Navigating Up-to-date Trends and Regulations



Offer flexible, interactive, and
portable solutions that are both
accurate and user-friendly.

X

Enhance organizational
efficiency and productivity
through streamlined
administrative processes.

Narrow the gap between patients
and healthcare professionals,
Improving reliability and
accessibility of care.

Positively impact patient
outcomes with innovative
approaches.
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Sensitive Aspects Managed by
Health-tech Regulation in 2024

As technology continues to integrate with healthcare, bringing numerous benefits,
It also presents several challenges. In 2024, the primary areas of concern in health-

tech regulation include:

Q)

Ensuring Equitable Access

Guaranteeing that health
technologies are accessible to
all, regardless of
socioeconomic status or
geographical location.

v,
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Robust Data Security

Implementing stringent
security measures to protect
sensitive health data against
breaches and cyber threats.

0%

Strict Privacy Standards

Upholding high standards of
data privacy to ensure patient
Information is kept confidential
and used ethically.

Additionally, in 2024, there is an emphasis on:

Transparency in Al Decision-Making:
Ensuring that Al-based healthcare
solutions are transparent and
explainable, particularly in diagnostic
and treatment recommendations.

The focus in 2024 is not just on adopting
technological solutions but also on
proactively addressing these sensitive issues.
This approach aims to foster responsible,
secure, and inclusive development in the
digital health sector. Let's examine the major
domains within health-tech that require
specific compliance in the United States.
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Critical Health-Tech Domains
Seeking Compliance in 2024

In 2024, several health-tech domains in the U.S. healthcare sector require strict
regulatory and tech compliance, including industrial standards such as HIPAA, ISO,
IEC 62304, HL7, and more. Adherence to these regulations is crucial for the safe and
effective integration of technology in healthcare.

A

- L

Al & ML in Patient Care

LV

Personal Health Apps Robot-assisted Surgery

For individual health
monitoring, educational
purposes, and preventive
measures.

Enhancing surgical
precision and outcomes.

Improving diagnosis,
treatment, and drug
development.

Which area is the best to enter the health-tech niche with a product if you 1
lack a deep technological base and expertise? Find out in the next chapter.

Access to Digital Health
Records

Ensuring immediate
availability of patient data.

Q
Data Analytics

Utilized for improving
organizational efficiency
and management within
healthcare settings.

Clinical Workflow
Automation

Streamlining routine
healthcare processes.

P

Patient-Doctor
Communication
Platforms

Platforms that enable
direct and immediate
communication between
patients and healthcare
professionals.
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Low-Barrier Compliance in
Health-Tech Sectors

Telehealth and mHealth applications strike a favorable balance between
potential project value and less complex regulatory requirements.

— By less complex compliance requirements, we refer to adherence to HIPAA,
additional standards like PCI-DSS, and general regulations such as GDPR/CCPA.

The specific set of rules to follow depends on your mHealth solution's model,
including whether it involves devices or is part of a device system.

The global telehealth market, valued at USD 101.2 billion in 2023, with the United
States accounting for about USD 35 billion, is projected to expand at a compound
annual growth rate (CAGR) of 24.3% from 2024 to 2030. The increasing demand for
remote healthcare services fuels this growth trajectory.

Why telehealth is so promising? It caters to the demands of
modern, busy lifestyles, allowing individuals to address minor
health concerns without the need to visit a medical office.

U.S. Telehealth Market. Size, By Product Type, 2020 - 2030 (USD Billion)

.~ Hardware [ Software [ Service

~23.4 %

U.S. Market CAGR
2023 - 2030
$35|3 . .
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Are you planning to enter the health-tech market in 20247 It's a lucrative time to join, but be aware of the conservative nature of medical data. 1
Let's explore the most popular types of mHealth applications that have exceptional potential in 2024.
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Top 10 Most Popular Ideas of mHealth Applications

If you're still seeking ideas for your health-tech project in 2024, here are the top 10 ideas you may use in your future project
(most of them come with minimal compliance requirements including HIPAA and sometimes HL7).

