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2026 Q1 Quarterly
Risk Assessment

* FTCArequires onerisk assessmentto be
completed each quarter. 2 of the 4 risk
assessments must cover a high-risk
area.

* The one required risk assessment for Q1
is complete, making the requirement at
100% compliance through Q1.

* Thetoolused forthe Q1 Risk
Assessmentis called the ECRI Clinical
Risk Management Self-Assessment
Questionnaire - Informed Consent

* Criteria Audited

* Conducted by medical director on
3/9/2026
* 26/43 compliant (60.5%)
* Action Plan to correct other 17
criteria done and under way.
* 12/17 will be corrected with
a policy/form update.
* Goalisto have 75% or fewer action

items open from risk assessments
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Assessment conducted by: Dr. Robin Carter, DO, Medical Director
Q1 Assessment Completed on: 3/9/2026

2026 Q1 Quarterly Risk =~ oewmowas.

areas of highest risk identified:

1. Governance —

. . )
A S S e S S m e n t F | n d I n g S a. # 3: Has the mformed consent process been assessed to determine whether the process facilitates patient understanding of proposed procedures and their risks, benefits,
and alternatives?

1 Assessment Motes: No - This needs to be done
b.  #5c, 5f, 5g: Do the informed consent forms mclude all mandatory CMS elements, including: Name of the provider performing procedure or administering treatment?
Patient or legal representative signature, with date and time? Any State law requirements?
1 Assessment Motes: Mo - Provider signature is included but no mention of the provider prior to the signature, Time needs to be added, and there 15 no mention of
state law requirements.

* ° c. #B8.1: Do the institutional policies and procedures reflect which procedures require informed consent?
1 7 F | n I n S i Assessment Notes: No - Will need to identify which policy will hold this information
d.  #8.2: Do mformed consent policies and procedures reflect the standards of applicable accrediting orgamzations?
1 Assessment Motes: Mo - Policy needs to be written.

e. #9a, 9b, 9¢c, 9d, %, 9f, 9g, %h, 91 Do the policies and procedures: Define what 15 meant by "patient representative” according to state law? Explam when a patient
representative or proxy may be consulted to give consent? Include a list with the hierarchy of decision-makers available to medical and climcal staff (e g, self. legal
representative, parent of a minor child, legal guardian, and health care proxy, etc.)? Define what happens when a patient refuses treatment? Outline exceptions to
obtaining a patient's informed consent? Include the process of obtarning and documenting consent? Identify the method of documenting consent: form, medical record,
progress notes, etc.? Detail the mandatory components of an mformed consent document for your facility? Include the definition and limits of "therapeutic privilege” if
applicable in your state?

1 Assessment Motes: Mo - Policy needs to be written.
2. Andit
a.  #12e: Are audits of patient medical records randomly conducted to ensure proper documentation of informed consent including: Who made the decision (e.g., the patient,
the patient's legal representative)?
1 Assessment Notes: No - Will be added to peer review.
3. Education and Training
a. #14: Is adoption of a "teach back" practice in obtaimng informed consent encouraged?
1. Assessment Notes: No - Will be added to SOP.
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2026 Q1 Quarterly Risk
Assessment Action Plan

6 Activities will correct
and prevent 17 findings
by October of 2026.

Action Plan:

CY25 Goals

Governance

Audit

Education and Training

CY26 ECRI Self-Assessment Tool for Informed Consent -

Findings and Action Plan

CY25 Activities (What, Who, When)

Informed consent process needs to be fully assessed to determine whether the process facilitates patient
understanding of proposed nisks, benefits, and altematives.
Informed consent needs to be inclusive of all CMS elements icluding name of provider, patient and/or legal
representative’s signature, time of signature, and whether there are state law requirements.
Dhscover if the mnstitutional policies and procedures reflect which procedures require informed consent and
reflect the standards of applicable accrediting organizations and then correct if needing correction.
Create a policy that covers the following: Do the policies and procedures: Define what 1s meant by "patient
representative” according to state law? Explain when a patient representative or proxy may be consulted to
give consent? Include a list with the herarchy of decision-makers available to medical and clinical staff (e g,
self. legal representative, parent of a minor child, legal guardian, and health care proxy, etc.)? Define what
happens when a patient refuses treatment? Outline exceptions to obtaining a patient's informed consent?
Include the process of obtaining and documenting consent? Identify the method of documenting consent:
form, medical record, progress notes, etc.? Detail the mandatory components of an informed consent
document for your facihity? Include the defimition and himits of "therapeutic privilege” if applicable in your
state?
o Patient survey or other study needs to be conducted by July 2026 to quantify patient
understanding.
o Study of current practices needs to be conducted by July 2026 to create a new policy and SOP to
address 1ssues discovered.
o Traning needs to be conducted by August of 2026 to align all clinic practices with new policy
and SOP.
o Led by Medical Director and imncluding Operations Manager and Clhinical Office Supervisor to
complete evaluation and develop and implement the new policy by August of 2026 and present
to the Govermng Board by October 2026 for approval.

Peer review process needs to be amended to include ensuring that proper documentation of informed consent
includes who made the decision (e.g, the patient, the patient’s legal represeutatwc]‘?
o Medical Director and/or Operations Manag ovide t

Training process for informed consent to include the “teach back™ method.
o Medical Director and/or Operations Managers will provide training to appropriate team members by
August 2026.

CY25 Performance
3 & 6 Month Follow Up

May 2026 —
Aug 2026 —
Oct 2026 —

3 & 6 Month Follow Up
May 2026 —

Aug 2026 —

Oct 2026 —

3 & 6 Month Follow Up
May 2026 —

Aug 2026 —

Oct 2026 —
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