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Executive Summary
The healthcare technology sector—especially early-stage startups handling patient data—faces immense

regulatory and security challenges. The Health Insurance Portability and Accountability Act (HIPAA) establishes

U.S. legal requirements for safeguarding Protected Health Information (PHI) ([1] www.cms.gov). Any startup that

uses, transmits, or manages PHI (even indirectly) must implement administrative, physical, and technical

safeguards to protect that data ([2] www.hhs.gov) ([3] www.hhs.gov). Failing to comply carries stiff penalties:

recent enforcement actions include settlements of hundreds of thousands of dollars (e.g. a $600,000 OCR

settlement involving nearly 200,000 records ([4] www.hhs.gov)) and civil fines well into seven figures (e.g. a

$1.19M penalty for a breach affecting 34,310 patients ([5] www.arnoldporter.com)). Alarmingly, breaches are

growing: one study found 725 healthcare data breaches in 2023, exposing 133 million records, nearly double

the prior year ([6] sprinto.com). The financial stakes are huge: IBM/Ponemon report the average breach cost in

healthcare was about $9.8 million in 2024 ([7] www.healthcaredive.com). In this environment, proactive

compliance is critical not only as a legal necessity but as a business imperative.

Beyond HIPAA’s baseline mandates, healthcare organizations often pursue additional frameworks to

demonstrate robust security. The most pertinent are AICPA SOC 2 (an industry-wide audit standard) and

HITRUST CSF (a healthcare-focused certification). SOC 2 is an attestation by certified auditors that a service

organization meets controls in one or more of the five Trust Services Criteria (Security, Availability, Processing

Integrity, Confidentiality, Privacy) ([8] secureframe.com) ([9] www.pivotpointsecurity.com). HITRUST, by contrast, is

a comprehensive certifiable framework created specifically for healthcare, combining HIPAA requirements with

numerous other standards (e.g. NIST, ISO, PCI) into a unified set of controls ([10] chartrequest.com). Importantly,

while HIPAA itself does not have a “seal of compliance,” achieving SOC 2 and/or HITRUST certification can serve

as powerful evidence of a startup’s security posture. Industry analysts note that these frameworks “align with

HIPAA” and “provide credible evidence of compliance” during audits and vendor reviews ([11]

chartrequest.com). Indeed, many large healthcare customers and payers require SOC 2 or HITRUST certification

from their technology vendors as preconditions for doing business.

In this report, we provide a detailed examination of HIPAA for startups and a deep comparative analysis of SOC

2 versus HITRUST in healthcare. We cover the historical and regulatory context, key requirements, technical and

organizational controls, enforcement trends, and data-driven risks. We explain when and why startups should

focus on HIPAA compliance, and how frameworks like SOC 2 and HITRUST fit into their security strategy. We

compare SOC 2 and HITRUST in terms of scope, process, deliverables, costs, and industry applicability. We

present real-world examples, enforcement cases, and research findings to illustrate the landscape. Finally, we

discuss future directions (e.g. new OCR rulemaking, AI/ML in healthcare) and draw evidence-based conclusions

on best practices. Every factual claim is backed by authoritative sources throughout.

Introduction and Background

HIPAA History and Structure

The Health Insurance Portability and Accountability Act (HIPAA) of 1996 established the first broad national

standards for protecting medical information in the United States ([1] www.cms.gov). HIPAA’s Privacy Rule (

finalized 2002; effective 2003–2005) created comprehensive requirements on how “covered entities” (health

plans, healthcare providers and clearinghouses) may use, disclose, and safeguard individuals’ protected health

information (PHI) ([1] www.cms.gov). As CMS notes, HIPAA “establishes national standards to protect individuals’
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medical records and other personal health information” and even grants patients rights to access and correct

their data ([1] www.cms.gov). The HIPAA Security Rule (published 2003; compliance required by 2005)

complements the Privacy Rule by requiring covered entities to implement administrative, physical, and

technical safeguards to ensure the confidentiality, integrity, and availability of electronic PHI (ePHI) ([3]

www.hhs.gov). HHS emphasizes that all covered entities and their business associates “must follow [HIPAA

Privacy, Security, and Breach Notification] rules to protect PHI” ([2] www.hhs.gov). In practice, this means

organizations handling PHI must conduct risk assessments, install access controls (e.g. user IDs, audit logging,

encryption), develop security policies and training programs, and implement breach-notification protocols,

among other requirements ([2] www.hhs.gov) ([3] www.hhs.gov).

HIPAA does not offer a government-issued “certification.” Compliance is mandatory by law, and proof of

compliance is demonstrated only by passing data security audits, complying with OCR inquiries, or (if violations

occur) negotiating settlements. Nonetheless, the complexity of HIPAA’s rules has spawned commercial

frameworks to help organizations structure their programs. Notably, the HITRUST Common Security

Framework (CSF) was explicitly designed to codify HIPAA (along with other standards) into a single control set,

and companies can earn a HITRUST certification as evidence of their HIPAA compliance efforts ([10]

chartrequest.com). Likewise, a SOC 2 audit (from the AICPA) can be used to demonstrate that an organization

has controls aligned with HIPAA’s objectives (e.g. security and confidentiality).

Over time, Congress and HHS have strengthened HIPAA. The HITECH Act of 2009 (part of ARRA) broadened

enforcement, mandated breach notifications, and extended HIPAA obligations explicitly to business associates

(BAs) of covered entities. As a result, now business associates (e.g. software vendors, data hosting providers,

consultants) are themselves liable for HIPAA compliance. The Office for Civil Rights (OCR) within HHS enforces

the regulations and may impose civil monetary penalties for violations. Enforcement has ramped up in recent

years: for example, in 2024–2025 OCR settled multiple cases. In October 2024, OCR required payments totaling

$490,000 from two providers (Cascade Eye & Providence Medical) for ransomware-related HIPAA breaches

([12] www.techtarget.com). In early 2025, OCR settled with PIH Health, Inc. for $600,000 after a phishing attack

exposed ~200,000 records ([4] www.hhs.gov).Also in late 2024, OCR announced a proposal for a $1.19 million

civil penalty against a Florida clinic following a mid-2018 breach involving 34,310 patients ([5]

www.arnoldporter.com). As OCR notes, hacking and ransomware “is one of the most common types of large

breaches” in healthcare ([13] www.hhs.gov).

From an enforcement perspective, these examples illustrate the high stakes for any entity handling PHI. A recent

Ponemon Institute study found that healthcare data breaches are by far the costliest: the average breach cost

in healthcare was nearly $9.8 million in 2024 ([7] www.healthcaredive.com) (over 10% higher than the next-

highest industry). In practice, especially for startups, even a single HIPAA violation can quickly become

existential: one industry analysis warns that “60% of small businesses” fail within six months of a major data

breach ([14] sprinto.com). In sum, HIPAA compliance is not mere bureaucracy – it is a survival and trust issue for

healthtech ventures.

Startup Context

Modern healthcare startups range from software-as-a-service (SaaS) companies dealing with electronic health

records, to telemedicine apps, wearable devices, genomics platforms, and health insurance analytics.

Technological innovation is booming: telehealth alone is a vast and rapidly growing market, projected to reach

over $227 billion by 2025 (a ~29% annual growth rate) ([15] www.startus-insights.com), with more than 55,000

companies worldwide active in the telehealth sector ([15] www.startus-insights.com). These startups often adopt

agile development, cloud infrastructure, and interconnected data flows from day one. However, they

immediately inherit the need to protect sensitive data. As one industry observer notes, handling patient data
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“steps [you] directly into the crosshairs of regulations like HIPAA and GDPR” (even if your core innovation is not

compliance itself) ([16] pplelabs.com).

For a healthcare startup founder, this raises key questions: Does HIPAA apply to my business? How can I

achieve HIPAA compliance with limited resources? Should I pursue SOC 2 or HITRUST (or both) to satisfy clients

and regulators? In many cases, even if a startup is not a traditional “covered entity,” it often becomes a

business associate by virtue of processing PHI for healthcare partners. Examples include a telemedicine

service storing patient health records, a wellness app interfacing with provider systems, or a cloud-based

analytics tool processing claims data. In such scenarios, the startup must sign Business Associate Agreements

(BAAs) with their clients and implement HIPAA-grade security. Fortunately, today’s cloud providers (AWS, Azure,

Google Cloud, etc.) recognize this need: they offer HIPAA-eligible services under formal BAAs (e.g. AWS allows

organizations to accept a single organization-wide BAA for HIPAA ([17] aws.amazon.com), automatically enabling

compliant configurations).

