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Diagnostic providers, including imaging centers and laboratories,
face regulatory complexity with sensitive patient data and cloud-
based technologies. These organizations are uniquely vulnerable
to threats due to the high volume of sensitive data, reliance on
systems including PACS, LIS, and EHRs, and system integrations
with external platforms.

Handling private health data requires compliance with major
regulatory systems. This whitepaper outlines regulatory
requirements, including HIPAA, HITECH, and GDPR, and
additional standards, including HITRUST, ISO/IEC 27001, and FDA
GxP guidelines, highlighting operational safeguards required for
compliance.

Compliance is a strategic necessity with rising cybersecurity
threats and the costly impact of healthcare data breaches. This
whitepaper explores how diagnostic providers can use IT solutions
to meet those obligations and support a culture of patient trust and
privacy while enhancing system efficiency. ECS helps diagnostic
providers stay compliant and secure. See how our healthcare-
specific solutions can support your team.

EXECUTIVE SUMMARY



THE COMPLIANCE LANDSCAPE
IN DIAGNOSTIC AND IMAGING HEALTHCARE

The everyday software diagnostic
providers use pose a significant
cybersecurity risk, as PHI makes these
systems a high-value target for
ransomware and data breaches .
Healthcare data breaches are costly,
averaging $10.93 million per incident and
the highest average data breach cost of
any sector, according to the 2023 IBM
Cost of a Data Breach Report .
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With a growing threat landscape,
complying with healthcare privacy and
security laws is a legal and business
requirement. Patients trust diagnostic
providers with health information, and
maintaining that trust is part of delivering
quality care.

Providers must comply with HIPAA
(Health Insurance Portability and
Accountability Act) and HITECH (Health
Information Technology for Economic and
Clinical Health Act) to encrypt PHI, restrict
access, and track security events. GDPR,
CCPA, and evolving FDA regulations add
to healthcare compliance needs.

Diagnostic labs and imaging centers use
advanced health IT systems, such as
Digital Imaging and Communications in
Medicine (DICOM), Picture Archiving and
Communication Systems (PACS), and
cloud-based diagnostic platforms. These
systems manage, share, and store
complex medical data, including
Protected Health Information (PHI) .1



REGULATORY FRAMEWORKS:

WHAT LAWS APPLY?

HIPAA is key to healthcare data privacy in
the U.S. with a Privacy Rule that guides
how PHI can be used and disclosed, and
a Security Rule that outlines the technical,
administrative, and physical safeguards
necessary to protect PHI . HIPAA
compliance for diagnostic providers
includes encryption of imaging files and
lab results, role-based controls that limit
access, and audit logs for system
activity . Providers found in non-
compliance of HIPAA can face penalties,
including civil fines of up to $1.5 million
per year per violation type. Criminal
penalties may be assessed in cases of
willful neglect or malicious intent .
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HIPAA

Several regulatory frameworks determine
how diagnostic providers, including
laboratories and imaging centers, must
manage, transmit, and store PHI,
particularly electronic PHI (ePHI). These
regulations protect patient privacy and
ensure sensitive data is handled securely.

Enacted in 2009, HITECH incentivizes
meaningful use of electronic health record
(EHR) technology, which can improve
patient care and interoperability . HITECH
also enacted an expansion to HIPAA's
breach notification rule, which requires
providers to notify affected individuals, the
Department of Health and Human
Services (HHS), and the media of data
breaches that affect 500 or more people .
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HITECH

Diagnostic providers that serve European
Union citizens, including telehealth and
multinational clinical trials, are subject to
the General Data Protection Regulation
(GDPR). Providers are subject to strict
consent requirements, data retention and
transfer limitations, and breach
notification requirements within 72 hours .9

GDPR

Diagnostic equipment manufacturers and
laboratories that use FDA-regulated
devices must comply with quality system
regulations and Good Practice (GxP)
standards, which include Good
Laboratory Practices (GLP). These
compliance requirements ensure that
tests and device outputs are reliable,
traceable, and valid .10

FDA and GxP Compliance

Many providers get HITRUST CSF
certification or use ISO/IEC 27001
standards for robust security controls,
although these aren't required. HITRUST
offers an advantage because it integrates
HIPAA, NIST, and other frameworks into a
certifiable standard , and ISO 27001 is a
globally recognized framework for
information security management .
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HITRUST and ISO/IEC 27001

