
 

Regulatory Compliance - Sample Input Data 
AI BIZ GURU - Regulatory Compliance 

 

Company Overview 

MediTech Solutions is a healthcare technology company founded in 2016 that 
specializes in electronic health record (EHR) systems, patient engagement 
platforms, and healthcare analytics solutions for medical facilities. The company 
has grown to 250 employees with an annual revenue of approximately $12 
million and serves clients across the United States with a small but growing 
international presence. This dataset contains comprehensive information on 
regulatory compliance across all applicable domains. 

1. Healthcare Regulations Compliance 

HIPAA/HITECH Compliance Status 

HIPAA/HITECH 
Component 

Complian
ce Status 

Last 
Assessm

ent 

Next 
Assessm

ent 

Responsi
ble Party 

Key Gaps 



Privacy Rule Substantial 
Complianc
e 

Aug 15, 
2024 

Aug 2025 Privacy 
Officer 

Patient 
access 
request 
tracking 

Security Rule Partial 
Complianc
e 

Jul 28, 
2024 

Jan 2025 CISO Encryption 
of legacy 
systems 

Breach 
Notification 

Substantial 
Complianc
e 

Aug 15, 
2024 

Aug 2025 Privacy 
Officer 

Business 
associate 
manageme
nt 

HITECH 
Requirements 

Partial 
Complianc
e 

Jul 28, 
2024 

Jan 2025 CISO Access 
controls 
audit 
logging 

Omnibus Rule Substantial 
Complianc
e 

Aug 15, 
2024 

Aug 2025 Privacy 
Officer 

BAA 
updates 
needed 

HIPAA/HITECH Risk Assessment Results 

Risk 
Category 

Risk 
Level 

# of 
Findin

gs 

Critical 
Finding

s 

High 
Findin

gs 

Remediati
on Status 

Completi
on Target 

Administrative 
Safeguards 

Mediu
m 

12 1 3 40% 
Complete 

Mar 2025 

Physical 
Safeguards 

Low 5 0 1 60% 
Complete 

Jan 2025 

Technical 
Safeguards 

High 18 2 5 30% 
Complete 

Jun 2025 



Organizationa
l 
Requirements 

Mediu
m 

8 0 2 50% 
Complete 

Feb 2025 

Policies & 
Procedures 

Mediu
m 

10 0 3 45% 
Complete 

Apr 2025 

Documentatio
n 

Low 7 0 1 70% 
Complete 

Dec 2024 

Healthcare Regulation Incidents 

Incident Type Count 
(Last 12 

mo) 

Severi
ty 

Reported to 
Regulators 

Resolution 
Status 

Fines/Penal
ties 

PHI Breach 
(<500 
individuals) 

3 Mediu
m 

Yes Resolved None 

PHI Breach 
(>500 
individuals) 

1 High Yes Resolved $35,000 

Security 
Incident (no 
breach) 

12 Low No Resolved None 

Patient Rights 
Complaint 

5 Mediu
m 

No 4 
Resolved, 
1 Open 

None 

OCR 
Complaint 

1 Mediu
m 

Yes In Progress Pending 

Audit Finding 8 Mediu
m 

No 5 
Resolved, 
3 Open 

None 

Healthcare Certification Status 



Certificatio
n 

Status Achiev
ed Date 

Renew
al Date 

Scope Finding
s 

Responsi
ble Party 

ONC 
Health IT 
Certification 

Certified May 12, 
2023 

May 
2025 

Core EHR 
Functions 

3 Minor Product 
Managem
ent 

EHNAC 
HNAP-EHN 

In 
Process 

N/A Target 
Q1 
2025 

Patient 
Engagem
ent 

Pre-asse
ssment 

Complianc
e Team 

DirectTrust 
HISP 

Certified Sep 8, 
2023 

Sep 
2025 

Direct 
Messagin
g 

None IT 
Departme
nt 

HITRUST 
CSF 

Gap 
Assessm
ent 

N/A Target 
Q3 
2025 

All 
Systems 

15 Gaps CISO 

SOC 2 
Type II 

Certified Jan 15, 
2024 

Jan 
2025 

Core 
Systems 

4 Minor CISO 

2. Data Privacy Regulations 

US Privacy Law Compliance 

Regulation Scope Complianc
e Status 

Last 
Assessm

ent 

Key Gaps Responsi
ble Party 

CCPA/CPRA 
(California) 