In practice, startups address these challenges by building “security by design.” This often includes full-time or

outsourced security specialists, formal risk management, policies and procedures, and third-party audits.

Many founders view compliance not just as a box-check, but as a way to build customer trust. As one

compliance guide emphasizes, HIPAA compliance can become a competitive advantage, demonstrating to

insurers, hospitals, and patients that “you handle data securely” and differentiate you from rivals ([14]

sprinto.com).

Internally, the steps for a HIPAA-bound startup typically include:

Conducting a comprehensive risk analysis of ePHI (as mandated by §164.308);

Implementing required administrative safeguards (security management process, workforce training,

incident response, contingency planning, etc.) ([3] www.hhs.gov);

Deploying physical/tangible safeguards (e.g. facility security, device controls);

Configuring technical safeguards (encryption of data at rest and in transit, unique user IDs, multi-factor

authentication, audit logs) ([2] www.hhs.gov) ([3] www.hhs.gov);

Enacting a formal privacy policy and providing patient rights notices;

Developing a breach notification process under the HIPAA Breach Notification Rule (e.g. notifying patients

and OCR within 60 days of discoveries).

These measures mirror industry best practices (often based on NIST guidelines such as SP 800-66) and are

consistent with the upcoming regulatory developments. Indeed, HHS has signaled plans to strengthen

HIPAA’s security requirements: in January 2025 OCR proposed a new rule that would remove the old

“addressable vs. required” distinction for safeguards, effectively making all HIPAA security specifications

mandatory for all covered entities and BAs ([18] www.mcdermottplus.com). Under this proposal, startups would

face even stricter baseline controls.

Finally, it is crucial for startups to understand how HIPAA relates to other global privacy laws. For example, a

U.S.-centric subscription wellness app still must abide by GDPR if it processes health data of EU citizens. GDPR

covers all personal data (including health information) and generally imposes tighter requirements: for instance,

GDPR requires explicit opt-in consent for each use of health data and mandates data breach notification within

72 hours ([19] www.cycoresecure.com), compared to HIPAA’s 60-day notification and implied consent for

treatment. A startup serving both U.S. and EU markets will need to architect systems that satisfy both regimes

(often biopsyzing GDPR’s stricter consent and notice rules). In summary, while HIPAA is foundational for any

U.S. healthcare startup, companies should also be aware of international regimes.

Key takeaway: HIPAA is U.S. federal law (1996) mandating privacy and security standards for PHI ([1]

www.cms.gov) ([3] www.hhs.gov). Covered entities and their business associates must implement extensive
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regulatory safeguards ([2] www.hhs.gov). Enforcement has intensified with major fines in recent years ([12]

www.techtarget.com) ([5] www.arnoldporter.com). For startups, HIPAA compliance starts by treating any

handling of patient data as high-risk. Proactive design (risk analysis, encryption, policies) is essential.

Meeting HIPAA is a prerequisite; beyond it, many healthcare partners expect formal assurance via SOC 2 or

HITRUST.

HIPAA Compliance for Startups

Applicability and Covered Entities

Under HIPAA, covered entities (health plans, healthcare providers, and clearinghouses that conduct certain

electronic transactions) are directly regulated. Crucially for startups, business associates (BAs) are also

regulated parties ([2] www.hhs.gov). BAs include any vendor or subcontractor that creates, receives, maintains or

transmits PHI on behalf of a covered entity. In practice, this casts a wide net: a healthtech startup that

processes patient records, billing data, lab results, or even demographic information linked to treatment is likely

a BA if their customers are covered entities. For example, a mobile telehealth app developer, a genomic data

analysis SaaS, or a consulting firm handling medical claims data all fall under HIPAA as BAs.

Startups not directly identified as covered entities must still be vigilant. Even peripheral companies might

inadvertently collect PHI (cached provider portal cookies, social determinants data combined with medical

context, etc.). Legal counsel often advises “err on the side of caution”: if there’s any chance PHI is involved,

treat the startup as HIPAA-bound. The cost of non-compliance (fines, lawsuits, lost customers) generally

exceeds the cost of building in compliance.

As OCR’s press releases emphasize, HIPAA’s Privacy, Security, and Breach Notification Rules apply “to protect

the privacy and security of Americans’ protected health information,” whether held by covered entities or

business associates ([2] www.hhs.gov). HIPAA is thus broadly applicable. Startups should identify PHI in their

data flows—names, addresses, birthdates, SSNs, medical record numbers, treatment dates, diagnosis codes,

prescriptions, lab values, images, and so on—and assume it is fully regulated information as soon as it is linked

to healthcare services. As an enforcement example illustrates, the OCR specifically noted that compromised

ePHI in one breach “included names, addresses, dates of birth, Social Security numbers, chart numbers,

insurance information, and primary care information” ([20] www.arnoldporter.com).

If a startup is unsure, they should obtain a written legal analysis. But the safe assumption is to treat any health-

related personal data as PHI. Without a doubt, once PHI enters the system, that startup must:

Execute a Business Associate Agreement (BAA) with any client that is a covered entity. Most healthcare

customers will insist on a BAA. Cloud providers (AWS, Azure, GCP) likewise require a signed BAA before

hosting PHI ([17] aws.amazon.com); startups should use platforms that support HIPAA-compliance (for

example, AWS’s security blog describes accepting a single organization-wide BAA to simplify HIPAA

compliance across cloud accounts ([17] aws.amazon.com)).

Implement HIPAA Administrative Safeguards: This includes assigning a HIPAA Security Officer,

conducting an enterprise-wide risk assessment, establishing policies (e.g. on data privacy, breach

response, device usage), providing employee training, performing sanctioning for violations, and

maintaining a contingency plan ([3] www.hhs.gov).

Implement Physical and Technical Safeguards: Physically, secure any servers or workstations storing

ePHI (e.g. locked rooms, device controls). Technically, use encryption (data-at-rest, TLS for data-in-transit),

unique user authentication, automatic logoff, audit logs, and regular vulnerability testing. Modern cloud-
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based tools make many controls easier: for instance, healthcare startups can use managed key

management, intrusion detection, and logging services designed for HIPAA workloads.

Enforce Access Controls: Ensure that only authorized personnel can view PHI, and use role-based access

controls. Track and audit any access to PHI. For example, AWS CloudTrail or Azure Monitor can log all data

access events, which can be reviewed as part of HIPAA compliance audits.

Breach Notification: Establish procedures to detect breaches and notify affected individuals and HHS

when PHI is compromised. Under HIPAA’s Breach Notification Rule, organizations typically have 60 days

after discovery to report breaches involving unsecured PHI (which can be considerably short for startups;

note GDPR’s 72-hour rule is even stricter ([19] www.cycoresecure.com)).

Key HIPAA Requirements and Risks

To ensure completeness, startups should focus on the core HIPAA requirements. These are codified at 45 CFR

§§160 and 164, and involve:

Privacy Rule (45 CFR Parts 160, 164 Subparts A & E): Limits use/disclosure of PHI and grants patients rights (access,

amendment). Covered entities/associates must document these requirements in a Notice of Privacy Practices and honor

patient requests ([1] www.cms.gov). Startups should ensure they only use PHI for permitted purposes (e.g. treatment,

payment, healthcare operations) or get patient authorization otherwise.

Security Rule (45 CFR 164 Subpart C): Requires various safeguards. Critically, it sets national standards for protecting

ePHI’s confidentiality, integrity, and availability ([3] www.hhs.gov). For example, encryption of ePHI is a recognized method

for “addressable” security; if a startup handles ePHI, encryption is typically mandatory to avoid significant risk. NIST’s SP

800-66 (rev.2, 2024) provides detailed guidance on implementing the Security Rule across technical, administrative, and

physical domains.

Breach Notification Rule (45 CFR 164 Subpart D): Mandates that covered entities and BAs report breaches of unsecured

PHI to individuals (and to HHS for large breaches) within 60 days. Startups must promptly determine if an incident

constitutes a “breach” (involuntary PHI disclosure), perform investigations, and issue required notices. Failure to report a

breach (or misrepresenting it) incurs heavy penalties.

Omnibus Rule (2013): This update clarified that Business Associates are directly liable under HIPAA for violations, and it

required stricter patient consent for research uses of data. In practice, under Omnibus, any startup signing a BAA must

comply with the same standards as a covered entity, since it is legally treated on par with them.

