describe the amount, timing, and method of any payments to participants. (e.g., gift card, ClinCard, check.)

(If payment is by check, you must request the name, address and Social Security Number in order to issue a check for participation. Study payments are considered taxable income and are reportable to the IRS.)

(If payment is through the Shirley Ryan AbilityLab ClinCard, explain how much will be placed on the card at each visit.)

(If USDOD, then please be aware that compensation will need to check with their supervisor before they can accept any payment for participation in research.)

(If the investigator believes that the biologic specimens obtained could be part of or lead to the development of a commercial product, indicate if the participant will have any right to compensation or ownership interest related to such development.)

[bookmark: _Toc500242056](Describe when and how participants will be informed of the results of the research.)



WITHDRAWAL OF PARTICIPANTS
(Describe:
· any anticipated circumstances under which participants will be withdrawn from the research without their consent,
· any procedures for orderly termination,
· procedures that will be followed when participants withdraw from the research, including partial withdrawal from procedures with continued data collection.)


[bookmark: _Toc500242057]RISKS TO PARTICIPANTS
(List the reasonably foreseeable risks, discomforts, hazards, or inconveniences to the participant related to participation in the research. Include, for the IRB’s consideration, a description of the probability, magnitude, duration, and reversibility of the risks.) 

(Consider physical, psychological, social, legal, and economic risks.)

(If applicable, indicate:
· which procedures may pose risks to the participants that are currently unforeseeable.
· which procedures may pose risks to an embryo or fetus should the participant be or become pregnant.
· risks to others who are not participants.)

[bookmark: _Toc500242058]POTENTIAL BENEFITS TO PARTICIPANTS
(Describe the potential benefits that individual participants may experience from taking part in the research. Include, for the IRB’s consideration, the probability, magnitude, and duration of the potential benefits.)

(Indicate if there is no direct benefit. Do not include benefits to society or others.)
[bookmark: _Toc500242059]
DATA MANAGEMENT AND CONFIDENTIALITY
(Describe the data analysis plan, including any statistical procedures, power analysis, and a justification for your target enrollment number.) 

(Describe the steps that will be taken to secure the data (e.g., training, authorization of access, password protection, encryption, physical controls, certificates of confidentiality, and separation of identifiers and data) during storage, use, and transmission.)

(If applicable: refer to the HRP-335 GDPR Data Protection Worksheet for additional requirements if you are collecting data from participants in the European Economic Area). 

(Describe any procedures that will be used for quality control of collected data.)

(Describe how data or specimens will be handled study-wide:
· What information will be included in that data or associated with the specimens?
· Where and how data or specimens will be stored?
· How long the data or specimens will be stored?
· Who will have access to the data or specimens?
· Who is responsible for receipt or transmission of the data or specimens?
· How data or specimens will be transported?)

(NOTE: For Feinberg School of Medicine related research, refer to their Data Storage Policy that defines approved data storage platforms based on the sensitivity of the data, the ability to execute reliable data backup and recovery procedures, and manageability and configurability of data access control.)


[bookmark: _Toc500242060]PROVISIONS TO MONITOR THE DATA TO ENSURE THE SAFETY OF PARTICIPANTS
(This section is required when research involves more than Minimal Risk to participants.)

(Describe:
· The plan to periodically evaluate the data collected regarding both harms and benefits to determine whether participants remain safe. The plan might include establishing a data monitoring committee (DSMB/DMC/IDMC) and a plan for reporting data monitoring committee findings to the IRB and the sponsor.
· The frequency of DSMB Meeting.
· What data are reviewed, including safety data, untoward events, and efficacy data.
· How the safety information will be collected (e.g., with case report forms, at study visits, by telephone calls with participants).
· The frequency of data collection, including when safety data collection starts.
· Who will review the data.
· The frequency or periodicity of review of cumulative data.
· The statistical tests for analyzing the safety data to determine whether harm is occurring.
· Any conditions that trigger an immediate suspension of the research.)
[bookmark: _Toc500242061]
PROVISIONS TO PROTECT THE PRIVACY INTERESTS OF PARTICIPANTS
(Describe the steps that will be taken to protect participants’ privacy interests. “Privacy interest” refers to a person’s desire to place limits on whom they interact or whom they provide personal information.)