State laws may have additional
requirements beyond federal mandates.
For example, providers serving California
residents must comply with California's
Consumer Privacy Act (CCPA) and
Confidentiality of Medical Information Act
(CMIA) to give patients with greater
control over their health data .13

State-Level Regulations



THE CORE REQUIREMENTS OF
COMPLIANCE

These are policies and organizational
structures defining how healthcare
providers handle PHI including:

Privacy Officer and Security Officer
appointees, as required by HIPAA, who
develop and enforce data protection policies .14

Employee training with regular role-based
training on privacy practices, security risks,
and breach reporting.
Access protocols must follow the minimum
necessary standard with PHI controls tailored
to job responsibilities .15

Policy management involves maintaining and
reviewing documented policies and
procedures to align with current risks and
technologies.

Administrative Safeguards

Diagnostic providers must implement
safeguards to ensure compliance with
HIPAA and related regulations. These
safeguards protect PHI and support
secure workflows in diagnostic
laboratories and imaging environments.

Physical safeguards use access control,
security, and disaster planning to protect
PHI stored in facilities and equipment.

Diagnostic providers must use facility access
controls to limit physical access to areas
where PHI is stored and processed, including
imaging suites, labs, and server rooms.
Devices and workstations must be secured,
including securing portable devices,
maintaining clean desk policies, and using
privacy screens in shared environments .16

Providers must establish and test plans for
operation during disasters or emergencies
such as system outages, cyberattacks, or
natural disasters .17

Physical Safeguards

Providers must use technical safeguards
to secure electronic systems and data.

Encryption at rest and in transit is required for
ePHI, using NIST-recommended protocols
such as AES-256 and TLS 1.2+ .18

Access permissions must be assigned using
role-based access control to minimize
unnecessary access to sensitive data.
Data sent between systems or providers must
be transmitted securely using VPNs, HTTPS,
and encrypted messaging systems.
Systems containing PHI must be able to log
and monitor access to detect unauthorized
access and support incident investigations .19

Technical Safeguards

Third parties handling PHI on behalf of a
provider must sign a BAA, which outlines
their obligations to protect PHI and report
breaches under HIPAA rules . BAAs
typically apply to cloud storage providers,
billing processors, or teleradiology
platforms.
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Business Associate
Agreements (BAAs)

When unsecured PHI is breached,
providers must follow the HIPAA Breach
Notification Rule, which requires them to
notify affected individuals, the Department
of Health and Human Services (HHS),
and, in some cases, the media. Providers
must report to HHS annually for breaches
affecting fewer than 500 individuals .21

Breach Notification Protocols



LEVERAGING IT TO
MEET COMPLIANCE
REQUIREMENTS

Encryption is fundamental under the
HIPAA Security Rule, as healthcare
organizations must encrypt sensitive data
at rest and in transit over networks .
NIST recommends AES-256 for data at
rest and Transport Layer Security (TLS)
1.2+ for data in transit . These protocols
are particularly important for DICOM files,
lab reports, and stored backup archives.
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Data Encryption

Information technology is essential for
compliance with HIPAA, HITECH, and
related frameworks. Robust IT strategies
from encryption to automation ensure
confidentiality, integrity, and availability of
OHI while reducing the risk of human
error and operational downtime.

Using access management systems
minimizes the risk of healthcare data
breaches. These systems include Identity
and Access Management (IAM) that verify
user identity and manage permissions,
Role-Based Access Control (RBAC),
which restricts access to only the
minimum necessary information to align
with HIPAA's privacy principle , and
Multi-Factor Authentication (MFA), which
adds a second or more layer of security
such as a token or biometric factor .
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Access Management

and examine activity in information
systems with PHI , which can be
achieved using audit logs and Security
Information and Event Management
(SIEM) tools. These tools can quickly
identify suspicious behavior and provide
visibility into user activity, access, and
potential anomalies, such as unusual file
downloads or login attempts.
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As diagnostic providers increasingly rely
on cloud platforms, these environments
must be configured properly for HIPAA
compliance. Frameworks such as the
AWS Well-Architected Framework for
least privilege access, automated threat
detection, and encrypted data storage
can achieve this . Providers can further
reduce risk by using Cloud Security
Posture Management (CSPM) tools to
scan for misconfigurations, exposed data
buckets, and access policy violations .
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Secure Cloud Infrastructure