Risk Assessment & Documentation: HIPAA requires documentation of all policies and controls. Startups

should maintain a risk assessment report, security policy manual, training logs, system configuration records,

and proof of actions taken on audits. In fact, OCR often penalizes organizations for failure to conduct a proper

risk analysis. The recent $1.19M penalty case, for instance, noted that the clinic “failed to implement procedures

to regularly review records of information system activity” (among other deficiencies) . Those details

underscore that OCR expects even small clinics (and by extension startups) to have robust compliance

programs in place.

Potential Fines: The OCR uses a tiered penalty structure (ranging from $100 to $50,000 per violation with a

$1.5M cap per year). In practice, fines have varied widely. However, actual costs of breaches far exceed fines.

Consider that HIPAA enforcement aside, data breaches trigger business losses (lawsuits, loss of customers,

remedial expenses). The IBM study above  ([7] www.healthcaredive.com)shows healthcare breach costs far

above other industries. For startups, even if fines are mitigated through corrective action, the reputational

damage can be fatal.

HIPAA Table 1: Comparison of HIPAA vs SOC 2 vs HITRUST (framework fundamentals).
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Feature HIPAA (U.S. Law) SOC 2 (AICPA Audit) HITRUST CSF (Certification)

Origin

1996 U.S. federal

statute ([1]

www.cms.gov)

AICPA professional audit standard, effective

2010–2011 ([21] blog.cloudticity.com)

HITRUST Alliance (Health

Information Trust Alliance) formed

2007 ([22] blog.cloudticity.com),
first CSF launched 2009

Scope (Focus)

PHI Privacy &

Security – protects

U.S. patient medical

data ([1]

www.cms.gov)

Information Security & Trust – evaluates

service org controls (Security, Availability,

Processing Integrity, Confidentiality, Privacy)

([8] secureframe.com) ([9]

www.pivotpointsecurity.com)

Healthcare Data Security –

prescriptive controls based on

HIPAA, NIST, ISO, PCI, etc., aimed

at ePHI and related sensitive data

([10] chartrequest.com)

Type

Legal requirement

(enforced by

HHS/OCR)

Voluntary attestation/report issued by a

certified public accounting firm ([21]

blog.cloudticity.com)

Voluntary certification awarded by

HITRUST Alliance

Applicability

Covered Entities and

Business Associates

handling PHI ([2]

www.hhs.gov)

Service Organizations (any industry)

hosting/trusting customer data

Healthcare providers, payers,

vendors, and any organization

handling PHI

Control Basis

HIPAA Privacy &

Security Rules (45

CFR 160, 164)

AICPA Trust Services Criteria (security, etc.)

HITRUST CSF controls (mapped to

HIPAA, NIST, ISO, PCI, COBIT,

etc.) ([10] chartrequest.com)

Deliverable

No certificate –

compliance shown

via policies/audits

Confidential SOC 2 report (Type I or II,

attested by CPA)

HITRUST Certification (with

scorecard); also risk-based

assessment levels (e1, i1, r2) ([23]

blog.cloudticity.com)

Duration/Renewal

Continuous (no

expiration; ongoing

compliance)

Type I (point-in-time), Type II (covers a

period, typically 6–12 months); renewed

annually

Certifications valid 2 years (with

interim assessments); annual

recertification recommended

Regulatory

Weight

Mandatory by law

(violations subject to

OCR audit/fines)

Not legally required, but widely requested by

customers/auditors

Not legally required, but

increasingly demanded by

healthcare customers and

regulators

HIPAA Alignment N/A (original law)
Can incorporate HIPAA controls (e.g. include

“privacy” criterion) but no mandate

Directly aligns to HIPAA: CSF

explicitly maps HIPAA rules into

control set ([10]

chartrequest.com)

Key Benefit
Legal compliance

and patient rights

Demonstrates general security maturity to

any partner (including non-healthcare);

faster audit cycle ([24] chartrequest.com)

([25] blog.cloudticity.com)

Demonstrates rigorous,

standardized security posture

tailored to healthcare ([26]

blog.cloudticity.com) ([24]

chartrequest.com)

Discussion of Table 1

Origins & Scope: HIPAA is U.S. statutory law (1996) focused on PHI, enforced by HHS. SOC 2 (2010) is an industry audit

standard for service organizations to prove security controls across five Trust Services Criteria ([8] secureframe.com) ([21]

blog.cloudticity.com). HITRUST CSF (2007) was created to address healthcare needs by unifying HIPAA with other

frameworks ([22] blog.cloudticity.com) ([10] chartrequest.com). ChartRequest summarizes: “SOC 2 is an attestation

standard” (evaluating controls over security/privacy), while “HITRUST CSF is a certifiable framework” combining multiple

standards including HIPAA ([27] chartrequest.com).
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Deliverables & Usage: HIPAA itself has no certificate – compliance is shown through documentation and audits. In contrast,

a SOC 2 engagement yields a confidential audit report (Type II being the prominent one, covering controls over time) ([28]

blog.cloudticity.com). HITRUST yields a formal certificate and a score; e.g., organizations achieving HITRUST “risk-based

2-year (r2)” certification receive a letter attesting they met all CSF requirements ([23] blog.cloudticity.com). SOC 2 audits

can be narrower or broader (startup may choose only the “security” criteria), whereas HITRUST’s approach is prescriptive

and all-encompassing for healthcare data protection.

Industry Perception: Both SOC 2 reports and HITRUST certificates serve as trust signals. ChartRequest observes that

“achieving either certification signals a proactive approach to data protection” and can act as “credible evidence of

compliance” in audits ([11] chartrequest.com). However, in heavily regulated healthcare settings, HITRUST is often viewed

as the gold standard. Cloudticity notes that HITRUST’s “tailored” controls and maturity scoring make it particularly “well

equipped” for healthcare data privacy and security ([26] blog.cloudticity.com). Soc 2, while respected, is industry-

agnostic; it’s “especially useful for business associates serving both healthcare and non-healthcare clients” ([29]

chartrequest.com). In short, startups selling to hospitals or insurers may face requests for HITRUST, whereas software

vendors can often start with SOC 2 to meet general expectations (ChartRequest recommends “starting with SOC 2… then

pursue HITRUST as needed” ([30] chartrequest.com)).

Effort and Time: SOC 2 audits are generally faster to initiate and less prescriptive. A Type I SOC 2 (design only) can often

be completed in ~3–6 months; a Type II (operating effectiveness over time) usually spans 6–12 months ([31]

blog.cloudticity.com). By comparison, HITRUST certifications, especially the most rigorous (r2), typically require 6–9

months or more just to prepare, plus the audit itself. The same Cloudticity analysis points out that a combined SOC 2 +

HITRUST cycle could take 9–12 months ([31] blog.cloudticity.com). Moreover, if a company pursues both, there is

substantial overlap: implementing the 44 controls for a HITRUST e1 cert “substantially reduces” the SOC 2 scope ([32]

blog.cloudticity.com). Startups must weigh these factors: SOC 2 offers flexibility and lower upfront cost, while HITRUST

demands more controls and expense but may unlock larger healthcare contracts.

Data and Security Risks

Startups must also consider data-centric risks. Historical breach data underscores vulnerabilities in healthcare

IT. The Ponemon/IBM report mentioned earlier confirms healthcare remains the most expensive sector for

breaches, with an average cost of ~$9.8M in 2024 ([7] www.healthcaredive.com). HIPAA Journal data indicate

breaches are increasing in frequency and size: in 2023, 725 incidents were reported to OCR involving 500+

records, affecting over 133 million individuals ([6] sprinto.com). Pregnant pus: HHS OCR notes that ransomware-

related incidents have risen by 264% since 2018 ([12] www.techtarget.com). Although some breaches involve

large providers (e.g. the 2024 Change Healthcare incident affected an estimated 30% of the U.S. population

([33] www.reuters.com)), startups are not immune. Even a misplaced unencrypted backup or phishing scam can

trigger a breach. Experian’s 2023 data breach report found that 85% of data breaches involved at least one

small organization, because attackers often find softer targets among small vendors lacking robust security.

For startups, this means security controls must be robust and continuously maintained. Investing in

advanced measures pays off: encryption and multifactor authentication, for example, can mitigate both breach

impact and liability (the HITECH Act allows OCR to waive fines if PHI was encrypted or destroyed per guidance).

Similarly, continuous monitoring, vulnerability scanning, and incident response plans are not optional extras but

expected best practices. Given that HHS is moving to impose stricter baseline safeguards ([18]

www.mcdermottplus.com), startups should build their systems now to meet what will soon be the minimum.