CA 
consume
rs 

Substantial Jun 12, 
2024 

Data 
mapping 
updates 

Privacy 
Officer 

CDPA 
(Virginia) 

VA 
consume
rs 

Partial May 20, 
2024 

Consent 
management 

Privacy 
Officer 



CPA 
(Colorado) 

CO 
consume
rs 

Partial May 20, 
2024 

Opt-out 
mechanisms 

Privacy 
Officer 

CTDPA 
(Connecticut
) 

CT 
consume
rs 

Partial May 20, 
2024 

Privacy 
notices 

Privacy 
Officer 

UCPA (Utah) UT 
consume
rs 

Substantial Jun 12, 
2024 

Processing 
limitations 

Privacy 
Officer 

SHIELD Act 
(NY) 

NY 
consume
rs 

Substantial Jul 8, 
2024 

Safeguard 
documentatio
n 

CISO 

NYDFS (NY) Financial 
data 

Not 
Applicable 

N/A N/A N/A 

Global Privacy Law Compliance 

Regulatio
n 

Scope Complian
ce Status 

Last 
Assessm

ent 

Key Gaps Responsi
ble Party 

GDPR 
(EU) 

EU data 
subjects 

Partial Apr 15, 
2024 

DPIA process, 
DPO 
appointment 

Privacy 
Officer 

PIPEDA 
(Canada) 

Canadian 
operation
s 

Partial Mar 22, 
2024 

Consent 
mechanisms 

Privacy 
Officer 

LGPD 
(Brazil) 

Brazilian 
customer
s 

Limited Feb 10, 
2024 

Data subject 
rights process 

Privacy 
Officer 

Privacy Act 
(Australia) 

Australian 
customer
s 

Limited Feb 10, 
2024 

APP 
compliance 

Privacy 
Officer 



POPIA 
(South 
Africa) 

SA 
customer
s 

Not 
Started 

N/A Comprehensiv
e assessment 
needed 

Privacy 
Officer 

APPI 
(Japan) 

Japanese 
customer
s 

Not 
Started 

N/A Comprehensiv
e assessment 
needed 

Privacy 
Officer 

Data Subject Rights Management 

Right Type Request 
Volume (Last 

12 mo) 

Avg. 
Response 

Time 

SLA 
Met 
% 

Automat
ed 

Challenges 

Right to 
Access 

45 18 days 82% Partial Data 
identification 

Right to 
Delete 

28 22 days 75% Partial Legacy 
systems 

Right to 
Correct 

12 15 days 90% Partial Verification 
process 

Right to 
Opt-out 

65 5 days 95% Yes None 
significant 

Right to 
Portability 

8 25 days 70% No Format 
standardizatio
n 

Right to 
Object 

15 12 days 85% Partial Process 
documentatio
n 

Automated 
Decision 
Rights 

3 28 days 65% No Technical 
limitations 

Cookie & Tracking Compliance 



Website/Applica
tion 

Consent 
Management 

Cookie 
Notice 

Preferenc
e Center 

Last 
Audit 

Complianc
e Level 

Corporate 
Website 

OneTrust Yes Yes Aug 5, 
2024 

Substantial 

Customer Portal OneTrust Yes Yes Aug 5, 
2024 

Substantial 

Mobile 
Applications 

Custom 
Solution 

Yes Limited Jul 12, 
2024 

Partial 

Product Analytics Google 
Consent 

Yes No Jun 
28, 
2024 

Limited 

Marketing 
Systems 

OneTrust Yes Yes Aug 5, 
2024 

Substantial 

Third-party 
Integrations 

Varied Varied Limited Jul 12, 
2024 

Limited 

3. Security & IT Compliance 

Information Security Certifications 

Standard/Fram
ework 

Status Certificat
ion Date 

Rene
wal 
Date 

Scope Findin
gs 

Respon
sible 
Party 

ISO 27001 In 
Process 

Target 
Q2 2025 

N/A All 
operatio
ns 

Gap 
assess
ment 

CISO 

SOC 2 Type II Certified Jan 15, 
2024 

Jan 
2025 

Core 
systems 

4 Minor CISO 

NIST CSF Self-Ass
essment 

N/A N/A All IT 
systems 

12 
Gaps 

CISO 



PCI DSS Complia
nt 
(SAQ-A) 

