INNERCARE RESEARCH PROJECT INTEREST FORM
For external investigators, academic partners, and research collaborators
	Before you begin
Complete this form as fully as possible so Innercare can evaluate feasibility, operational impact, privacy/security requirements, and needed agreements. If a question is not yet known, enter “TBD.” If a question is not applicable to the project, enter “NA.”  Attach supporting documents where requested.


Submit completed form and attachments in one email thread to: Sara Sanders, Chief Development Officer (SaraS@innercare.org) and Caroline Trujillo, Clinical Research Coordinator (CarolineT@innercare.org).
1. Request Details
	Request submission date (MM/DD/YYYY)
	Click or tap here to enter text.

	Requested start date (MM/YYYY)
	Click or tap here to enter text.

	Project title
	Click or tap here to enter text.

	External partner organization(s)
	Click or tap here to enter text.



☐ Research   ☐ Quality Improvement (QI)   ☐ Program Evaluation   ☐ Operations   ☐ Other
If Other, specify:
	Click or tap here to enter text.



The applicant’s selection is preliminary. Innercare and, when appropriate, the reviewing IRB will determine the final classification. A project described as QI, operations, or program evaluation may still require privacy review, contractual protections, patient authorization, or IRB consultation.
2. Primary Project Contacts
	Contact information
	Primary contact / lead
	Secondary contact (optional)

	Full name
	Click or tap here to enter text.
	Click or tap here to enter text.

	Role / title
	Click or tap here to enter text.
	Click or tap here to enter text.

	Organization
	Click or tap here to enter text.
	Click or tap here to enter text.

	Email
	Click or tap here to enter text.
	Click or tap here to enter text.

	Phone
	Click or tap here to enter text.
	Click or tap here to enter text.


3. Project Overview
Please provide enough detail for an initial feasibility review. Concise responses are preferred; attach an addendum if needed.
Project abstract / summary:  Suggested maximum: 500 words
	Click or tap here to enter text.



Project timeline and funding dates:
	Click or tap here to enter text.



Key investigators (names, affiliations, and roles):
	Click or tap here to enter text.



Potential Innercare collaborators, departments, or clinical champions:
	Click or tap here to enter text.



4. IRB, Consent, and Regulatory Status
Does the project involve human subjects research?
☐ Yes   ☐ No   ☐ Unsure — consultation needed

IRB status:
☐ Not applicable   ☐ Planned — not yet submitted   ☐ Pending   ☐ Approved — attach approval letter

Reviewing IRB’s name:
	Click or tap here to enter text.


IRB protocol number:
	Click or tap here to enter text.


Principal investigator named on the approval:
	Click or tap here to enter text.


Approval date and expiration/continuing-review date, when applicable:
	Click or tap here to enter text.


Is Innercare listed as a site or data source?
☐ Yes   ☐ No   ☐ Not applicable   ☐ Unsure
Is an IRB reliance agreement anticipated?
☐ Yes   ☐ No   ☐ Not applicable   ☐ Unsure
Have recruitment materials, authorization language, consent documents, and waivers, as applicable, been approved?
☐ Yes   ☐ No   ☐ Not applicable   ☐ Pending / partially approved
Must amendments be submitted before changes involving Innercare?
☐ Yes   ☐ No   ☐ Unsure / TBD
Has the project received an exemption determination?
☐ Yes   ☐ No   ☐ Pending   ☐ Not applicable
If yes, who made the exemption determination?
	Click or tap here to enter text.


Important: IRB approval, exemption, or a determination that an activity is not human-subjects research does not independently authorize Innercare to disclose PHI. Innercare must separately approve the privacy and data-sharing pathway.
Will informed consent and/or HIPAA authorization be obtained?
☐ Yes   ☐ No   ☐ Waiver requested   ☐ Unsure

Will data or specimens be shared outside Innercare?
☐ Yes   ☐ No   ☐ Unsure
If yes or unsure, briefly describe:
	Click or tap here to enter text.



5. Data, Records, and EHR Use
Select all data types that may be requested. Innercare will determine the permitted disclosure pathway and may reduce the requested data set to meet the HIPAA minimum-necessary standard.
☐ Aggregate data only   ☐ HIPAA de-identified — Safe Harbor   ☐ HIPAA de-identified — Expert Determination
☐ Limited data set   ☐ Identifiable PHI   ☐ Direct patient identifiers/contact information   ☐ Coded data with re-identification key
☐ Medical records (non-BH)   ☐ Behavioral health information   ☐ Psychotherapy notes   ☐ SUD records potentially subject to 42 CFR Part 2
☐ Minor-consent / specially protected information   ☐ Billing/claims   ☐ Scheduling/operations   ☐ Patient surveys / PROs
☐ Biological specimens   ☐ Genetic/genomic information   ☐ Photographs/audio/video/voice   ☐ Other
If Other, specify:
	Click or tap here to enter text.



Describe exactly how EHR and/or records will be used, including requested data elements, who will access them, date range, frequency of pulls, and whether data will leave Innercare systems:
	Click or tap here to enter text.



If BH, SUD, minor-consent, or other specially protected information is involved, describe the proposed access and privacy workflow:
	Click or tap here to enter text.