1 Fitness Trackers and 22 Nutrition and Diet Apps 3 Mental Health and 4 Telemedicine Apps 5 Medication Reminders
Wellness Apps Track food intake, calories, Mindfulness Apps Enable virtual consultations and Management Apps
Monitor physical activity, and offer diet plans and Provide resources for stress with healthcare Help users track and
steps, calories burned, and nutritional advice. reduction, meditation, and professionals for diagnoses manage their medication
provide workout routines. managing mental health and medical advice. schedules, doses, and refill

conditions like anxiety and reminders.
depression.

6 Chronic Disease "/ Pregnancy and 8 Personal Health 9 Sleep Trackers and Apps 1 () Smoking Cessation Apps
Management Apps Childcare Apps Record Apps Monitor sleep patterns and Offer support and tools to
Specifically designed for Track pregnancy stages, Allow users to store and provide insights and tips for help users quit smoking,
managing chronic offer childcare tips, and manage their personal Improving sleep quality. Including progress tracking
conditions like diabetes, monitor developmental health information, including and motivational aids.
hypertension, and heart milestones. medical history, lab results,
disease. and doctor's notes.

Which of these application ideas is your favorite? Are you interested in developing one of them? Before jumping into the business, equip yourself not @
only with technology but also with a thorough understanding of key regulations such as PHI and HIPAA. You can learn more about mHealth apps from here.



https://tateeda.com/blog/mhealth-app-development-the-ultimate-guide
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PHI and HIPAA: Foundations
of Healthcare Software
Development in the U.S.

Secure Handling of Protected Health Information (PHI)
Country: United States
Initiated: 1996

Security reports show healthcare records valued at up to $250 in darknet markets.

U.S. authorities rigorously enforce patient data security, imposing strict penalties
for HIPAA violations. Fines can range from thousands to $1.5 million per incident. For
instance, in 2016, Advocate Health Care Network in lllinois received a hefty $5.5
million fine, marking one of the largest HIPAA breach penalties at the time.

Improper handling of patient data in software can lead to significant fines or
potential imprisonment, making it crucial for health-tech solutions to comply
strictly with PHI standards and understand different PHI types to safeguard patient
data securely.

Common types of PHI include:

Full Name and Demographics

Including birth date, marital
status, and contact information.

Health Insurance Information

Policy numbers, claims, and
billing information.

Biometric Identifiers

Fingerprints, retinal scans, and
voice recordings.

Medical Test Results

Laboratory test results, X-rays,
and other diagnostic data.

Email Addresses

Especially when linked with
medical records.

Medical Records

Detailed patient health history,
diagnoses, medications, and
treatment plans.

Social Security Number

Often used for identification
and insurance purposes.

Full-face Photographic
Images

and any comparable images.

Personal Identification
Numbers

Such as a driver's license
number.
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Ensuring Patient Data Security with HIPAA Compliance
Country: United States
Established: 1996 (Updated in 2021)

HIPAA requires entities to enforce administrative, physical, and technical measures
for patient data security. These safeguards limit access to authorized individuals,
ensuring the confidentiality of patients’ PHI and preventing unauthorized use or
disclosure.

These features are fundamental to ensuring that health-tech software meets HIPAA
standards, providing necessary safeguards to protect patient information.

You can learn more about HIPAA-compliant apps from here 4

Feature

Purpose

Data Encryption

Protects data at rest and in transit, making
It unreadable if accessed unauthorizedly.

Access Controls

Ensures only authorized personnel access
PHI, often through multi-factor
authentication.

Audit Trails

Logs access and actions related to PHI for
monitoring and review.

Data Integrity
Controls

Maintains accuracy and completeness of
PHI, preventing unauthorized alteration or
destruction.

Automatic Logoff

Prevents unauthorized access by
terminating sessions after inactivity.

Disaster Recovery
and Data Backup

Protects against data loss, ensuring data is
regularly backed up and recoverable.

Data Transmission
Security

Secures PHI transmission over networks,
guarding against unauthorized
interception.

Regular Security Risk
Assessments

|dentifies and mitigates potential
vulnerabilities and risks to PHI.


https://tateeda.com/blog/how-healthcare-software-is-developed-for-secure-hipaa-compliance
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Other Key Healthcare Standards for
Secure and Effective Health-tech Solutions

PCI-DSS for Secure Payment
Processing

The Payment Card Industry Data Security
Standard (PCI-DSS) is crucial for health-
tech solutions handling payment
transactions. It sets the operational and
technical standards to protect cardholder
data, ensuring secure payment processing.
Adherence to PCI-DSS is essential for
safeguarding sensitive financial information
and maintaining trust in health-tech
payment solutions.

