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Template use: This template has been created to assist in the development of a non-interventional investigator-initiated research study protocol. Section titles and the order in which they are presented in this template may be modified as needed. Instructional text in blue should be deleted before submission. Any language in black is recommended language to be used, but can and should be modified as appropriate.
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Protocol revisions: Each update or change to the protocol should be accompanied by a new version date and tracked changes within the protocol, and it must be reviewed by the SRC as well as by the IRB. Ideally there should be a summary of changes at the end of the protocol with rational for each change made within the protocol. SRC and IRB submission may be completed in tandem (after initial SRC/IRB approval). 
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[bookmark: _Toc109131872]Study Schema
The study schema is not a mandatory section. This section can be removed if deemed not necessary, however, it can be helpful to show the study design and general study plan in a diagram or pictorial representation. For example: 

Eligible population (n=sample size)



[bookmark: _Toc193511062]


Register to study




Describe endpoints, study procedures, or observational data to be collected, as applicable














Parameters for subjects completing study                   & follow up, as applicable
























[bookmark: _Toc109131873]	Study Summary

	Title
	Full title of protocol

	Version
	Include date & amendment number

	Study Design
	Study type and design attributes (e.g., biorepository, clinical database, observational, prospective chart review, specimen collection, quality-of-life, survey etc.)

	Study Center(s)
	If multi-center, list all projected centers to be involved & indicate who the lead site will be. 

	Objectives
	At a minimum, list all primary & secondary objectives (Can refer to the body of the protocol for any exploratory objectives, if applicable).

	Sample Size
	Number of subjects projected for the entire study (may specify number of evaluable subjects required).

	Study Duration
	Include how long it will take to reach the target sample size plus duration of subject participation on study.

	Patient Population & Key Eligibility Criteria
	Note the main clinical disease state under study and some of the significant inclusion or exclusion criteria (do not list all criteria here)