Mar 8, 
2024 

Mar 
2025 

Payment 
processi
ng 

None Finance 

HITRUST CSF Gap 
Assess
ment 

N/A Target 
Q3 
2025 

All 
Systems 

15 
Gaps 

CISO 

FedRAMP Not 
Started 

Target 
2026 

N/A Govern
ment 
modules 

Pre-ass
essmen
t 

Product 
Security 

Information Security Controls Status 

Control 
Domain 

Implementati
on Status 

Maturity 
Level 
(1-5) 

Key Gaps Last 
Assessm

ent 

Responsi
ble Party 

Access 
Manageme
nt 

Substantial 3 Privileged 
access 
reviews 

Jun 2024 IT Security 

Network 
Security 

Substantial 3 Segmentatio
n 
documentati
on 

Jul 2024 Network 
Team 

Data 
Protection 

Partial 2 Encryption 
standards 

May 2024 Data 
Security 

Incident 
Response 

Substantial 3 Testing 
frequency 

Aug 2024 CISO 

Business 
Continuity 

Partial 2 Recovery 
testing 

Apr 2024 IT 
Operations 

Vendor 
Manageme
nt 

Limited 2 Assessment 
process 

Mar 2024 Procureme
nt 



Change 
Manageme
nt 

Substantial 3 Impact 
assessments 

Jun 2024 IT 
Governanc
e 

Security 
Awareness 

Substantial 4 Specialized 
training 

Jul 2024 Security 
Training 

Physical 
Security 

Substantial 3 Visitor 
management 

May 2024 Facilities 

Secure 
Developme
nt 

Partial 2 SAST/DAST 
integration 

Apr 2024 Developm
ent 

Vulnerability Management Metrics 

Metric Critic
al 

High Mediu
m 

Low Total 

Active Vulnerabilities 3 18 45 72 138 

Avg. Time to 
Remediate 

8 days 22 
days 

45 
days 

90 
days 

42 
days 

SLA Compliance 92% 85% 78% 65% 75% 

Past Due 0 4 12 30 46 

Exceptions/Accepted 
Risk 

0 2 8 15 25 

New (Last 30 Days) 1 5 12 18 36 

Closed (Last 30 
Days) 

2 8 15 22 47 

Security Incident Response 

Incident 
Type 

Count 
(Last 12 

mo) 

Avg. Time 
to Detect 

Avg. Time 
to Resolve 

Business 
Impact 

Reported to 
Regulators 



Phishing 
Attempts 

85 4 hours 12 hours None No 

Malware 
Detection 

18 2 hours 8 hours Minor No 

Unauthorize
d Access 

3 12 hours 48 hours Moderate 1 Yes, 2 No 

DDoS Attack 2 15 
minutes 

4 hours Minor No 

Data 
Exposure 

4 24 hours 72 hours Moderate 1 Yes, 3 No 

Insider 
Threat 

1 72 hours 120 hours Moderate No 

Third-party 
Breach 

2 48 hours 96 hours Minor No 

4. Financial & Corporate Compliance 

Financial Compliance Status 

Regulation/Stand
ard 

Complian
ce Status 

Last 
Assessm

ent 

Key 
Findin

gs 

Remediati
on Status 

Responsi
ble Party 

Sarbanes-Oxley 
(SOX) 

Not 
Applicable 

N/A N/A N/A N/A 

GAAP Accounting Compliant Mar 15, 
2024 

3 Minor Completed CFO 

Revenue 
Recognition (ASC 
606) 