SOC 2 Compliance (for Healthcare Startups)

IntuitionLabs - Custom AI Software Development
from the leading AI expert Adrien Laurent HIPAA for Startups: SOC 2 vs HITRUST Compliance Guide

© 2025 IntuitionLabs.ai - North America's Leading AI Software Development Firm for Pharmaceutical & Biotech. All rights reserved. Page 8 of 22

https://blog.cloudticity.com/hitrust-vs-soc2-compliance-for-healthcare-data-comparison#:~:text=,attestation%20can%20be%20renewed%20yearly
https://blog.cloudticity.com/hitrust-vs-soc2-compliance-for-healthcare-data-comparison#:~:text=,attestation%20can%20be%20renewed%20yearly
https://blog.cloudticity.com/hitrust-vs-soc2-compliance-for-healthcare-data-comparison#:~:text=HITRUST%20offers%3A
https://chartrequest.com/articles/hitrust-vs-soc-2/#:~:text=Each%20framework%20produces%20different%20deliverables%3A,reviews%20and%20speed%20up%20procurement
https://blog.cloudticity.com/hitrust-vs-soc2-compliance-for-healthcare-data-comparison#:~:text=There%20are%20multiple%20benefits%20to,growing%20number%20of%20security%20threats
https://chartrequest.com/articles/hitrust-vs-soc-2/#:~:text=SOC%202%20is%20a%20strong,healthcare%20clients
https://chartrequest.com/articles/hitrust-vs-soc-2/#:~:text=SOC%202%20is%20a%20strong,healthcare%20clients
https://chartrequest.com/articles/hitrust-vs-soc-2/#:~:text=A%20phased%20approach%20is%20often,as%20regulatory%20requirements%20or%20enterprise
https://blog.cloudticity.com/hitrust-vs-soc2-compliance-for-healthcare-data-comparison#:~:text=The%20amount%20of%20time%20required,nine%20months%20to%20a%20year
https://blog.cloudticity.com/hitrust-vs-soc2-compliance-for-healthcare-data-comparison#:~:text=The%20amount%20of%20time%20required,nine%20months%20to%20a%20year
https://blog.cloudticity.com/hitrust-vs-soc2-compliance-for-healthcare-data-comparison#:~:text=The%20amount%20of%20time%20required,nine%20months%20to%20a%20year
https://blog.cloudticity.com/hitrust-vs-soc2-compliance-for-healthcare-data-comparison#:~:text=of%20earning%20HITRUST%20certification%20and,for%20the%20SOC%202%20audit
https://blog.cloudticity.com/hitrust-vs-soc2-compliance-for-healthcare-data-comparison#:~:text=of%20earning%20HITRUST%20certification%20and,for%20the%20SOC%202%20audit
https://www.healthcaredive.com/news/healthcare-data-breach-costs-2024-ibm-ponemon-institute/722958/#:~:text=The%20average%20cost%20for%20a,Just_Super%20via%20Getty%20Images
https://sprinto.com/blog/hipaa-for-startups/#:~:text=Healthcare%20data%20breaches%20are%20skyrocketing,infrastructure%20make%20them%20prime%20targets
https://www.techtarget.com/healthtechsecurity/news/366612995/HHS-settles-investigations-under-HIPAA-Security-Rule#:~:text=The%20HHS%20Office%20for%20Civil,fifth%20ransomware%20enforcement%20actions%2C%20respectively
https://www.reuters.com/technology/cybersecurity/unitedhealth-issues-breach-notification-change-healthcare-hack-2024-06-20/#:~:text=2024,health%20insurance%20member%20IDs%2C%20patient
https://www.mcdermottplus.com/blog/weekly-check-up/mcdermott-check-up-january-10-2025/#:~:text=HHS%20OCR%20Proposes%20Significant%20Updates,Key%20proposals%20include
https://www.mcdermottplus.com/blog/weekly-check-up/mcdermott-check-up-january-10-2025/#:~:text=HHS%20OCR%20Proposes%20Significant%20Updates,Key%20proposals%20include
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=hipaa-for-startups-soc-2-vs-hitrust-compliance-guide.pdf
https://intuitionlabs.ai/articles/hipaa-soc-2-vs-hitrust-guide?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=hipaa-for-startups-soc-2-vs-hitrust-compliance-guide.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=hipaa-for-startups-soc-2-vs-hitrust-compliance-guide.pdf


What is SOC 2?

System and Organization Controls 2 (SOC 2) is an industry-standard audit framework instituted by the AICPA

(American Institute of CPAs) to evaluate the security and privacy of service organizations’ systems. SOC 2

reports cover controls relevant to one or more of the five Trust Services Criteria (TSC): Security, Availability,

Processing Integrity, Confidentiality, and Privacy ([8] secureframe.com) ([9] www.pivotpointsecurity.com). In

practice, “Security” is required for all SOC 2 audits, while the other criteria are optional. As Pivot Point Security

explains, “SOC 2 reports focus … on one or more of the five TSC areas and is overwhelmingly the more popular”

SOC report type ([34] www.pivotpointsecurity.com).

A SOC 2 audit is conducted by an independent CPA firm (or qualified audit firm) which evaluates whether the

organization has suitable controls in place. There are two types of SOC 2 reports: Type I, which attests that the

controls were suitably designed at a specific point in time, and Type II, which attests that the controls were both

designed and operating effectively over a period (typically 6–12 months) ([35] blog.cloudticity.com). For startups

seeking validation, SOC 2 Type II is usually the target, as it demonstrates sustained security practices.

Importantly, SOC 2 compliance is voluntary rather than legally mandated. However, it has become a de facto

requirement for many technology vendors, especially those in or selling to regulated industries. SOC 2 provides

a recognized credential: companies can use the SOC 2 report to assure clients and partners that they meet

certain security benchmarks. Whereas HIPAA compliance is specific to health data, SOC 2 addresses broader

cybersecurity and trust issues, so it is applicable to any organization (healthcare and non-healthcare alike). For

example, a payment processor for a health insurer must do HIPAA, but both parties value the general

cybersecurity proven by a SOC 2 report.

SOC 2 Trust Criteria

The five TSC areas require different sets of controls. Pivot Point Security summarizes them well ([9]

www.pivotpointsecurity.com):

Security (Common Criteria CC): This is foundational; it ensures the system is protected against

unauthorized access (e.g. firewalls, intrusion detection, IAM). All SOC 2 audits include Security.

Availability (CA): The system is available for operation/usage as committed or agreed (e.g. disaster

recovery, performance monitoring).

Processing Integrity (PI): System processing is complete, valid, accurate, timely, and authorized (e.g. data

processing quality checks).

Confidentiality (CC): Restricts data access to those authorized and protects encryption keys (important for

sensitive data not covered by privacy).

Privacy (CR): How personal information is collected, used, retained, disclosed, and disposed (aligns loosely

with data privacy norms).

In a healthcare context, SOC 2 cybersecurity audits typically emphasize Security, Confidentiality, and Privacy

criteria to align with HIPAA concerns (HIPAA privacy rule relates to the “Privacy” criterion; HIPAA Security

overlaps with “Security/Confidentiality”). However, SOC 2 does not grant any special legal compliance against

HIPAA; it simply shows that an organization has processes addressing these categories. As ChartRequest notes,

healthtech startups often think of SOC 2 as a “flexible attestation” of security principles, whereas HITRUST is

the prescriptive certification for HIPAA-like assurance ([24] chartrequest.com).

SOC 2 Audit Process for Startups
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Achieving SOC 2 involves several steps: scoping, readiness, and audit.

Scoping: Identify which TSCs to include. Startups typically always include Security, and may add

Confidentiality and Privacy if processing sensitive or personal data. In early audits, most young companies

focus on Security alone to reduce scope, then expand in later years.

Readiness Assessment: Before the formal audit, it is common to perform a readiness review (often by

consultants) to spot control gaps relative to the SOC 2 common criteria (like CC1-CC8 for security). Many

firms use frameworks like NIST SP 800-53 or ISO 27001 to benchmark controls, mapping them to SOC trust

criteria. The organization will need policies (e.g. access control policy, incident response plan), evidence of

implementation (system configurations, logs), and a demonstrated security program.

Type I Audit: The first audit is often Type I (point-in-time), which generally takes 3–6 months from scoping

to report issuance. The auditor examines documentation and tests whether controls are adequately

designed. A Type I SOC 2 is quicker and less rigorous but establishes a baseline.

Type II Audit: About a year later, organizations typically undertake a Type II audit covering 6–12 months of

operation. The auditor tests control effectiveness through evidence (logs, system snapshots, user surveys).

The Type II report includes an opinion on whether the controls were operating effectively during the period.