[bookmark: _Toc51744425][bookmark: _Toc51744487][bookmark: _Toc51758399][bookmark: _Toc101189738][bookmark: _Toc51744426][bookmark: _Toc51744488][bookmark: _Toc51758400][bookmark: _Toc101189739][bookmark: _Toc51744427][bookmark: _Toc51744489][bookmark: _Toc51758401][bookmark: _Toc101189740][bookmark: _Toc51744428][bookmark: _Toc51744490][bookmark: _Toc51758402][bookmark: _Toc101189741][bookmark: _Toc51744429][bookmark: _Toc51744491][bookmark: _Toc51758403][bookmark: _Toc101189742][bookmark: _Toc51744430][bookmark: _Toc51744492][bookmark: _Toc51758404][bookmark: _Toc101189743][bookmark: _Toc51744431][bookmark: _Toc51744493][bookmark: _Toc51758405][bookmark: _Toc101189744][bookmark: _Toc51744432][bookmark: _Toc51744494][bookmark: _Toc51758406][bookmark: _Toc101189745][bookmark: _Toc51744433][bookmark: _Toc51744495][bookmark: _Toc51758407][bookmark: _Toc101189746][bookmark: _Toc51744434][bookmark: _Toc51744496][bookmark: _Toc51758408][bookmark: _Toc101189747][bookmark: _Toc51744435][bookmark: _Toc51744497][bookmark: _Toc51758409][bookmark: _Toc101189748][bookmark: _Toc51744436][bookmark: _Toc51744498][bookmark: _Toc51758410][bookmark: _Toc101189749][bookmark: _Toc51744437][bookmark: _Toc51744499][bookmark: _Toc51758411][bookmark: _Toc101189750][bookmark: _Toc51744438][bookmark: _Toc51744500][bookmark: _Toc51758412][bookmark: _Toc101189751][bookmark: _Toc51744439][bookmark: _Toc51744501][bookmark: _Toc51758413][bookmark: _Toc101189752][bookmark: _Toc51744440][bookmark: _Toc51744502][bookmark: _Toc51758414][bookmark: _Toc101189753][bookmark: _Toc51744441][bookmark: _Toc51744503][bookmark: _Toc51758415][bookmark: _Toc101189754][bookmark: _Toc51744442][bookmark: _Toc51744504][bookmark: _Toc51758416][bookmark: _Toc101189755][bookmark: _Toc51744443][bookmark: _Toc51744505][bookmark: _Toc51758417][bookmark: _Toc101189756][bookmark: _Toc51744444][bookmark: _Toc51744506][bookmark: _Toc51758418][bookmark: _Toc101189757][bookmark: _Toc51744445][bookmark: _Toc51744507][bookmark: _Toc51758419][bookmark: _Toc101189758][bookmark: _Toc51744446][bookmark: _Toc51744508][bookmark: _Toc51758420][bookmark: _Toc101189759][bookmark: _Toc51744447][bookmark: _Toc51744509][bookmark: _Toc51758421][bookmark: _Toc101189760][bookmark: _Toc51744448][bookmark: _Toc51744510][bookmark: _Toc51758422][bookmark: _Toc101189761][bookmark: _Toc51744449][bookmark: _Toc51744511][bookmark: _Toc51758423][bookmark: _Toc101189762][bookmark: _Toc51744450][bookmark: _Toc51744512][bookmark: _Toc51758424][bookmark: _Toc101189763][bookmark: _Toc51744451][bookmark: _Toc51744513][bookmark: _Toc51758425][bookmark: _Toc101189764][bookmark: _Toc51744452][bookmark: _Toc51744514][bookmark: _Toc51758426][bookmark: _Toc101189765][bookmark: _Toc51744453][bookmark: _Toc51744515][bookmark: _Toc51758427][bookmark: _Toc101189766][bookmark: _Toc51744454][bookmark: _Toc51744516][bookmark: _Toc51758428][bookmark: _Toc101189767][bookmark: _Toc51744455][bookmark: _Toc51744517][bookmark: _Toc51758429][bookmark: _Toc101189768][bookmark: _Toc49978436][bookmark: _Toc49978483][bookmark: _Toc51744456][bookmark: _Toc51744518][bookmark: _Toc51758430][bookmark: _Toc101189769][bookmark: _Toc49978437][bookmark: _Toc49978484][bookmark: _Toc51744457][bookmark: _Toc51744519][bookmark: _Toc51758431][bookmark: _Toc101189770][bookmark: _Toc49978438][bookmark: _Toc49978485][bookmark: _Toc51744458][bookmark: _Toc51744520][bookmark: _Toc51758432][bookmark: _Toc101189771][bookmark: _Toc49978439][bookmark: _Toc49978486][bookmark: _Toc51744459][bookmark: _Toc51744521][bookmark: _Toc51758433][bookmark: _Toc101189772][bookmark: _Toc49978440][bookmark: _Toc49978487][bookmark: _Toc51744460][bookmark: _Toc51744522][bookmark: _Toc51758434][bookmark: _Toc101189773][bookmark: _Toc49978441][bookmark: _Toc49978488][bookmark: _Toc51744461][bookmark: _Toc51744523][bookmark: _Toc51758435][bookmark: _Toc101189774][bookmark: _Toc49978442][bookmark: _Toc49978489][bookmark: _Toc51744462][bookmark: _Toc51744524][bookmark: _Toc51758436][bookmark: _Toc101189775][bookmark: _Toc49978443][bookmark: _Toc49978490][bookmark: _Toc51744463][bookmark: _Toc51744525][bookmark: _Toc51758437][bookmark: _Toc101189776][bookmark: _Toc49978444][bookmark: _Toc49978491][bookmark: _Toc51744464][bookmark: _Toc51744526][bookmark: _Toc51758438][bookmark: _Toc101189777][bookmark: _Toc49978445][bookmark: _Toc49978492][bookmark: _Toc51744465][bookmark: _Toc51744527][bookmark: _Toc51758439][bookmark: _Toc101189778][bookmark: _Toc49978446][bookmark: _Toc49978493][bookmark: _Toc51744466][bookmark: _Toc51744528][bookmark: _Toc51758440][bookmark: _Toc101189779][bookmark: _Toc49978447][bookmark: _Toc49978494][bookmark: _Toc51744467][bookmark: _Toc51744529][bookmark: _Toc51758441][bookmark: _Toc101189780][bookmark: _Toc49978448][bookmark: _Toc49978495][bookmark: _Toc51744468][bookmark: _Toc51744530][bookmark: _Toc51758442][bookmark: _Toc101189781][bookmark: _Toc49978449][bookmark: _Toc49978496][bookmark: _Toc51744469][bookmark: _Toc51744531][bookmark: _Toc51758443][bookmark: _Toc101189782][bookmark: _Toc49978450][bookmark: _Toc49978497][bookmark: _Toc51744470][bookmark: _Toc51744532][bookmark: _Toc51758444][bookmark: _Toc101189783][bookmark: _Toc49978451][bookmark: _Toc49978498][bookmark: _Toc51744471][bookmark: _Toc51744533][bookmark: _Toc51758445][bookmark: _Toc101189784][bookmark: _Toc109131874]Introduction – Background and Rationale 
Provide background information particularly relevant to your study, including references. Discuss the reasoning for conducting the study in light of the background information already presented. Include the potential benefits of the study. Consider providing rationale for each of the following:
· The study design being used, including the primary endpoints.
· The population being studied. 