DICOM Compliance in Imaging
Software

Adhering to the Digital Imaging and
Communications in Medicine (DICOM)
standards is vital for radiology and medical
Imaging software. DICOM ensures the
precise handling, storage, and transmission
of medical imagery and associated data.

FHIR for Healthcare Data
Interchange

Fast Healthcare Interoperability Resources
(FHIR) is more than a regulatory
requirement; it's a standard for exchanging
healthcare information electronically. FHIR
defines APIs crucial for the seamless
exchange of medical data. Learn more
about the HL7 standards from this article.



https://tateeda.com/blog/hl7-integration-how-to-build-interoperability-interface-for-your-healthcare-systems
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ISO 14971 and Risk
Management

ISO 14971 sets out the guidelines for risk
management concerning medical devices,
including software. It's essential to conduct
comprehensive risk assessments and
iIntegrate risk mitigation tactics throughout
the software development life cycle.

CDA and CDS Hooks for EHRs

The Clinical Document Architecture (CDA)
establishes a structured layout for clinical
documentation. Concurrently, Clinical
Decision Support Hooks (CDS Hooks)
facilitate the integration of external clinical
decision support services within Electronic
Health Records (EHRs) and other
healthcare applications.

IEC 62304 Compliance in
Software Development

IEC 62304 details the necessary processes
for the life cycle of medical device
software. This encompasses software
design, verification, validation, and ongoing
maintenance. Complying with IEC 62304 is
key to ensuring that software adheres to
industry regulations.
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Strategic Approaches to
Compliance in Healthcare
Software Development

Meticulous Planning and
Thorough Documentation

Engage in meticulous
planning and thorough
documentation from the
outset of the software
development lifecycle.
Detail how your software
aligns with relevant
standards and regulations,
ensuring clarity and
precision in compliance.

2 Focused Quality

Assurance and Rigorous
Testing

Establish a robust
framework for quality
assurance, tailoring it
specifically to meet
compliance demands.
Regular testing is essential
to confirm adherence to
established standards and
to ensure the software
performs as intended.

Navigating the complex landscape of healthcare software compliance transcends
mere regulatory adherence. It forms the foundation for ensuring patient safety,
securing sensitive data, delivering quality care, and upholding the integrity and
reputation of healthcare institutions.

For healthcare organizations and mHealth developers, integrating compliance is
essential for protecting patient health, building trust, fostering innovation, and
preventing data breaches and security incidents.

Secure Coding Practices

Implement a routine for code

audits, allowing for the early
detection and rectification
of compliance-related
Issues. Foster a culture of
secure coding within your
development team to
minimize vulnerabillities.

3 Regular Code Audits and /. Structured Version

Control and Systematic
Change Management

Employ structured version
control and systematic
change management
protocols. These
procedures are vital for
meticulously tracking and
documenting all
modifications, guaranteeing
that each change aligns
with compliance standards.

By incorporating these strategies, health-tech and mHealth app developers can navigate compliance
complexities, ensuring their applications meet regulatory standards and enhance healthcare service delivery.

5 Proactive Compliance

Monitoring and Swift
Remediation

Adopt a proactive stance in
monitoring software
compliance continuously
throughout the
development phase. Quick
Identification and
remediation of any
compliance discrepancies
are imperative to maintain
the software's integrity and
compliance posture.
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Wrap-up

As digital health transforms the healthcare sector, mastering the evolving regulatory
landscape, especially concerning sensitive PHI, becomes crucial. If you're brimming
with innovative health-tech ideas but lack a robust team for software
Implementation, partnering with experts who understand the latest compliance
trends is key.

TATEEDA is at the forefront, providing specialized medical software compliance
consulting and HIPAA-compliant development services. Whether it's team
augmentation or complete project outsourcing, we excel in crafting solutions that
comply with HIPAA, HL/, and PCI-DCC standards, ensuring your health-tech projects
are not only innovative but also fully compliant.