Complex IT environments require
automation tools to scale, typically using
risk scoring engines to assess system
vulnerabilities, misconfigurations, or policy
violations. Using an automated
compliance platform, providers can
enforce controls including mandatory
encryption, access logging, and data
retention while flagging violations in real
time and enabling protective remediation
before breaches occur . Artificial
intelligence (AI) is increasingly used to
scan data and automatically detect and
classify PHI to prevent exposure from
overlooked or improperly stored files. AI
can also automate compliance reporting
and trigger alerts for potential violations .
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Automated Compliance

HIPAA requires hardware, software,
and/or procedural mechanisms to record

Audit and Monitoring



RISK MANAGEMENT AND
SECURITY ASSESSMENTS

Security Risk Assessments (SRAs)
formally evaluate how effectively an
organization protects PHI and periodic
SRAs are required by the Office for Civil
Rights (OCR). SRAs must be updated in
response to new technologies,
operational changes, and emerging
threats . SRAs for diagnostic providers
ensure that PACS, LIS, and EHR meet
minimum security standards.
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Routine Security Risk
Assessments (SRAs)

Proactive risk management is key to healthcare IT compliance for diagnostic and imaging
providers operating in a high-volume and high-risk environment. Regular evaluations of
administrative, technical and physical safeguards to protect PHI are required by HIPAA's
Security Rule . With security assessments, providers can identify vulnerabilities before
exploitation while ensuring compliance with HIPAA, HITECH, and HITRUST.
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Diagnostic providers can extend beyond
what's required for SRA to conduct
additional technical evaluations, including
vulnerability assessments to scan
infrastructure, penetration testing to
simulate real-world attacks, and code
scanning to detect security flaws .33

Vulnerability Assessments

HIPAA requires documentation of security
assessment findings and development of
a risk remediation plan , which should
outline mitigation strategies, assign
responsibilities, and set resolution
deadlines. This documentation can
demonstrate good faith efforts to comply
and may help providers mitigate penalties
in a breach or audit.
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Documentation and Risk
Remediation

Medical IoT devices, such as MRI
machines, CT scanners, and analyzers,
are prime targets for attacks, frequently
operating on legacy systems and lacking
the ability to receive regular security
patches . These systems can be
safeguarded with endpoint security
platforms, network segmentation, asset
inventories, and real-time monitoring.
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Secure Endpoints and Devices



THE ROLE OF
MANAGED SERVICES PROVIDERS
Diagnostic providers must address
technical infrastructure and human
elements to maintain regulatory
compliance and protect patient data.
Using a Managed Service Provider (MSP)
can enable providers to establish and
maintain secure and compliant
operations. Many small and mid-sized
diagnostic practices lack the resources to
maintain in-house IT security teams and
24/7 monitoring, but MPSs and Managed
Detection and Response (MDR) providers
can fill the gap with continuous
surveillance, threat response, and
compliance automation, particularly in
using PACS, LIS, and EHR .36

MDRs detect anomalous behavior in real
time to enhance security and identify
threats such as credential misuse or data
exfiltration. Using an MDR can help fulfill
HIPAA Security Rule requirements for
ongoing PHI protection .Some MSPs
offer cloud environments and tools
specifically built for HIPAA compliance,
automating policy enforcement,
continuously monitoring infrastructure,
and delivering audit-ready dashboards.
These services allow imaging and lab
providers to meet compliance objectives
with minimal operational complexity .
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An MSP can also support a workplace
culture of compliance, fulfilling HIPAA-
mandated requirements for privacy and
security training . MSPs can train staff
with role-specific education to use secure
communication channels, recognize
phishing attempts, and properly manage
access credentials . MSPs can also train
staff to report incidents and ask questions
for accountability and establish a
supportive compliance culture to reduce
violations and reinforce secure behavior .
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Compliance is an ongoing commitment, and as threats evolve and
regulations shift, diagnostic providers should use expert support to
stay secure and compliant. ECS supports healthcare organizations
with managed services, real-time monitoring, and healthcare-
focused compliance solutions.

ECS helps diagnostic providers stay compliant and secure. See
how our healthcare-specific solutions can support your team.

CONCLUSION
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