[bookmark: _Toc51744473][bookmark: _Toc51744535][bookmark: _Toc51758447][bookmark: _Toc101189786][bookmark: _Toc109131875]Objectives
Primary objectives of study – listed and numbered individually. Objectives should always be tied to the planned statistical plan/analysis.
Primary Objective
Secondary Objective(s)
Exploratory Objective(s) if applicable

[bookmark: _Toc109131876]Subject Eligiblity
The target population for this study is subjects with [insert description]. This will be a [multicenter or single-center] trial conducted at Northwestern University. Remove or revise the following as appropriate: Northwestern University (NU) will serve as the lead site and coordinating center for this study. 

Vulnerable populations, including (but not limited to) adults unable to consent, individuals who are not yet adults (infants, children, teenagers), pregnant subjects, prisoners and any other vulnerable populations, should be considered in the inclusion/exclusion criteria. They can be listed in a note that they are not excluded from the study or listed as exclusionary.

Inclusion Criteria 
Consider including the following, if applicable:
· Diagnosis required, i.e., “Histologically confirmed…”
· Extent or stage of disease required
· Prior therapies or medical history  
· Age range
· If involving actual subjects, should include a statement about the eligibility of 
pregnant/lactating subjects and subjects who are sexually active and/or of reproductive potential, if applicable
· All subjects must have given signed, informed consent prior to any study procedures being completed.
 
Exclusion Criteria
List any criteria which would specifically exclude subjects from the study, or specify that there are no exclusion criteria, as applicable. 

[bookmark: _Toc109131877]Subject Recruitment and Registration 
Describe how subjects will be recruited and consented, including where and by whom. Refer to Section 11, for specific details on the consenting process, or specific details on waiver or alteration of consent. Consider including information of any recruitment materials to be used for the study. If not recruiting actual subjects (i.e., database query for eligible tissue samples), state what will be queried, and how and by whom eligible samples will be identified. Subjects should be entered in NOTIS with registration information by the study team once eligibility has been confirmed. 

Registration Procedures in NOTIS

At the time of registration, the research team will assign participants a subject ID, which is a unique identifying code. Registered participants will be tracked in NOTIS along with their subject ID, date of registration, date of birth (month and year at a minimum must be collected), gender, race, ethnicity, and zip code. 

Registration information and basic subject demographics are in NOTIS is required, even if data is being collected in REDCap or another database. It is also recommended to add language about uploading the consent at the same time as entering registration information for the patient in NOTIS.
[bookmark: _Toc49978458][bookmark: _Toc49978503]
[bookmark: _Toc109131878]Study Design & Methods
Describe the overall study design, as well as the methods for collection and testing of samples, as applicable. Clearly state any surveys, questionnaires, procedures or assessments to be completed on the study, if applicable. Include whether the study is retrospective, prospective, or both, and date ranges for study duration if applicable. Include timepoints for data collection as applicable. Also, include characteristics about any data/specimens to be analyzed, if applicable. Consider including processing information of specimens. If specimens are to be banked for future use please describe where they will be stored, length of time of they will be stored, how they will be accessed and who will have access to them. Include a list of what data is planned to be collected in this section or as an appendix (and reference the appendix here).