(Describe what steps you will take to make the participants feel at ease with the research situation in terms of the questions being asked and the procedures being performed. “At ease” does not refer to physical discomfort, but the sense of intrusiveness a participant might experience in response to questions, examinations, and procedures.)

(Indicate how the research team is permitted to access any sources of information about the participants.)
[bookmark: _Toc500242062]
COMPENSATION FOR RESEARCH-RELATED INJURY
(If the research involves more than Minimal Risk to participants, describe the available compensation in the event of research-related injury.)

(Provide a copy of contract language, if any, relevant to compensation for research-related injury.)
[bookmark: _Toc500242063]
ECONOMIC BURDEN TO PARTICIPANTS
Describe any costs that participants may be responsible for because of participation in the research.
[bookmark: _Toc500242064]
CONSENT PROCESS
(Indicate if you will be obtaining consent; and if so, describe:
· Where the consent process takes place.
· Any waiting period available between informing the prospective participant and obtaining the consent.
· Any process to ensure ongoing consent.
· The role of the individuals listed in the application as being involved in the consent process.
· The language used by those obtaining consent and the language understood by the prospective participant or the legally authorized representative. 
· The time that will be devoted to the consent discussion.
· Steps that will be taken to minimize the possibility of coercion or undue influence.
· Steps that will be taken to ensure the participants’ understanding.)
· If applicable: If you will obtain consent from individuals in the European Economic Area refer to the GDPR Guidance for participant rights and the two-step consent process including the use of the GDPR Compliance Consent Document template (HRP-590).

NON-ENGLISH SPEAKING PARTICIPANTS
(Indicate what language(s) other than English are understood by prospective participants or representatives.)

(If participants who do not speak English will be enrolled, describe the process to ensure that the oral and written information provided to those participants will be in that language. Indicate the language that will be used by those obtaining consent.)


WAIVER OR ALTERATION OF CONSENT PROCESS (consent will not be obtained, required information will not be disclosed, or the research involves deception)


· Participants who are not yet adults (infants, children, teenagers)
· Describe the criteria that will be used to determine whether a prospective participant has not attained the legal age for consent to treatments or procedures involved in the research under the applicable law of the jurisdiction in which the research will be conducted. (E.g., individuals under the age of 18 years.)
· For research conducted in the state, review “SOP: Legally Authorized Representatives, Children, and Guardians (HRP-013)” to be aware of which individuals in the state meet the definition of “children.”
· For research conducted outside of the state, provide information that describes which persons have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which research will be conducted. One method of obtaining this information is to have a legal counsel or authority review your protocol along the definition of “children” in “SOP: Legally Authorized Representatives, Children, and Guardians (HRP-013).”
· Describe whether parental permission will be obtained from:
· Both parents unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.
· One parent even if the other parent is alive, known, competent, reasonably available, and shares legal responsibility for the care and custody of the child.
· Describe whether permission will be obtained from individuals other than parents, and if so, who will be allowed to provide permission. Describe the process used to determine these individuals’ authority to consent to each child’s general medical care.
· Indicate whether assent will be obtained from all, some, or none of the children. If assent will be obtained from some children, indicate which children will be required to assent.
· When assent of children is obtained describe whether and how it will be documented.
· Describe the plan to obtain informed consent when the child reaches 18 years of age.
· Reference the IRB Guidance on Children as Research Participants, Parental Permission, and Child Assent for details on the additional ethical and regulatory considerations that you need to address when you plan to include children. https://irb.northwestern.edu/resources-guidance/policies-guidance/index.html

Student educational records (FERPA): If you plan to obtain approval to 	access 	identifiable student educational records protected by the FERPA law, FERPA 		requires that the consent to access FERPA-protected information be signed and dated 	by the student (or the student’s parent, depending on what level of school the student is 	enrolled in). 
For more information on FERPA, see https://studentprivacy.ed.gov/?src=fpco
 
If you do NOT plan to obtain consent to access student education records, you must 	check with the custodian of the student records whether it is acceptable to access the 	records without student or parent consent.   
 
For Northwestern University, if you seek to access identifiable Northwestern student education records for research, and you do not plan to seek student consent to access those records, you must complete a FERPA Studies Exception Agreement (available from the Northwestern’s Registrar’s Office), submit that agreement to the  Northwestern FERPA  officer, and upload the approved Studies Exception Agreement to your IRB application in the “Supporting Documents” section.

