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HIPAA Compliance
A Blueprint for Safeguarding
Electronic Protected Health

Information (ePHI)

The Architecture of

Operational Framework &
Regulatory Reference Guide

O

improve your security posture
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The Watchdogs (Regulators)

\

" HHS Office for Civil Rights
. (OCR) for civil compliance

)

| Office of Inspector General

=

(OIG) for fraud

]

L

' Department ofdustice(DOJ)_j
W

for criminal prosecution.

7

' Providers,
Health Plans, and
‘ Clearinghouses.

The Creators & Users
(Covered Entities)
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Electronic Protected Health
Information (ePHI)

Requires Confidentiality,
Integrity, and Availability

2

Third-party
vendors

with ePHI.

(Cloud hosts, '
billing, IT support)
interacting

The Service Network
(Business Associates)
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The Four Pillars of HIPAA

Privacy Rule

Establishes patient rights and
limits unauthorized use or
disclosure of PHI. (Applies
directly to Covered Entities).

Breach Notification Rule

Dictates the 60-day timeline
and protocol for assessing and
reporting compromised data.

Security Rule

Mandates specific physical,
technical, and administrative
safeguards to protect
electronic PHI (ePHlI).

Enforcement &
Omnibus Rules

Defines the tiered financial

and criminal penalties and
explicitly extends direct liability
to Business Associates.




Who Must Comply? (CE vs. BA)

Covered Entities (CE) Business Associates (BA)

Definition Definition

Third-party vendors that
create, receive, maintain, or
transmit PHI on behalf of a
CE.

Organizations directly
regulated by HIPAA that
conduct standard electronic
administrative transactions.

Bl AN The BAABridge WA IN

A required legal contract that
ensures the BA assumes direct
liability for protecting the CE's data.

Examples
Cloud storage (AWS/Azure),

Examples
Hospitals, physician practices,

Medicare/Medicaid, MSPs, billing companies,
commercial insurers, legal counsel, secure
clearinghouses. shredding services.

20/05/26 Data Confidential (DCO) 4



Anatomy of a Business Associate Agreement

Permitted Uses

Strictly limits PHI to the
minimum necessary for the
contracted service. Prohibits
unauthorized secondary
data use.

e
Subcontractor Flow-Down

Requires the BA to bind any _
of their own subcontractors to @
the exact same HIPAA m

protections. —{ ARTICLE V: GENERAL PROVISIONS

/o —
Incident Reporting

BUSINESS ASSOCIATE AGREEMENT 5
Data Destruction

ARTICLE I: DEFINITIONS | Requires verified sanitization
ﬂ E— ) of backups and return or
I

destruction of all PHI upon
contract termination.

ARTICLE II: OBLIGATIONS

Audit Rights
E

Grants the Covered Entity
the right to inspect risk
analyses and ongoing

el  ARTICLE [11: PERMITTED USES }

ARTICLE IV: TERM & TERMINATION

.

) SeCUTity assurances.
e . '\/:> :';/7/:;.\-7’—-7
Mandates notification COVERED ENTITY BUSINESS ASSOCIATE
" . F
without unreasonable (¢ ' ))
delay" if unsecured PHI g )
2 (} {1
is breached.

yd 1
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The Security Rule Triad

Administrative

Safeguards Protect ePHI Confidentiality, Integrity,
and Availability.
Physical Administrative Safeguards
Safeguards 7 The “Rules & People” — Security !
Bo0|- N management processes, training, and
B0 o (G  risk assessments. 4
all A — = *
&« Technical Physical Safeguards
4 Safeguards T The “Buildings & Devices” — Facility
=8 access, workstation security, and )
o (S h lifecycle. S
@ k ardware lifecycle P !
g Le=se Technical Safeguards
> The “Systems & Networks” — Access
| controls, encryption, and audit logs.
Note on Implementation: Standards are either

——— "Required” (mandatory) or "Addressable” (must
impiement or document an equivalent alternative).
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Dashboard: Administrative Safeguards

Conduct an annual, comprehensive
assessment to identify
vulnerabilities to ePHI and track

remediation plans. I

Risk Analysis & Management

Security Personnel

Appoint a designated Security
Officer responsible for the
development and execution of all

Workforce Training & Sanctions

Implement regular security
awareness training (e.g., phishing
simulations) and enforce strict

sanctions for policy violations.

HIPAA policies.

3
!
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J
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Contingency Planning

Establish defined RTO/RPO
(Recovery Time/Point Objectives),
disaster recovery plans, and

p

emergency mode operation k
protocols.
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Dashboard: Physical Safeguards (Facility & Access)

| |

— e ———r E: A S SN K NN g
” ‘ ‘ 1] = Workstation Use Policies
— : Position monitors away from
| avie— | — R hoon public view. Enforce
: op: R ) —>) | automatic screen lockouts
Facility Access Controls N D@ FENE and prohibit ePHI storage
Utilize badge or biometric = . - « | gn unseclzureg. B
systems to restrict entry to @@f o ” j [k PI=ONatiaea. —
server rooms and sensitive = ] ! /4
records areas. e S O © 5.6
N L2 i = A\ e—
Maintain strict gya "' 'l"i o | ‘o 0o | mmo : o\
visitor sign-in and '\ L2 /)" = e e T 3l Data Center Security
/| ¢ escort logs. e . OFFICE O (For applicable entities)
I i 4 @ ]
OQ OQ '—>) Layered physical barriers,
] =—= CCTV surveillance, and
RECEETION ]° 60 environmental protections |
A & against fire and flood. @ @
' ;EJl Y L, i /4
8
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Dashboard: Physical Safeguards (Device & Media Controls)

Hardware Lifecycle Timeline

) _ = =)

1. Inventory
Management

Maintain centralized
tracking of all laptops,
desktops, USBs, and
backup tapes handling
ePHI.