Duration of Participation
The duration depends on the specific study design and follow-up period for the subject. For trials with no treatment involved, this section may not be necessary.

Duration of Follow-Up/Data Collection (if applicable)
Consider including information about how long subjects will have data collected by the study, after completion of procedures/assessments/specimen collections etc. for the study. 

Removal of Subjects from Study
Please consider including information regarding subject withdrawal of consent or subjects being withdrawn from the study without their consent and any circumstances under which this may occur, if applicable. Please consider including details of what data/specimens etc. may be retained or destroyed by the study, and any data that may continue to be collected, if applicable.
















[bookmark: _Toc109131879]Study Procedures
Modify the below table as appropriate to fit the study plan. Column headings may be changed, added, removed, or combined. Procedures and activities should be listed in the far left column. Use of footnotes to provide clarity and detail is encouraged. This table provides examples of assessments and timeframes. When completing this section, think about what assessments are required to be collected, at a minimum, to ensure study endpoints are met. 

	Time Period
	Baseline
	Week 1
	Follow Up4

	Assessment of Activity

	Informed Consent
	X
	
	

	Research Tissue1
	X
	
	

	Research Blood2
	X
	X
	

	Questionnaires
	X
	X
	X

	Clinical and Laboratory Data Collection3
	X
	X
	X

	Survival Status
	
	
	X


1. Archival tissue will be collected at baseline for analysis. Consider including number of slides, thickness etc.
2. Blood samples will be collected at baseline and Week 1. Consider including amount of blood, tube type, assay type, type of data you hope to obtain, and in Section 7.0 a high-level statistical analysis/plan. 
3. Data to be collected: describe here. In addition, at baseline the following data will also be collected: demographics, diagnosis information, medical history.
4. Subjects will have data collected  every 3-6 months (for 2 years) for clinical outcomes, including treatment response, disease progression, or death.






[bookmark: _Toc109131880]Statistical Plan 
This may be called “ANALYSIS” if more appropriate. 

This must be written/reviewed by a statistician prior to SRC submission. Should include proposed sample size and justification if necessary, as well as endpoint assessments and statistical analysis that corresponds directly to the stated objectives of the study. If recruitment of subjects is involved, must include a statement of feasibility. Consider including any definitions relating to objectives and their respective endpoints. Please consider including definitions of evaluable subjects for endpoints, and information regarding inclusion/exclusion rules for any subject that may not compete study procedures or drop out early. Note: this section may not be applicable to all non-interventional research studies (i.e., biobanks) and should only be included if endpoint analysis is planned/statistician support is necessary. If not necessary, clearly state rationale or justification for no statistical plan.

[bookmark: _Toc101189804][bookmark: _Toc101189805]Primary Endpoint

Secondary Endpoints

Exploratory Endpoints (if applicable)

[bookmark: _Toc109131881][bookmark: _Hlk105150995]Data Collection & Record Keeping
This section should include a description of who will perform what tasks, and how data will be compiled and stored. NOTIS or REDCap are examples of systems that maybe used. Headings below are for guidance, depending on the system or database used, consider using the headings and modify or adapt accordingly. Data should be kept secure with minimal risk of subject confidentiality issues. Please explain the process for data capture and storage, including the use of any keys connecting subject names and identifying information with subject ID. Please include any additional information for external site access. For example, external sites, access to REDCap can be obtained by signing a REDCap User Agreement, which can be provided by the project owner, and following the instructions that will be provided following completion of the User Agreement.