· Adults with Impaired Decision-making Capacity
· See the  
· Describe the process to determine whether an individual is capable of consent. 
· State whether the ability to provide consent may fluctuate or change and if so, describe how the ability will be reassessed throughout the study. 
· See the steps listed in the next section and include them here for those participants that are determined to not be able to provide consent, including outlining the assent process.

· Adults Unable to Consent
· See the 
· List the individuals from whom permission will be obtained in order of priority. (E.g., durable power of attorney for health care, court appointed guardian for health care decisions, spouse, and adult child.)
· For research conducted in the state, review “SOP: Legally Authorized Representatives, Children, and Guardians (HRP-013)” to be aware of which individuals in the state meet the definition of “legally authorized representative.”
· For research conducted outside of the state, provide information that describes which individuals are authorized under applicable law to consent on behalf of a prospective participant to their participation in the procedure(s) involved in this research. One method of obtaining this information is to have a legal counsel or authority review your protocol along the definition of “legally authorized representative” in “SOP: Legally Authorized Representatives, Children, and Guardians (HRP-013).”
· Describe the process for obtaining the assent of the adult participants. Indicate whether:
· Assent will be required of all, some, or none of the participants. If some, indicate which participants will be required to assent and which will not and whether an assent script or document will be used in the assent process.
· If assent will not be obtained from some or all participants, an explanation of why not.
· Describe whether the assent of the participants will be documented and the process to document assent. The IRB allows the person providing assent to document assent on the consent document or may expect a separate assent document or script, depending on the study, and the participant’s comprehension and reading abilities. In some cases, assent is not required when it’s determined that a person does not have the ability to provide assent altogether.

· Humanitarian Use Devices
· For HUD uses, provide a description of how the patient will be informed of the potential risks and benefits of the HUD and any procedures associated with its use.

· [bookmark: _Toc500242065]Process to Document Consent in Writing
· Describe how the consent of the participant will be documented in writing.
· If your research presents no more than minimal risk of harm to participants and involves no procedures for which written documentation of consent is normally required outside of the research context, the IRB will generally waive the requirement to obtain written documentation of consent.
· (If you will document consent in writing, please add this when prompted in your EIRB+ Application) If you will obtain consent, but will not document consent in writing, attach a consent script. Review “CHECKLIST: Waiver of Written Documentation of Consent (HRP-411)” to ensure that you have provided sufficient information. You may use “TEMPLATE CONSENT DOCUMENT (HRP-502)”to create the consent document or script.)
· [bookmark: _Toc500242066]Setting
· Describe the sites or locations where your research team will conduct the research.
· If a Lead Coordinating Center or Data Coordinating center, please describe the role that Northwestern and or NMHC or SRAL has in this research study (see below for definitions).
· Describe the composition and involvement of any community advisory board.
· For research conducted outside of the organization and its affiliates describe:
· Site-specific regulations or customs affecting the research for research outside the organization.
· Local scientific and ethical review structure outside the organization.
· Lead Coordinating Center:  
· A lead coordinating center is defined as a site that provides the administrative, clinical, and technical expertise and leadership in the design and coordination of the multi-site collaborative research for a multi-center trial. 
· The principal investigator will be responsible for all site monitoring and for the coordination of participant recruitment, screening, enrollment and retention, data and safety monitoring, data collection and analysis, adherence to the protocol-directed procedures and guidelines, and the prompt review, reporting and resolution of adverse events.
· Data Coordinating Center: 
· A data coordinating center is defined as a site that is responsible only for the collection and storage of data collected from all sites involved in a multi-site trial.   

WAIVER OR ALTERATION OF CONSENT PROCESS (consent will either a) not be obtained/waived, or b) some of the required information will not be disclosed, be altered, or the research involves deception)

(Review the “()” to ensure you have provided sufficient information for the IRB to make these determinations. List out the criteria here and state how each is met.)
(If the research involves a waiver of the consent process for planned emergency research, review the ” to ensure you have provided sufficient information for the IRB to make these determinations.)

PROTECTED HEALTH INFORMATION (PHI AND HIPAA)
(HIPAA applies to Protected Health Information (PHI).  PHI is individually identifiable health information that is created or maintained by a covered entity (health care providers, hospitals, physician offices, health care clearinghouses, health care plans), or their business associate(s).

