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HIPAA SOP Rewrite for Clinical Engineering

The Problem:

The original SOP for handling HIPAA-protected equipment in Clinical
Engineering was outdated, overly technical, and not user-friendly. It lacked
clear structure, plain language, and actionable guidance for technicians
working with networked or data-storing medical devices.

The Fix:

| rewrote the SOP with a focus on clarity, usability, and audit readiness. The
new version breaks down each section into task-focused instructions that
align with real workflows. | used subheadings, bulleted steps, and
documentation prompts to make the content scannable and easy to reference
during service events, onboarding, or decommissioning.

The Impact:

o Gave HTM staff a usable guide for protecting ePHI on medical devices

» Improved audit prep by embedding logging and sanitation checkpoints

Rewriting a HIPAA SOP for Clarity, Compliance, and Audit Readiness



o Supported cross-functional compliance by aligning with IT and privacy
protocols

» Reinforced a documentation standard that balances policy with practicality
Tools & Context:
o Based on prior work in healthcare technology management

o Updated for portfolio use, reflecting best practices in internal
documentation

» Emphasizes CMMS tagging, policy enforcement, and Joint Commission

readiness
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SECTION 1: IDENTIFYING EQUIPMENT
THAT CONTAINS ePHI

Staff must be able to recognize which
medical devices store, transmit, or
process ePHI. This includes:

o Monitors with patient demographic
data

» Imaging equipment with internal
storage (e.g., ultrasound, CT)
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o Devices connected to a PACS, EMR,
or hospital network

Action: When onboarding new
equipment, Clinical Engineering must log
whether the device stores or transmits
ePHI. If yes, document the storage
location and any encryption features.

SECTION 2: ACCESS CONTROLS &
PASSWORD MANAGEMENT

If a device uses logins, passwords, or
access levels:

e Ensure default credentials are
changed upon install

e Record user roles and permission
tiers (e.g., tech, admin, clinician)

» Document how access is granted,
modified, or revoked

Action: Maintain a log of devices with
local access controls. Ensure policies
exist for offboarding user accounts
during turnover.

SECTION 3: PROTECTION DURING
SERVICE EVENTS

During repair or inspection, do not:

e Access or review stored patient data
unless required

» Remove devices from secure areas
without supervisor approval

o Leave devices unattended in public
or unsecured spaces

Action: Use service loaners when
extended downtime is required. Log all
data-handling activities in the work
order.

SECTION 4: DECOMMISSIONING OR
TRANSFERRING EQUIPMENT
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Before retiring or relocating a device:

e Confirm all ePHI has been
permanently removed or overwritten

» Note the data wipe method (factory
reset, DoD wipe, physical
destruction)

« If the device cannot be wiped, label it
and store securely until disposal

Action: Attach data sanitation proof
(report or vendor documentation) to the
decommissioning work order.

SECTION 5: INCIDENT REPORTING
If a potential HIPAA breach is discovered:

e Report immediately to the Privacy
Officer and Clinical Engineering
Supervisor

» Include what was accessed, how,
and any patient data potentially
exposed

* Do not attempt to resolve the breach
alone

Action: Follow internal incident response
protocols and cooperate with
IT/Compliance investigations.

MAINTENANCE & AUDIT PREP:

This SOP is reviewed annually. Staff
must complete HIPAA equipment
handling training every two years or
when significant policy changes occur.

Documentation Tip: Ensure every
device tagged for HIPAA relevance has
supporting logs and sanitation records in
the CMMS.