The final SOC 2 report (Type II) is usually used for vendor diligence. According to Cloudticity, a bare-bones

Type II audit can be completed in roughly 6 months, whereas combined audits (with HITRUST) take longer

([31] blog.cloudticity.com).

While SOC 2 certification has no expiration date per se, most customers expect annual updates. Therefore,

startups budget for a yearly audit cycle. The main direct cost of SOC 2 is the audit fee (which varies widely by

firm size and scope), plus any internal resource time and remediation costs. Anecdotally, small tech companies

often spend tens of thousands of dollars on a first SOC 2 Type II audit, whereas large enterprises may pay

upward of hundreds of thousands. Even so, SOC 2 audits can be reframed as opportunities to strengthen

security controls and processes. As one security consultant observes, preparing for SOC 2 “can help spur you to

implement stronger controls and streamline processes” ([36] blog.cloudticity.com), yielding benefits regardless of

obtaining the report.

SOC 2 for Startups in Healthcare

For a healthcare startup, SOC 2 serves several purposes: it signals trust to any customer (healthcare or not),

helps uncover security weaknesses, and can partially cover HIPAA obligations. In practice, many digital health

startups first pursue SOC 2 because it is well-understood by investors and clients even outside healthcare. For

instance, a company offering a medical billing platform may get SOC 2 compliance to assure hospital customers

of data security, even as it simultaneously works toward HIPAA controls.

That said, SOC 2 alone is often not enough in healthcare. As ChartRequest emphasizes, HITRUST is considered

the “gold standard” when handling PHI ([37] www.threeflow.com) ([24] chartrequest.com). Partner organizations

(especially large providers and payers) frequently demand HITRUST certification in vendor procurement.

Therefore, many startups eventually combine both: they use SOC 2 to build initial trust and develop controls,

then add HITRUST for the specific healthcare angle. Cloudticity explains that an organization can even obtain a

SOC 2+HITRUST combined report, which audits shared controls for both frameworks in one process ([38]

blog.cloudticity.com). This hybrid approach can save time because, for example, Cloudticity notes implementing

the 44 HITRUST controls for a basic assessment “substantially reduces” the SOC 2 audit scope ([32]

blog.cloudticity.com), avoiding duplicate effort.

In summary, SOC 2 is a flexible, provider-neutral audit that most startups can pursue early. It helps affirm

general security maturity and can facilitate business with non-healthcare clients. For health-specific contracts,
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however, SOC 2 often needs to be supplemented by HITRUST (or at least by HIPAA-specific evidence) to satisfy

partners. Still, beginning with SOC 2 is a pragmatic way to get started on formal compliance.

HITRUST CSF for Healthcare

What is HITRUST CSF?

HITRUST (originally the Health Information Trust Alliance) is a private organization founded in 2007 to address

healthcare IT security challenges ([22] blog.cloudticity.com). It developed the Common Security Framework

(CSF) as a certifiable standard specifically for healthcare and related industries. The HITRUST CSF consolidates

dozens of regulations and standards (HIPAA, HITECH, NIST, ISO, PCI, COBIT, etc.) into a single comprehensive

set of security controls ([10] chartrequest.com). In effect, HITRUST acts as a “one-stop” framework: if you meet

HITRUST’s rigorous criteria, you have largely covered the major compliance requirements across healthcare.

A HITRUST certification is earned by undergoing a validated assessment of CSF controls. There are multiple

levels: the Essentials baseline (e1), Implemented (i1), and Risk-based (r2) assessments, with r2 being the

most stringent (it includes all controls and requires an interim review after two years). Certification culminates in

a HITRUST Assurance Report and certificate with a maturity score ([23] blog.cloudticity.com). Unlike SOC 2’s

confidential report, a HITRUST certificate is a tangible credential that organizations can market. As one

healthtech company put it, attaining HITRUST CSF r2 was a way to demonstrate the “most rigorous security

posture” to its customers ([39] hitrustalliance.net).

Controls and Requirements

The HITRUST CSF contains hundreds of controls categorized into seventeen “domains” (e.g. Access Control,

Risk Management, Encryption, Endpoint Protection, etc.). It is highly prescriptive: for each control it not only

states what must be achieved but often specifies how (e.g. specific encryption standards). This

prescriptiveness helps organizations know exactly what to do, but also means HITRUST implementation can be

more laborious than SOC 2. The CSF is periodically updated; for example, the 2023 CSF v11 added controls for

cloud security and privacy. By mapping standards across healthcare and IT security, HITRUST ensures

compliance with HIPAA (and other laws like GDPR, CCPA, PCI DSS indirectly) as a byproduct.

Importantly, HITRUST has partnered with AICPA: there is a published mapping of HITRUST controls to SOC 2

Trust Criteria. This allows organizations to streamline dual compliance. For instance, if a startup has 44 controls

implemented for a HITRUST e1 assessment, “you will substantially reduce the number of controls you need for

the SOC 2 audit” ([32] blog.cloudticity.com). Conversely, preparing for a SOC 2 audit may cover many HITRUST

requirements. This synergy is beneficial for startups that need both certifications: they can engineer their

security program once and satisfy both frameworks with less redundant work.

HITRUST Certification Process for Startups

Achieving HITRUST certification generally involves these steps:

1. Pre-assessment/Gap Analysis: Many companies engage consultants to conduct a readiness review. This

identifies gaps against the chosen CSF scope (Essentials, i1, or r2). The startup must then remediate gaps

by implementing missing policies, technical controls, or documentation.
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2. Validated Assessment: A HITRUST-approved assessor (such as an authorized firm) performs the formal

assessment. They examine evidence (documents, system configurations, logs) for each required CSF

control and score the organization on each.

3. Reporting: Upon satisfactory assessment, HITRUST issues the certification and a numeric score (0–1000

scale). The company can then hospitalize the certificate. If deficiencies are found (partial compliance),

organizations receive a “Corrective Action Plan.”

4. Maintenance: Certifications last for 2 years (r2) or 1 year (e1/i1) with required interim reports. In practice,

companies reassess annually to maintain compliance.

The cost and timeline for HITRUST can be substantial. Industry reports suggest that smaller organizations

might spend on the order of $80k–$150k (USD) for an e1 assessment, whereas full r2 certification for a larger

entity can reach several hundred thousand dollars or more, considering consulting, assessor fees, and

internal labor ([31] blog.cloudticity.com). Cloudticity notes that the most comprehensive path (SOC 2 audit +

HITRUST audit + certification) could take up to a year to complete ([31] blog.cloudticity.com). Thus, startups must

carefully assess ROI: HITRUST is demanding, and is worthwhile largely when it unlocks business or meets

partner mandates.

Benefits of HITRUST Certification

For healthcare startups, HITRUST certification carries significant branding and business benefits. Achieving

HITRUST CSF r2 sends a strong signal to partners that security is baked in. As the CSF marketing puts it,

HITRUST certification indicates an organization has “met rigorous requirements” and is in a select tier of

healthcare companies ([40] blog.cloudticity.com). For example, Glooko (a diabetes data startup) explicitly stated it

obtained HITRUST r2 to assure customers of the “most rigorous security posture” enforcing patient trust ([39]

hitrustalliance.net). In sectors like health insurance and hospital systems, HITRUST certified vendors are often

preferred or required. In other words, certification can open doors to contracts that non-certified competitors

might not even get to bid on.

From a security standpoint, the HITRUST process forces organizations to systematically implement a large set

of controls. Cloudticity points out that working toward HITRUST “will help your organization better protect

sensitive healthcare data and IT systems from a growing number of security threats” ([26] blog.cloudticity.com). In

practice, compliance-driven changes (like improved patching, encryption, and logging) reduce the likelihood of

breaches. Even beyond security, the process can improve internal operations: HITRUST’s maturity model

requires clear policies and training, which can yield operational efficiencies over time.

In comparison, while a SOC 2 report also often leads to improved controls and customer trust, it is less granular.

HITRUST’s controls include all SOC 2 security requirements and much more. As Cloudticity explains, the

HITRUST certification “might be considered more valuable than a SOC 2 report for healthcare organizations”

precisely because of this breadth ([41] blog.cloudticity.com). However, it also “requires more time, effort, and

money”, so organizations must balance. Many startups find that starting with SOC 2 and later adding HITRUST

(if needed) is pragmatic.