[bookmark: _Data_Confidentiality]Data Confidentiality (Including Protected Health Information (PHI) & HIPAA)
Please consider including information on security and access of databases used, both at Northwestern and at external sites, as applicable Please consider including language about PHI and HIPAA. If necessary, include information on NU’s data encryption policy. 

Case Report Forms (eCRFs)
Include this section if eCRFs will be used; they may not be for a non-interventional study. Describe the eCRF, and how data will be collected.  

Records Retention
Please modify language as appropriate for your study.
Records for the study will be retained for at least [insert number] years after the investigation is completed and will be accessible only to study personnel. Upon completion of the study, the data files will be fully anonymized and the links between subjects and the codes will be deleted. Final data will be shared in accordance with NIH policy. All identifiable information will be removed from the data. 

NU and the IRB have data retention policies that may be relevant: Research Data Policy

[bookmark: _Toc109131882]Financial Compensation
Subjects will not be compensated for participation in this study.
Or
Subjects will be compensated for participation in this study with a payment of $XX.
If subjects are compensated for participation, please explain specific details of how, when and what records will be used to document the receipt of payment to the patient.

[bookmark: _Toc109131883]Potential Benefits and/or Risks to Subjects 
Consider adding information about the potential benefits of the study even if there is no direct benefit to subjects. Please include any risks to subjects, and at a minimum, include risk of loss of confidentiality.

[bookmark: _Toc109131884][bookmark: _Toc525544931]Results Sharing with Subjects
Please include whether or not the subjects will be informed of test results with details on how these results will be shared.

[bookmark: _Toc109131885]Study Management
[bookmark: _Toc395019500][bookmark: _Toc525544932][bookmark: _Toc242674618]
Institutional Review Board (IRB) Approval and Consent 
Please modify or adjust language below to accurately portray the consenting process to be conducted in the study. If waiver of consent is requested, this section can be removed. 

It is expected that the IRB will have the proper representation and function in accordance with federally mandated regulations. The IRB should approve the consent form and protocol.

In obtaining and documenting informed consent, the investigator should comply with the applicable regulatory requirement(s) and should adhere to Good Clinical Practice (GCP) and to ethical principles that have their origin in the Declaration of Helsinki.
	
Before recruitment and enrollment onto this study, the patient will be given a full explanation of the study and will be given the opportunity to review the consent form. HIPAA authorization will be obtained as part of the consent. Each consent form must include all the relevant elements currently required by local or state regulations. Once this essential information has been provided to the patient, and the investigator is assured that the patient understands the implications of participating in the study, the patient will be invited to give consent to participate in the study by signing an IRB-approved consent form.

Prior to a patient’s participation in the trial, the written informed consent form should be signed and personally dated by the patient and by the person who conducted the informed consent discussion.

1.1.1 [bookmark: _Toc95395309]Consenting Subjects with Limited Proficiency in English 
Note: Include this section only if it is applicable and is not one of the exclusion criteria listed in Section 3.2. Information on the process of consenting subjects with limited proficiency of English can be found on the IRB website.
[bookmark: _Toc395019503][bookmark: _Toc10040208][bookmark: _Toc395019501][bookmark: _Toc525544933]For potential study patients with limited proficiency in English, a short form consent document (written in the language understood by the patient) will be used during the initial consent process. In addition, the services of an interpreter who is fluent in both English and the language understood by the potential study patient will be used to explain the contents of the long form consent document (written in English). If the patient enrolls, they will be re-consented using an IRB-approved long form consent document that has been translated to the language understood by the patient, when it is available. The process will be conducted in accordance with guidelines and policies of the IRB of record.

Waiver/Alteration of Consent
Please delete this section if consent of subjects is planned. If no consent or a modified consent is planned, complete this section with justification. Justification should include the following information:
· Why no consent or a modified consent will be completed (e.g., subjects may have been lost to follow-up)
· Research involves no more than minimal risk to subjects
· Research could not be carried out practicably without the waiver or alteration
· The waiver or alteration will not adversely affect the rights and welfare of the subjects; and,
· Where appropriate, the subjects will be provided with additional information about their participation/whether or not debriefing is necessary.

Refer to the NU IRB website for additional information.