2. Chain of Custody

Log every transfer,
relocation, or assignment
of hardware.

3. Data Backups 4. Secure Disposal

Replace hardware on a
standard S-year lifecycle.
Mandate DoD-compliant
data wiping, degaussing, or
physical shredding before
any device leaves the
organization.

Create exact, retrievable,

encrypted offsite backups
before moving or servicing
any equipment.

i mnm N < amn

&t \ 7 8 <3 < -
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Dashboard Technical Safeguards (Access & Integrity)

Authentication

[ N N
Role-Based
Access Control
(RBAC)

1 e

Endpoint
" Protection

USER

7
\‘:
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Enforce complex password K
policies and Multi-Factor
Authentication (MFA) for
all remote and

privileged accounts.

Land detect anomalies.

" Audit & Logging o>

Utilize centralized log
management (SIEM) to
track system activity,
monitor access trails,

Grant system access strictly
based on the user’s role
(Least Privilege).

Audit regularly for
excessive access.

Replace traditional antivirus |

with modern Endpoint
Detection and Response
(EDR) tools.

Move toward a Zero Trust /
architecture.

10

SECURE
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Dashboard: Technical Safeguards (Transmission & Encryption)

Data at Rest

Data at Rest

Encrypt all laptops, mobile devices, thumb drives, and cloud
storage to NIST 800-111 standards.

Remote Access & Networks

Mandate secure VPNs or secure Remote Desktop Protocols (RDP)
for remote work. Implement Intrusion Detection/Prevention ©)

Systems (IDS/IPS) at the firewall.
|
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Data in Transit =

Data in Transit

Protect ePHI transmitted over electronic networks. Utilize
end-to-end encryption meeting NIST 800-52 standards.

Secure Communications

Utilize highly filtered, encrypted email solutions. Own and manage
email domains to prevent spoofing.

| |




Trigger: A compromise of
security or privacy of PHI.

The Breach Notifi

"

=

The 4-Factor Risk Assessment

v/ Nature of Data:
What identifiers were involved?
Is re-identification likely?

v/ Unauthorized Party: Who

accessed the information?

V| Extent of Exposure: Was the PHI
actually viewed or acquired?

v/ Mitigation: To what degree was
the risk mitigated?

=

i

cation Assessment _

Sl

If risk of compromise is NOT low,
Covered Entities must notify

_ affected individuals and HHS within -

¢ 60 days. Business Associates
_ . must notify the CE within
60 days.

|
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Im Unintentional, good-faith access by an authorized employee within the scope of their authority.
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The Enforcement
Hierarchy

Level 3: U.S. Department of Justice (DOJ)

* Focus: Criminal prosecution.

» Action: Handles violations involving willful
misuse, false pretenses, or malicious intent
for personal gain.

Level 2: OIG - Audit and
Criminal Investigations

» Action: Escalation point for failed OCR
resolutions. Enforces Corporate Integrity
and healthcare agreements.

Level 2: HHS Office of Inspector General (OIG)

e Focus: Fraud, waste, and systemic abuse.

 Action: Escalation point for failed OCR resolutions.
Enforces Corporate Integrity Agreements and exclusion
from federal healthcare programs.

Level 1: HHS Office for Civil Rights (OCR)

» Focus: Civil compliance, audits, and investigations.
 Action: Issues civil monetary penalties, corrective action
plans, and resolution agreements.
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The Escalating Cost of Failure

Culpability Civil Fines (OCR) Criminal Prison Terms (DOJ)
Tier 1: Unknowing $100 - $50,000 per violation. | Up to 1 year (Willful misuse
(Reasonable Diligence) without malicious intent).
Tier 2: Reasonable Cause $1,000 - $50,000 per Up to 5 years (Acting under
(Should Have Known) violation. false pretenses/credentials).
Tier 3: Willful Neglect $10,000 - $50,000 per [Blank or N/A]

(Corrected in 30 days) violation.

Tier 4: Willful Neglect $50,000 per violation (Annual Up to 10 years (Intent to sell,

(Uncorrected) Cap: $1.5 Million). personal gain, or malicious
harm).

(Note: The DOJ interprets “knowingly” as knowing the action occurred, not necessarily knowing the action violated HIPAA).




The Blueprint in Action: A Culture of Compliance

/__>\

S

Know Your Role ¢ \

Clearly define boundaries and
liabilities between Covered
Entities and Business
Associates using strict BAAs.

/—. Anticipate the Breach
Maintain rigorous inventory,
rapid incident response

protocols, and strict adherence
to the 60-day notification rule.
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\—« Govern with Diligence

HIPAA compliance is not a
static checklist; it is an ongoing,
documented posture of risk
management defending

against the escalating
consequences of failure.

Build the Defense ¢ /

Integrate Administrative
policies, Physical barriers, and
Technical systems into a single,
cohesive architecture.

Administrative

\
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