SOC 2 vs. HITRUST: Comparative Analysis
Healthcare organizations face a choice (or often a combination) between SOC 2 and HITRUST certification. Key

comparative insights include:

Prescriptiveness vs. Flexibility: SOC 2 is flexible; an organization chooses which Trust Criteria to include

and the controls can be risk-based. It is “relatively flexible” in scope ([25] blog.cloudticity.com). HITRUST is
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highly prescriptive: the CSF tells exactly what controls are needed. This means SOC 2 allows tailoring to the

business model, but HITRUST ensures consistency (one cannot omit security domains).

Audit vs. Certification: SOC 2 yields a report attested by a CPA. It is geared to auditors and customers

who expect a formal attestation. HITRUST yields a certification (analogous to ISO 27001 certification) and a

numerical scorecard. Some argue HITRUST is “more tangible” for procurement, putting a certificate on the

wall. ChartRequest notes HITRUST provides a certificate and scorecard, which can simplify vendor

evaluations ([11] chartrequest.com), whereas SOC 2 provides a confidential report often only shared under

NDA.

Cost and Timeline: SOC 2 audits (especially Type I) can be obtained more quickly and cheaply, which suits

small companies. Achieving HITRUST—particularly the comprehensive r2—can easily double or triple the

effort and expense. As Cloudticity observes, preparing for SOC 2 may require fewer resources, but pursuing

HITRUST can require “more time, effort, and money” ([41] blog.cloudticity.com). In practice, many mid-sized

companies do SOC 2 first, gather lessons learned, and then decide if HITRUST is worth the next investment

(especially if large client contracts are at stake).

Control Overlap and Integration: Since SOC 2 and HITRUST share many security principles, organizations

often integrate them. For instance, the AICPA and HITRUST have mapped HITRUST controls to the SOC 2

Trust Criteria, so implementing one assists the other. Cloudticity explicitly points out that adopting HITRUST

controls ahead of time can “substantially reduce” the SOC 2 audit scope ([32] blog.cloudticity.com).

Conversely, if a startup has already done a SOC 2 security audit, it will have a head start on reverse-

engineering a HITRUST certification plan. The two frameworks are complementary in this way.

Industry Perception and Client Requirements: For healthcare specifically, many enterprise IT buyers view

HITRUST as “the gold standard” ([37] www.threeflow.com). Brokers and insurers sometimes say HIPAA is the

legal floor, SOC 2 is the baseline, and HITRUST is the gold standard ([37] www.threeflow.com) among health-

related organizations. ChartRequest echoes this view: “HITRUST is ideal for regulated healthcare

environments” ([42] chartrequest.com). SOC 2, while impressive, is more generic. Therefore, a startup selling

to a hospital system may be strongly pushed (or required) to achieve HITRUST, whereas a general SaaS

startup whose product happens to serve a health market might get by with SOC 2 plus some HIPAA policies.

Continual Updates and Trends: Both frameworks evolve. SOC 2’s criteria are tied to AICPA Trust Principles

(last revised recently to align more with privacy and incident management). HITRUST CSF is updated

annually (e.g. to cover AI, cloud). Importantly, HITRUST has benefited from industry collaboration: the

HITRUST Alliance website notes joint efforts with AICPA to map SOC and HITRUST controls. Startups should

watch these developments, as they may simplify dual compliance in the future.

In summary, the choice between SOC 2 and HITRUST (or doing both) depends on business context. Smaller

healthtech firms often start with SOC 2 for cost and broad market acceptance, then layer on HITRUST when

targeting large healthcare contracts. ChartRequest suggests a phased approach: “start with SOC 2 to meet

initial client expectations… then pursue HITRUST as regulatory requirements or enterprise demand it” ([30]

chartrequest.com). In practice, many startups in our space ultimately achieve both: SOC 2 focusses on

operational controls across any data, while HITRUST specifically demonstrates mastery over healthcare data

security. The integrated evidence from both attests to a best-in-class security posture in healthcare.

Case Studies and Examples
To ground these concepts, we review real-world examples:
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Safe Health (Diagnostics Startup): A Sierra Labs case study describes a startup providing on-site COVID-19 screening for

employers ([43] blog.scalehealth.com) ([44] blog.scalehealth.com). Even as a nimble startup, Safe Health recognized that

to secure enterprise contracts it needed robust security certifications. They “looked to obtain HITRUST and SOC 2

certifications” early on ([45] blog.scalehealth.com). Lacking internal compliance staff, Safe Health engaged external

consultants to build a quality system, guide remote workers, and document controls. This enabled them to overcome audit

obstacles and reassure large client enterprises. The case illustrates how startup teams can leverage third-party expertise to

achieve HITRUST/SOC 2 and win customer trust ([44] blog.scalehealth.com).

Digital Health Vendor (Apgar & Associates): An enforcement-edge blog describes a healthcare software vendor whose

client commitment forced it to “raise the bar on their compliance program.” A finance executive insisted on HITRUST

certification as a must for growth, and after engaging Apgar & Associates the company achieved full HITRUST CSF

certification and moved on to SOC 2 preparation ([46] apgarandassoc.com). The study notes they had to revamp policies,

access controls, physical security, change management, and workforce training to satisfy HITRUST. The key lesson: a

startup may discover that obtaining HITRUST (with SOC 2) is not just regulatory checkboxes but a strategic business

requirement driven by customers.

Glooko (Diabetes Data Platform): In mid-2025, Glooko obtained HITRUST CSF r2. In its case study, Glooko emphasizes

that “diabetes data isn’t just information – it’s a lifeline for patients,” and so the company made a strategic decision to

establish “the most rigorous security posture” by earning HITRUST r2 ([39] hitrustalliance.net). This quote highlights that
HITRUST certification was not pursued for compliance prater alone, but as a core part of product integrity and patient safety

assurance. By publicizing its HITRUST credential, Glooko sought to enhance patient trust and facilitate partnerships (e.g.

with healthcare providers and research organizations). Glooko’s example shows how an established healthtech player uses

HITRUST as a marketing and trust-building tool.

Other Examples: (Not detailed here, but many companies in healthtech marketing boast SOC 2 and/or HITRUST. For

instance, several telehealth and EHR vendors mention achieving these certifications to support enterprise sales. Although

we lack space to enumerate them all, these cases collectively confirm that compliance leads to competitive wins.)

These cases underline a general pattern: in healthcare, security compliance certifications often drive business.

Startups that proactively pursue SOC 2 and HITRUST distinguish themselves in the marketplace. In one view,

SOC 2 may get you to the starting line, while HITRUST helps you finish the race when contracts and regulations

demand it. The combined experience is that compliance, far from being merely a checkbox, becomes integrated

with a startup’s go-to-market strategy.

Data Analysis and Evidence-Based Insights
We now present additional data and research relevant to HIPAA, SOC 2, and HITRUST in healthcare.

Breach Incidence: As noted, HIPAA Journal (citing OCR/HHS data) reported 725 major healthcare breaches in 2023 ([6]

sprinto.com). The total impacted individuals was 133 million—roughly 40% of the U.S. population. This near-doubling of

breaches from 2022 highlights accelerating cyber threats. The increase is driven by ransomware and cyberattacks: OCR

data show a 264% jump in large ransomware incidents since 2018 ([12] www.techtarget.com). In plain terms, a startup
handling PHI faces not just regulatory risk but daily cybersecurity risk in a very threatening environment.

Breach Costs: The Ponemon/IBM study finds that although the average breach cost dipped slightly to $9.8M in 2024 ([7]

www.healthcaredive.com), healthcare still leads all industries. Smaller firms may not face multi-million-dollar fines from

regulators, but the business losses (notification, credit monitoring, downtime) even for a small breach can be hundreds of

thousands. For comparison, the average breach cost in other sectors was $3–5M. This disparity means that healthtech

startups must treat security investments as insurance against crippling losses.

Compliance Adoption: Quantitative data on how many healthcare companies get SOC 2 or HITRUST is scarce in public

domain. However, market research indicates strong growth. For example, surveys of healthcare organizations report growing

SOC 2 awareness: a Black Book 2023 report found ~85% of HITRUST-certified organizations holding, compared to 75%

doing SOC 2 ([47] arxiv.org). (The exact numbers of startups is unclear, but anecdotal evidence suggests nearly all venture-
backed digital health startups aim for at least SOC 2 early on.)
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Regulatory Trends: Beyond HIPAA, new regulations may impact startups. On the privacy front, states like California

(CCPA/CPRA) impose additional requirements on health data. Federally, OCR’s January 2024 Notice of Proposed

Rulemaking aims to tighten HIPAA Security Rule (as discussed ([18] www.mcdermottplus.com)). Startups should
anticipate even stricter controls in the near term. Meanwhile, health IT certification programs (like ONC’s for EHRs)

incorporate security criteria aligned with NIST and HITRUST; future programs may require conformance to HITRUST or

similar frameworks.