Instructions for Participating Sites
Remove this language if no additional sites are planned. Please modify language accordingly.
Before the study can be initiated at any site, the following documentation must be provided to the PI and team (as applicable):
· Completed feasibility assessment(s) to verify site’s capacity to support a Northwestern sponsored trial
· Signed copy of Northwestern University’s Data Participating Site Acknowledgement which details data submission guidelines
· Draft consent form for review and approval prior to submission to the local IRB
· A copy of the official IRB approval letter for the protocol and informed consent
· A copy of the IRB approved informed consent
· Pertinent credentials (CVs, MLs, CITI & GCP Training and FDFs) for the local PI and any sub-investigators who will be involved in the study at the site
· Form FDA 1572 appropriately filled out and signed with appropriate supporting certifications

Additional activities may be required prior to site activation (i.e. contract execution, study-specific training, and delegation of authority log). Full requirements will be outlined in the study start-up packet upon successful completion of a feasibility assessment.

Northwestern University acting as single IRB in Multi-center Research
Remove this language if NU will not be acting sIRB for multi-center research. If NU will be acting as sIRB please modify the below language accordingly.
The Sponsor-Investigator will be responsible for ensuring that all local site investigators conduct the study in accordance with applicable federal regulations and local laws. No study-related activities will happen at relying sites until reliance agreements are fully executed.
 
Prior to implementing the protocol at each participating site, the current version of the protocol, informed consent form, HIPAA authorization and other relevant documents, as applicable, must be first approved by the Northwestern University Institutional Review Board (IRB) at Northwestern University. In addition, each participating site must be added to the NU IRB study application and IRB approved. The Sponsor-Investigator also will be responsible for the distribution of the most current version of the protocol, consent document, HIPAA authorization, and other relevant study documents, as applicable, to each participating site, in accordance with local regulations. 

The Sponsor-Investigator will be responsible for the distribution of relevant safety information and problems (inclusive of reportable events), interim results, and the closure of the study, where relevant, to participating sites in accordance with local regulations. The Sponsor-Investigator will be responsible for ensuring that all IRB-approved modifications to the protocol, consent document, HIPAA authorization, and other applicable materials have been communicated to sites. The Sponsor investigation will be responsible for ensuring that all required approvals (initial, continuing review and modifications) have been obtained by the single IRB. 

Upon receipt of all required documents and approvals, the PI and/or team at Northwestern University will formally contact the site and grant permission to proceed with enrollment.

Subjects will be recruited according to local site recruitment methods, as described in the protocol and local policies. Recruitment methods not under the control of the local site will not be used. 

The Sponsor-Investigator will be responsible for ensuring that non-compliance with the study protocol or applicable requirements will be reported in accordance with the policies of the single IRB.

The Sponsor-Investigator will be responsible for ensuring that all engaged participating sites will safeguard data, including secure transmission of data, as required by local information security policies.

Amendments
Please modify language accordingly.
All amendments to the protocol and informed consent document will be subject to the review and approval of the appropriate local, institutional, and governmental regulatory bodies, as applicable. Amendments will be distributed by the lead institution (Northwestern) to all participating external sub-sites (if applicable) upon approval by the Northwestern University IRB.
[bookmark: _Toc239832403][bookmark: _Toc239832490][bookmark: _Toc239839053][bookmark: _Toc239839345][bookmark: _Toc239839465][bookmark: _Toc239840574][bookmark: _Toc239840931]
[bookmark: _Toc395019506][bookmark: _Toc525544939]Investigator Obligations
The Principal Investigator is responsible for the conduct of the clinical trial at the site in accordance with the Declaration of Helsinki. The PI must assure that all study site personnel, including sub-investigators and other study staff members, adhere to the study protocol and all local regulations and guidelines regarding clinical research both during and after study completion.




[bookmark: _Toc109131886]References 
Please begin on separate page






























[bookmark: _Toc109131887]Appendices
Please begin on separate page. May include data to be collected, detailed specimen processing procedures, patient tools (i.e. questionnaires), etc. 
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