Required attachment: Data Elements and Disclosure Matrix. For each requested field/variable, identify necessity, source system, date range, population, identifiability level, recipient, disclosure frequency/method, and retention period.
6. HIPAA Privacy, Security, and Data Sharing
Anticipated HIPAA pathway (if known):
☐ Written HIPAA authorization   ☐ IRB/Privacy Board waiver or alteration   ☐ Limited data set + DUA   ☐ De-identified information   ☐ Preparatory-to-research review within Innercare   ☐ Business Associate arrangement   ☐ Unsure — Innercare determination required

	Important: IRB approval alone does not authorize Innercare to disclose PHI. Compliance/Privacy and Legal will determine required documentation before access or disclosure occurs.



Describe how PHI and confidential information will be protected:
	Click or tap here to enter text.



Describe privacy/HIPAA training required for project personnel:
	Click or tap here to enter text.



Describe retention, return, destruction, and certification procedures at project completion:
	Click or tap here to enter text.






Security and data-management details:
Storage system, hosting environment, and physical/data location:
	Click or tap here to enter text.



Encryption in transit and at rest; MFA; role-based access; audit logging:
	Click or tap here to enter text.



Remote access, downloads, laptops/portable media, and backup copies:
	Click or tap here to enter text.



Subcontractors, downstream recipients, and access removal when personnel leave:
	Click or tap here to enter text.



Incident/breach reporting process and expected notification timeframe:
	Click or tap here to enter text.



Any transfer of data outside the United States:
	Click or tap here to enter text.



Any AI, machine learning, public generative-AI, or external analytics platform that may receive Innercare data:
	Click or tap here to enter text.



Any linkage of Innercare data with other datasets:
	Click or tap here to enter text.



7. Recruitment and Patient Interaction
Will Innercare patients/subjects be recruited?
☐ Yes   ☐ No   ☐ Possibly
Estimated number of Innercare participants:
	Click or tap here to enter text.



What will participation involve?
	Click or tap here to enter text.



Describe recruitment workflow, including who will approach patients, where/when, scripts/materials, and expected role of Innercare staff:
	Click or tap here to enter text.



Projected days research staff will be on-site and anticipated on-site activities:
	Click or tap here to enter text.



8. Clinic Sites and Operational Impact
Requested Innercare clinic site(s):
	Click or tap here to enter text.



Innercare space needed for project activities:
	Click or tap here to enter text.



Operational/workflow impact (forms, training, staffing, EHR builds/reports, scheduling, equipment, etc.):
	Click or tap here to enter text.



9. Innercare Resources Requested
Innercare staff/roles requested to support project activities:
	Click or tap here to enter text.



Grant/application support requested:
☐ Writing support   ☐ Feasibility/workflow input   ☐ Letter(s) of support   ☐ Data availability confirmation
☐ Budget/justification input   ☐ Subcontract documents   ☐ Other
Additional documents or information requested from Innercare:
	Click or tap here to enter text.



10. Funding and Budget
Funding status:
☐ Funded   ☐ Seeking funding   ☐ Pending decision
Funding agency / sponsor:
	Click or tap here to enter text.



Funding mechanism / opportunity link:
	Click or tap here to enter text.



Award/project period (MM/YYYY–MM/YYYY):
	Click or tap here to enter text.



Total direct costs and F&A rate, if known:
	Click or tap here to enter text.



Application due date / LOI due date:
	Click or tap here to enter text.



Approximate subcontract budget for Innercare:
	Click or tap here to enter text.



Number and types of Innercare staff needed:
	Click or tap here to enter text.



Other anticipated budget items (equipment, supplies, mileage, etc.):
	Click or tap here to enter text.



11. Outcomes, Publications, and Secondary Use
Expected outcomes and benefits to Innercare and/or its patients/communities:
	Click or tap here to enter text.



Please indicate anticipated publication/dissemination terms:
☐ Innercare may review manuscripts/abstracts/presentations before submission   ☐ Innercare/clinics may be named   ☐ Results will be returned to Innercare/participating communities
☐ Innercare staff may be co-authors when authorship criteria are met   ☐ Innercare staff may present results at conferences   ☐ Future/secondary use of data is anticipated
Describe any restrictions, data ownership terms, repository sharing, commercialization, future use, or other publication/secondary-use considerations:
	Click or tap here to enter text.



12. Questions / Items to Discuss
Questions or topics you would like to discuss with Innercare:
	Click or tap here to enter text.















	INNERCARE INTERNAL STAFF USE ONLY


Date received:
	Click or tap here to enter text.



Date reviewed by MRC/CAC:
	Click or tap here to enter text.



Clinical champion identified:
	Click or tap here to enter text.



Clinic locations identified:
	Click or tap here to enter text.



Intake completeness:
☐ Complete   ☐ Incomplete — returned for follow-up

Sensitive data flags:
☐ BH   ☐ SUD   ☐ Minors   ☐ Other sensitive   ☐ None / general

Required agreements/documents:
☐ BAA   ☐ DUA/DTUA   ☐ Subaward/Subcontract   ☐ IRB reliance   ☐ Consent/Authorization   ☐ Waiver   ☐ Other

Route to:
☐ Compliance/Privacy   ☐ BH Leadership   ☐ IT/Analytics   ☐ Legal/Contracts   ☐ Clinic Operations   ☐ Other

Recommendations / conditions:
	Click or tap here to enter text.



CEO approval:
☐ Yes Date approved: ___________   ☐ No   ☐ Pending
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