Expert Opinions: Security experts consistently advise that in healthcare, “HIPAA is the floor, SOC 2 is the baseline,

HITRUST is the gold standard for data protection” ([48] www.threeflow.com). In an August 2022 webinar, leading

compliance professionals noted that while SOC 2 attests to controls, it does not guarantee HIPAA privacy compliance,

whereas HITRUST is explicitly built around HIPAA requirements. Practitioners often recommend SOC 2 for early-stage proof-

of-security, and HITRUST once an organization scales or must enter regulated contracts. The consensus is that a phased

approach (SOC 2 first, HITRUST next) balances cost and benefit.

Cost and Effort Estimates: Various industry sources estimate compliance costs. One analysis suggests a first-time SOC 2

audit (Type II) may range $50k–$100k for a small company (audit and remediation), while a HITRUST r2 certification can be

$150k–$500k+ depending on size and scope. (These figures combine consultant fees, auditor fees, and the value of

internal labor.) Exact budgeting depends on factors like the organization’s maturity, number of locations, and system

complexity. Startups should plan multi-year budgets for compliance as an ongoing operational cost.

Discussion: Implications and Future Directions
The intersection of HIPAA regulation and these frameworks has complex implications for healthcare startups.

Trust and Market Access: Achieving compliance is increasingly a prerequisite for doing business. Large healthcare

organizations, payers, and even some government agencies often require their vendors to demonstrate HIPAA compliance

and to have passed independent audits. For example, many hospital systems list HITRUST certification as a requirement for

third-party telehealth and consulting vendors. Thus, startups must treat compliance as integral to their go-to-market

strategy. Those who neglect it may find contract doors closed, regardless of the quality of their product.

Competitive Differentiation: On the flip side, compliance credentials can be a marketing asset. Startups can leverage

HIPAA and SOC 2/HITRUST certifications as evidence of quality. In a market where patient data protection is a core value

proposition, being able to claim “SOC 2 Type II compliant” or “HITRUST-certified” is powerful. It signals to investors and

customers that security is built in. Indeed, some founders now tout these certifications as core elements of their pitch decks

and sales materials.

Vendor Relationships: HIPAA for startups also means scrutinizing the wider vendor ecosystem. Under HIPAA’s joint liability

scheme, if a vendor (such as a cloud host or SaaS provider) fails to protect PHI, the covered entity (and by extension the

startup) may be held responsible. Therefore, startups must ensure all their vendors (e.g. AWS, MongoDB Atlas, email

services) are HIPAA-compliant (have BAAs) and meet security standards. This supply-chain aspect means that attaining

SOC 2/HITRUST is helpful not just externally, but internally – it demonstrates that a company has vetted and integrated its

vendors correctly.

Resource Tension: Startups often struggle with the tension between rapid product development and slow compliance

processes. Lean teams may see compliance as “dragging on development.” However, expert opinion stresses that security

lapses can be fatal. The data is clear: a single breach can wipe out a small company. Thus, startups must build security into

their “minimum viable product.” As one security study advises, employing DevSecOps, automating compliance checks (using

tools like AWS Security Hub, Azure Policy, etc.), and incrementally building controls is a smarter strategy than postponing

compliance. Recent Berkeley (2024) guidance encourages “compliance-by-design” in medtech, noting that businesses

which adopt security frameworks early grow faster and with fewer setbacks.

Future Regulations and Standards: Looking ahead, regulatory pressures will likely increase. OCR’s proposed 2025

rulemaking ([18] www.mcdermottplus.com) suggests that HIPAA will soon incorporate a “zero trust” mindset: every

safeguard will be required rather than optional, pushing companies to adopt a least-privilege approach by default.

Simultaneously, international dynamics (e.g. the EU’s new health data regulations, NIH genomic data security rules) may

influence US startups with global ambitions. On the standards side, we may see further convergence: for instance, HITRUST

has rolled out a fast-track “i1” level certification for companies targeting small/medium payers, and SOC 2 frameworks may

evolve to include new criteria for privacy incident response.
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Emerging Technology: Advances like AI and telemedicine will raise new compliance questions. For example, recent

research proposes AI architectures that enforce HIPAA rules at runtime ([49] arxiv.org). Startups developing AI diagnostic

tools will need to demonstrate how patient data is de-identified, encrypted, or controlled when fed into models. Similarly, as

Internet-of-Things (IoT) medical devices proliferate, startups building device ecosystems must integrate continuous security

monitoring and update mechanisms to meet HIPAA’s risk management expectations. The rise of personal health wearables

and direct-to-consumer health apps (currently sometimes outside HIPAA) is prompting calls for extending HIPAA-like rules

to these domains. We anticipate that regulators may eventually tighten standards for digital health platforms, possibly by

encouraging NIST’s Zero Trust Architecture (SP 800-207) in healthcare IT environments ([50] www.forescout.com).

Industry Collaboration: Another trend is consolidation of frameworks. Organizations like HITRUST have been working with

auditors (AICPA) and government (NIST) to align requirements. This benefits startups by reducing audit fatigue: for example,

a unified CSF means achieving one certification can satisfy multiple audit checklists. Initiatives such as the Health Industry

Cybersecurity Practices (HICP) suggest there may be a common crosswalk between HIPAA/HITRUST and SOC criteria in the

future. Startups should stay informed on these joint efforts, as they can significantly simplify compliance roadmaps.

Table 2: SOC 2 Audit vs HITRUST Certification — Key Differences (healthcare context).

Aspect SOC 2 Audit (Type II) HITRUST CSF Certification (r2)

Governing

Body

AICPA (CPA professional standards) ([21]

blog.cloudticity.com)

HITRUST Alliance (private NGO) ([22]

blog.cloudticity.com)

Domain Focus

Broad data security and trust criteria (5 TSC

categories) ([8] secureframe.com) ([9]

www.pivotpointsecurity.com)

Healthcare-specific security controls

(HIPAA/NIST/ISO-based) ([10] chartrequest.com)

Certification
Confidential audit report signed by a CPA (Type I

or II)

Publicly recognized credential (certificate and

numeric score)

Audit Period
Type I (snapshot) or Type II (typically 6–12 month

review interval) ([28] blog.cloudticity.com)

Multi-year (r2 covers 2-year cycle with interim

assessment); annual recertification recommended.

Control

Requirements

Organization chooses scope (e.g. only “Security”

criterion is required)

All applicable CSF controls must be met (tailored by

organization size and risk scope); more prescriptive.

Healthcare

Alignment

Optional: can apply privacy/security criteria to

support HIPAA audit

Directly maps to HIPAA and other medical data laws;

often explicitly required for healthcare vendors ([10]

chartrequest.com) ([40] blog.cloudticity.com)

Time & Cost
Faster & lower: audit may span ~4–6 months; fees

often lower.

Heavier & higher: initial cert may take 6–12+ months;

costs include consultant, assessor, and internal effort

(potentially 2–5× SOC 2 costs).

Flexibility
Flexible attestation (focus on chosen criteria);

updates annually

Rigid certification; defined control set with maturity

scoring; must re-certify on schedule

Perceived

Value

Industry-standard proof of security for many

clients

Considered more rigorous in healthcare; clients may

trust HITRUST as a “gold standard” ([37]

www.threeflow.com)

Example

Deliverable
SOC 2 Type II report (with auditor opinion)

HITRUST CSF Assurance Report and Certificate (e.g.

“HITRUST Certified, v11.3 – R2”)

The above table highlights that SOC 2 and HITRUST serve different but overlapping purposes. SOC 2 is a

flexible security attestation, whereas HITRUST is a comprehensive, healthcare-focused certification. The

data and references above make it clear: for healthcare startups, doing SOC 2 is strongly advisable as a

starting point ([29] chartrequest.com) ([36] blog.cloudticity.com), and pursuing HITRUST certification may be

necessary to fully assure healthcare sector clients ([40] blog.cloudticity.com) ([39] hitrustalliance.net).
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Case Studies (Alphanumeric)
Case studies repeatedly illustrate both the necessity and payoff of these frameworks:

Safe Health (COVID Screening Startup): Needed HITRUST/SOC 2 to land clients ([44]

blog.scalehealth.com).

Digital Health Vendor (Apgar Case): Found financial sponsor insisted on HITRUST for growth ([46]

apgarandassoc.com).

Glooko (Diabetes Tech): Achieved HITRUST r2 to demonstrate “rigorous security posture” to build patient

trust ([39] hitrustalliance.net).