HIPAA applies when you record and/or access data from the medical record or Enterprise Data Warehouse (EDW) for research purposes.

If the data you will be accessing or receiving will contain identifiers, explain why it is necessary for the information to include identifiers and whether you will retain the data with identifiers or remove the identifiers from the dataset completely such that no one on the team is able to reidentify the dataset. You must list the specific variables you plan to analyze in any data you access – you can upload a list of the variables to the electronic IRB application as a supporting document if easier.

(If your research does not involve the use of medical record information maintained by a covered entity and if the information generated from research will not be placed into the medical record, then HIPAA does not apply.)

(Indicate the following:
· Does the study involve the creation, use, or disclosure of Protected Personal Health Information? 
HIPAA Authorization:
· Will a HIPAA Authorization be obtained from all or some participants?
· If HIPAA Authorization will not be obtained, indicate what alternatives will be used.

WAIVER OR ALTERATION OF HIPAA AUTHORIZATION
· (HIPAA authorization will either a) not be obtained/waived, or b) the signature of the participant will not be obtained, some of the required information will not be disclosed,  or required information will be altered)

· (For BOTH waiver or alteration of HIPAA authorization, review  and provide protocol specific justifications if HIPAA applies and you will not be obtaining a signed HIPAA Authorization. List out the criteria here and state how each is met.)

· List all of the following PHI that will be used:
· Names
· Geographic Subdivisions: All geographic subdivisions smaller than a state, including street address, city, county, precinct, ZIP code and their equivalent geographical codes, except for the initial three digits of a ZIP code if, according to the current publicly available data from the Bureau of the Census: (a) The geographic unit formed by combining all ZIP codes with the same three initial digits contains more than 20,000 people. (b) The initial three digits of a ZIP code for all geographic units containing 20,000 or fewer people are changes to 000.
· Dates and Age:  All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, the date of death; and all ages of 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older.
· Telephone numbers
· FAX numbers
· Social Security Numbers
· Medical Record Numbers
· Health Plan Beneficiary Numbers
· Account Numbers
· Certificate/License Numbers
· Vehicle Identifiers and Serial Numbers, including License Plate Numbers
· Device Identifiers and Serial Numbers
· Web Universal Resource Locators (URLs)
· Internet Protocol (IP) Address Numbers
· Biometric Identifiers, including Fingerprints and Voiceprints
· Full-Face Photographic Images and any Comparable Images
· Any other Unique Identifying Number, Characteristic, or Code, unless otherwise permitted by the Privacy Rule for re-identification)

[bookmark: _Toc500242067]
QUALIFICATIONS TO CONDUCT RESEARCH AND RESOURCES AVAILABLE
(Describe the resources available to conduct the research: For example, as appropriate:
· Justify the feasibility of recruiting the required number of suitable participants within the agreed recruitment period. For example, how many potential participants do you have access to? What percentage of those potential participants do you need to recruit?
· Describe the time that you will devote to conducting and completing the research.
· Describe your facilities.
· Describe the availability of medical or psychological resources that participants might need as a result of anticipated consequences of the human research.
· Describe your process to ensure that all persons assisting with the research are adequately informed about the protocol, the research procedures, and their duties and functions.
· [bookmark: _Toc500242068]Multi-Site Research (Complete if Northwestern and NMHC or SRAL is the Lead Site and/or Data Coordinating Center)
· Study-Wide Number of Participants
· If this is a multi-center study, indicate the total number of participants to be accrued across all sites.)

MULTI-SITE OR COLLABORATIVE RESEARCH:

Multi-site and collaborative research occurs when researchers from Northwestern and its affiliates such as NMHC or SRAL and external institutions, or individual external investigators, are involved in carrying out the research. Provide the following information:
· Which institutions or individuals are participating in the research? 
· What activities will institutions or individuals participate in? 
· Will each institution or individual’s IRB review their own activities or will one IRB serve as the IRB of Record?  

Regardless if you are unsure how to pursue IRB review and oversight for your multi-site or collaborative research, please indicate your compliance with the following statements:
· No activities will occur at external sites until local IRB review is pursued or reliance agreements are fully executed.
· Any external site sign-offs or permissions will be acquired by external study teams in accordance with their local policies.
· IRB approval letters from external sites, documentation that IRB review at external sites is unnecessary, or fully executed reliance agreements will be provided when available with accompanying protocol updates.
· Non-compliance with the study protocol or applicable requirements will be reported in accordance with local policy.

