[bookmark: _heading=h.gjdgxs]SOP for use of CRIO/Pluto EMR Service

Scope:
This SOP covers [SITE’s] use of CRIO’s built-in integration with Pluto Health to sign patients up for Pluto Health’s health services and receive the patient’s consent from Pluto Health to release their medical records to SITE for purposes of clinical trial eligibility determination.

Description of the service:
CRIO is the site’s electronic source and clinical trial management system; CRIO has a partnership with Pluto Health, a health care provider. Pluto Health provides a range of optional health services, including identification and analysis of care gaps based on the patient’s care journey. The two systems have provided the site with assurances of compliance with both 21CFR11 and HIPAA.

SITE acts as a healthcare navigator and agent for Pluto Health; this allows SITE to provide a valuable service to patients seeking enrollment in clinical research. CRIO has a feature whereby a member of the study team can send an interested patient’s information to Pluto Health to register the patient with the service. Pluto Health will in turn query health networks within the patient’s specified geography and aggregate those medical records, then apply a care gap analysis by comparing the patient’s records to standard of care recommendations. Pluto Health will email the patient a registration link to sign up for their patient portal for direct delivery. Pluto Health will also send a copy of the patient’s medical records into CRIO for use by SITE.

The site must review and e-sign the medical records in order to enter them into the source for sponsor review; this ensures that the site has the ability to review the records for accuracy and completeness and make any necessary annotations, such as privacy redactions, prior to it being part of source.

Policies:
· [SITE] must always obtain the patient’s written consent to register for Pluto Health’s services and release their medical records to clinical trial providers. As part of this process, the site also makes the patient aware that Pluto Health will reach out to the patient directly about their services. The study team must use the site’s official release form developed for this purpose (“CRIO Pluto Health Registration and HIPAA Authorization Form”).
· CRIO will reserve the right in its contract with clients to perform an audit of the client’s implementation of this process and terminate the service in the event CRIO determines that the client has failed to adhere to its obligations.

Process
1. The Clinical Research Coordinator (CRC) is to educate the patient about Pluto Health’s health services (using the “Pluto Health Info Flyer”), the site’s role as a healthcare navigator and agent for Pluto Health, and the benefits of signing up. The CRC is to inform the patient that if the patient agrees, the site will receive medical records from Pluto Health for purposes of evaluating fitness for participation in clinical research.
a. The CRC will provide a copy of the “Pluto Health Info Flyer” to the patient for continued review and access to signup information.
2. Since Pluto Health can only query health systems that are part of certain exchanges, not all providers are represented. The CRC may wish to inquire with the patient which practice or health system his or her doctor is a member of, and then use the hyperlink within the CRIO application to search Pluto Health’s directory to confirm participation.
3. [Select from option A or option B or option C, or incorporate both at discretion of study team]
a. [SITE USES ECONSENT AND PRE-SCREENING VISIT/STUDY] Prior to obtaining patient’s release, the CRC is to enroll the patient into the Pre-Screening Visit [or Pre-Screening Study] to evaluate potential eligibility for the trial. Within this procedure, the site should use the specific eConsent procedure to initiate electronic consent of the patient on the CRIO Pluto Health Registration and HIPAA Authorization Form.
b. [SITE USES ECONSENT] After the patient signs the study specific Informed Consent Form, the CRC is to use the specific eConsent procedure to initiate electronic consent of the patient on the CRIO Pluto Health Registration and HIPAA Authorization Form.
c. [SITE DOES NOT USE ECONSENT] The CRC is to obtain the patient’s signature on the CRIO Pluto Health Registration and HIPAA Authorization Form, and is to file that executed form in the patient’s source record.
4. The CRC, when obtaining the patient’s consent to the CRIO Pluto Health Registration and HIPAA Authorization Form , should explain to the patient that the consent entitles the study team to request and receive the patient’s medical record to the extent Pluto Health can provide them. The form also ensures that patients are properly advised of, and consent to:
a. The nature of Pluto Health’s preventive and care support services;
b. The nature of the client’s relationship as an agent of Pluto Health;
c. The furnishing of their personal information to Pluto Health as part of the registration process, and consent to Pluto Health to release their protected health information to certain specified entities;
d. Consent to receive certain identified communications from Pluto Health;
e. Certain rights including the right to opt out of further communications.
5. Once the patient’s release is obtained, the CRC is to send the patient’s information to Pluto Health within CRIO. At this point, CRIO will provide several categories of medical information; the CRC is to check off the categories of information that are relevant, per the judgment of the PI.
6. As a final step, the system will display the patient’s personal information (name, address, date of birth), and the CRC must carefully review and confirm the information - directly with the patient if possible. The system will NOT permit the site to modify the information if it was wrongly submitted the first time; this is part of the system’s privacy protections. 
7. The CRC is to check for results.
a. Once the patient’s records are received, the CRC is to review the records for accuracy and completeness. The CRC should also share the patient insights documents shared from Pluto with the patient and review its purpose and benefits.
b. If the patient’s records are not received, the system will return a failed status of ‘No Record.’ The CRC is to treat this request as a failed attempt and document the attempt in the subject’s source record.
c. If the records request fails, the CRC will attempt to obtain medical records outside of the system. If records are successfully obtained, the CRC will upload as PDFs to the subject profile for Investigator review. If records are not obtained, the CRC will record failed attempts in source to inform external users (monitors. CRA’s).
8. If the record is received and the CRC has confirmed its accuracy, the CRC should follow the site’s standard operating procedures for reviewing and reconciling medical records. Once the record is ready for publication, the CRC or PI should e-sign and publish the record, following the site’s procedures for redaction of PHI.
9. The CRIO Pluto Health Registration and HIPAA Authorization Form is valid as soon as it is executed by the patient and site, and lasts for 2 years. This means that the CRC may initiate a follow up record request within this 2 year period (e.g., if an Adverse Event is encountered).