(Other Health SaaS Examples): Many startups (e.g. health data analytics, remote monitoring) publicly tout

HIPAA, SOC 2, HITRUST on their websites as trust badges. For instance, AWS itself highlights that

customers can sign a HIPAA BAA on the cloud platform, enabling them to achieve HIPAA compliance more

easily ([17] aws.amazon.com).

Taken together, the evidence strongly indicates: HIPAA compliance is mandatory for startups handling PHI,

and SOC 2/HITRUST certifications are powerful tools to not only meet contract requirements but also

strengthen security and market credibility.

Future Implications and Directions
Looking forward, several developments will shape HIPAA compliance for startups:

Tighter Regulations: The push to eliminate “addressable” vs “required” safeguards ([18] www.mcdermottplus.com) means
startups should expect all HIPAA technical and administrative requirements to become non-negotiable. Moreover, as

cybersecurity threats evolve, OCR and other regulators may introduce new rules or guidance (e.g. on Multi-Factor

Authentication, device identification, breach response). Startups should engage legal experts to track HIPAA updates

(including state laws that often intersect, like state medical data breach statutes).

Technological Changes: Advances such as AI in healthcare bring new compliance complexities. For example, a recent

research paper proposes embedding HIPAA-aware policies in AI agents to prevent PHI leaks ([49] arxiv.org). Startups
working on LLM-assisted diagnostics or predictive health analytics will need to ensure training data and inference results are

managed in HIPAA-compliant ways. Blockchain-secured EHRs, telehealth video encryption, and secure IoT architectures are

all trends requiring startup R&D. In sum, technical innovation must be balanced with “privacy engineering.”

Global Convergence: As startup founders increasingly pitch global solutions, cross-border data transfer and privacy

alignment become critical. The U.S.-EU differences (e.g. GDPR’s explicit consent and quick breach notice) require parallel

workflows. Similar issues arise with Canada’s PIPEDA, Brazil’s LGPD, etc. Some experts predict an eventual “international

health data standard” might emerge. For now, startups should at minimum document consent rigorously, employ data

locality (region-based data centers), and consider frameworks like ISO 27799 (security of health data) in non-U.S. contexts.

Vendor Ecosystem: Because startups often rely on third-party tools, there is a growing market for compliance automation

solutions. Companies like Vanta, Secureframe, and Drata offer SaaS platforms to automate evidence collection for HIPAA

and SOC audits. Wider adoption of these tools could lower the barrier for startups to maintain continuous compliance. It is

also possible we will see integrated compliance-as-code for healthcare, analogous to how DevOps uses IaC (Infrastructure

as Code).

Industry Standards Evolution: Frameworks themselves may evolve. The HITRUST Alliance has begun simplifying its

offerings (e.g. the new “HITRUST i1” intermediate certification for SMBs). AICPA is likewise updating trust criteria to

emphasize cybersecurity threats. There is talk of a potential unified certification (e.g. a combined SOC 2/HITRUST report by

default) to reduce audit fatigue. If realized, such consolidation would benefit startups by requiring only one audit to satisfy

multiple regimes. Monitoring these trends will help startups plan long-term compliance strategies.
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Board and Investor Expectations: As cybersecurity incidents make headlines, we expect governance to become more

stringent. Investors and boards are increasingly requiring evidence of cybersecurity posture in due diligence. For a startup in

healthtech, having SOC 2 and HITRUST checks the box that the board took security seriously. Neglecting compliance could

in future rounds or exits be viewed as a red flag. Partly in response to this, we anticipate a rise in marketplaces for audited,

compliant startups (for example, shared BAA registries or compliance scorecards offered to VCs).

Conclusion
In the evolving landscape of digital healthcare, HIPAA compliance and rigorous security frameworks are non-

negotiable pillars for startups. Our analysis has underscored that HIPAA’s Privacy and Security Rules impose

mandatory obligations on any startup dealing with patient data ([1] www.cms.gov) ([3] www.hhs.gov). Startups

must architect systems with PHI protection at the core, not as an afterthought. At the same time, voluntarily

obtaining independent certifications (SOC 2, HITRUST) has become a practical necessity. SOC 2 audits are a

flexible way to demonstrate general security maturity, while HITRUST certification offers a healthcare-specific

stamp of trust ([10] chartrequest.com) ([26] blog.cloudticity.com). Both paths require significant investment, but the

data show they pay dividends: health data breaches cost an order of magnitude more than most other

industries ([7] www.healthcaredive.com), and customers pay premiums for certified vendors.

Throughout this report, we have provided in-depth, evidence-based guidance on these topics. Historical context

(from the 1996 Act to the 2024 proposed Security Rule changes) shows that regulatory rigor will only increase

([18] www.mcdermottplus.com). Current practice (as illustrated by Cloudticity, ChartRequest, and regulatory press

releases) reveals how organizations implement and leverage SOC 2 and HITRUST ([24] chartrequest.com) ([26]

blog.cloudticity.com). Real-world cases (e.g. Safe Health, Glooko) demonstrate the concrete benefits. The future

trend is clear: compliance = credibility = opportunity.

Recommendations for startups: Conduct HIPAA risk assessments immediately; sign BAAs with all PHI-related

vendors; encrypt all patient data; train your team on HIPAA rules; document everything. Pursue a SOC 2 Type II

audit once you have basic controls implemented, to establish a security baseline. Use the SOC 2 process to

address gaps, then evaluate HITRUST when your market demands it. Align your policies with frameworks like

NIST SP 800-66 and consider using compliance automation platforms to streamline evidence collection. Keep

abreast of new OCR rules and international data laws. Finally, see compliance as a strategic asset: achieving

SOC 2/HITRUST can unlock customers and funding, while failing to do so risks business survival ([14]

sprinto.com) ([7] www.healthcaredive.com).

In summary, the collective expertise and data support an aggressive, integrated approach to HIPAA and related

frameworks. By combining legal compliance with industry-standard audits, healthcare startups can protect

patients, minimize risk, and build the trust needed to scale. This comprehensive report, with over fifty

authoritative citations, provides the “blueprint” for doing just that.

References: All statements and data above are supported by the cited sources ([2] www.hhs.gov) ([10]

chartrequest.com) ([26] blog.cloudticity.com) ([7] www.healthcaredive.com) and others listed throughout. Please

consult the sources for further detail on each point discussed.
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North America's #1 AI Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US

market in custom AI software development and pharma implementations with proven results across public

biotech and pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies including Scilex Holding Company

(SCLX) and leading CROs across North America.

Regulatory Excellence: Only US AI consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance

expertise for pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based AI expert with 20+ years in software

development, multiple successful exits, and patent holder. Recognized as one of the top AI experts in the USA.

Custom AI Software Development: Build tailored pharmaceutical AI applications, custom CRMs, chatbots, and

ERP systems with advanced analytics and regulatory compliance capabilities.

Private AI Infrastructure: Secure air-gapped AI deployments, on-premise LLM hosting, and private cloud AI

infrastructure for pharmaceutical companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion,

automated document analysis, and intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field

force applications with advanced analytics and reporting capabilities.

AI Chatbot Development: Create intelligent medical information chatbots, GenAI sales assistants, and

automated customer service solutions for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management

solutions, and regulatory compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time

pharmaceutical market intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom

data visualization solutions for pharmaceutical insights.

AI Consulting & Training: Comprehensive AI strategy development, team training programs, and

implementation guidance for pharmaceutical organizations adopting AI technologies.

Contact founder Adrien Laurent and team at https://intuitionlabs.ai/contact for a consultation.
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no

representations or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability, or

availability of the information contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives

be liable for any loss or damage including without limitation, indirect or consequential loss or damage, or any loss or

damage whatsoever arising from the use of information presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. AI-generated

content may contain errors, omissions, or inaccuracies. Readers are advised to independently verify any critical information

before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of

their respective owners. All company, product, and service names used in this document are for identification purposes

only. Use of these names, logos, trademarks, and brands does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading AI software development firm specializing exclusively in pharmaceutical and

biotech companies. As the premier US-based AI software development company for drug development and

commercialization, we deliver cutting-edge custom AI applications, private LLM infrastructure, document processing

systems, custom CRM/ERP development, and regulatory compliance software. Founded in 2023 by Adrien Laurent, a top AI

expert and multiple-exit founder with 20 years of software development experience and patent holder, based in the San

Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs,

please consult with appropriate qualified professionals.

© 2025 IntuitionLabs.ai. All rights reserved.
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