If one IRB will serve as the IRB of Record for all institutions or individuals engaged in the study, also known as reliance, please provide a detailed reliance plan: 
· Is reliance mandated per federal guidelines or sponsor requirements?
· If this research is federally funded, who is the prime awardee?
· Who is the proposed IRB of Record for all participating sites?
· What type of reliance agreement will be utilized?
· When will institutions or individuals be onboarded? When Northwestern is the proposed IRB of Record, we prefer to pursue review of the Northwestern site and overall study scope first, and onboard institutions or individuals in subsequent modifications via fully executed reliance agreements. Onboarding during the initial review process may delay initial approval.
· How will modifications to study procedures be communicated to institutions or individuals, and approved prior to implementation? How will participating institutions or individuals be kept abreast of any problems, interim results, or the eventual closure of the study? See WORKSHEET: Communication and Responsibilities (HRP-830).
· How will information be managed to ensure protection of participants? All institutions and individuals must safeguard data, including secure transmission of data, as required by applicable local information security policies, state laws, and federal regulations.

Reliance agreements are formal arrangements between institutions allowing an IRB, institution, or individual to rely on the IRB of another institution for review of human research. The Northwestern IRB will not serve as IRB of record for another IRB, institution, or individual unless they have agreed to this arrangement. Please see our website for further information: https://irb.northwestern.edu/reliance/ 

If your research involves non-exempt, federally funded, human research, happening at multiple research sites you may be required to establish a Single IRB via reliance agreements. When Northwestern serves as the Single IRB fees may be applicable. Please see our website for further information: https://irb.northwestern.edu/reliance/

The Northwestern IRB has agreements in place to serve as the IRB of record and HIPAA Privacy Board for Northwestern Memorial Healthcare (NMHC), Northwestern Medicine affiliated institutions, and Shirley Ryan AbilityLab. If your research involves collaborations with these institutions, and a Northwestern faculty member, you do NOT need to fill out this section of the protocol.

INTERNATIONAL RESEARCH: 

For guidance on IRB review of research that will take place outside the United States, see https://irb.northwestern.edu/resources-guidance/policies-guidance/irb-review-of-international-research.html   
 

· Please obtain a review by an IRB/research ethics committee located in the country where you will be doing research.  
-Where there is no equivalent board or group, investigators are expected to consult with local experts or community leaders about the project and to secure their support for the conduct of the research. The IRB does require that there be good faith effort applied to secure local cooperation for the research and to provide documentation as part of the application.  

Please provide any local consent form(s) and applicable recruitment materials considering any local customs and local cultural and religious norms. 

· Please describe any mandatory reporting laws that apply to your research (e.g., mandatory reporting of child abuse and neglect.) 
 
NOTE: Many countries have data protection laws that cover research data. Please explain if the country in which you will be collecting data (including remote data collection) has any data protection laws that affect research. If so, describe the steps you will take to ensure compliance with the law. If you plan to collect data from individuals located in the European Economic Area (EEA), you must consider the General Data Protection Regulations (GDPR). If you will collect data from individuals located in the People’s Republic of China, you must consider the Personal Information Protection Law of the People’s Republic of China (PIPL) (see https://irb.northwestern.edu/resources-guidance/policies-guidance/index.html for guidance on GDPR and PIPL). Many other countries have adopted laws based on these standards. You will need to research each country where data is being collected to understand the laws that are relevant to your research. 

Note: Federal export control regulations may impact research activities on campus and abroad, including international travel, hiring, collaborating with colleagues in other countries, and purchasing equipment and materials. The export control regulations have identified several countries under heavy embargo via the Office of Foreign Assets Control (OFAC). Investigators should consult with the Office of Export Compliance & International Compliance (ECIC) before submitting their proposal if the research activities involve countries that are sanctioned or under heightened risk.
· Embargoed countries include Cuba, Iran, North Korea, Syria, and certain regions in Ukraine (Crimea, Donetsk region, Luhansk region, Sevastopol region). These countries change over time.
 
· Military-end use countries include Belarus, Burma, Cambodia, China, Russia, and Venezuela. These countries change over time.
 
Consider consulting with the export control team regardless of the country if you conduct research outside the United States. Please see the ECIC International Travel guidance page.
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