Substantia
l 

Mar 15, 
2024 

2 Minor In 
Progress 

Controller 

Tax Compliance Compliant Apr 15, 
2024 

None N/A Tax 
Director 



Payroll 
Compliance 

Compliant May 10, 
2024 

1 Minor Completed HR 
Director 

Financial Controls Substantia
l 

Mar 15, 
2024 

5 Minor In 
Progress 

Controller 

Audit Committee 
Standards 

Substantia
l 

Jun 12, 
2024 

2 Minor In 
Progress 

Corporate 
Secretary 

Employment & Labor Compliance 

Area Complian
ce Status 

Last 
Assessm

ent 

Key 
Findings 

Remediati
on Status 

Responsi
ble Party 

Equal 
Employment 

Substantial May 5, 
2024 

2 Minor In Progress HR 
Director 

ADA 
Compliance 

Substantial May 5, 
2024 

3 Minor In Progress HR 
Director 

FMLA 
Compliance 

Compliant May 5, 
2024 

None N/A HR 
Director 

FLSA / 
Wage & 
Hour 

Substantial May 5, 
2024 

4 Minor In Progress HR 
Director 

Worker 
Classificatio
n 

Substantial May 5, 
2024 

2 Minor In Progress HR 
Director 

I-9 
Verification 

Compliant Apr 8, 
2024 

None N/A HR 
Director 

State 
Employment 
Laws 

Varied May 5, 
2024 

6 Minor In Progress HR 
Director 

Employee 
Handbook 

Current Jan 15, 
2024 

N/A N/A HR 
Director 



Training 
Requiremen
ts 

Substantial Jun 10, 
2024 

Missing 
documentati
on 

In Progress HR 
Director 

Corporate Governance & Ethics 

Area Status Last 
Assessme

nt 

Key Gaps Responsible 
Party 

Code of 
Conduct 

Implement
ed 

Mar 5, 2024 Annual attestation 
tracking 

Ethics Officer 

Conflict of 
Interest 

Implement
ed 

Mar 5, 2024 Disclosure 
verification 

Ethics Officer 

Anti-corruption Partial Mar 5, 2024 Risk assessment 
process 

Ethics Officer 

Whistleblower 
Program 

Implement
ed 

Mar 5, 2024 Response 
timeliness 

Ethics Officer 

Board 
Governance 

Implement
ed 

Jun 12, 
2024 

Committee 
charters 

Corporate 
Secretary 

Corporate 
Records 

Substantia
l 

Jun 12, 
2024 

Documentation 
standardization 

Corporate 
Secretary 

Regulatory 
Reporting 

Substantia
l 

Ongoing Process 
documentation 

Corporate 
Secretary 

ESG Reporting Limited Jul 25, 
2024 

Comprehensive 
framework 

Sustainability 
Lead 

Whistleblower Reports & Ethics Incidents 

Category Repor
ts 

(Last 

Substantia
ted 

Under 
Investigati

on 

Closed-Unsu
bstantiated 

Avg. 
Day
s to 



12 
mo) 

Clo
se 

Accounting/Finance 3 1 0 2 45 

Conflict of Interest 5 2 1 2 38 

Harassment/Discrimi
nation 

8 3 2 3 42 

Corruption/Bribery 1 0 0 1 35 

Data Privacy/Security 4 2 0 2 40 

Retaliation 2 0 1 1 52 

Other Misconduct 6 2 1 3 38 

5. Industry-Specific Healthcare Regulations 

FDA Compliance Status 

Regulation Applicabili
ty 

Complian
ce Status 

Last 
Assessm

ent 

Key Gaps Responsi
ble Party 

Medical 
Device 
(SaMD) 

Limited 
Modules 

Assessme
nt Phase 

Aug 10, 
2024 

Classification 
determination 

Product 
Managem
ent 

QSR (21 
CFR Part 
820) 

Applicable 
if SaMD 

Planning N/A Comprehensiv
e gap 
assessment 

Quality 
Team 

MDR 
Reporting 

Applicable 
if SaMD 

Planning N/A Reporting 
procedures 

Quality 
Team 

Labeling 
Requireme
nts 

Applicable 
if SaMD 

Planning N/A Content 
review 

Product 
Managem
ent 



Part 11 
Electronic 
Records 

Applicable Partial Jul 15, 
2024 

Audit trail 
implementatio
ns 

IT 
Complianc
e 

De 
Novo/510(k
) 

Under 
Evaluation 

Not 
Started 

N/A Regulatory 
pathway 
determination 

Regulatory 
Affairs 

ONC Health IT Certification 

Certification 
Criteria 

Status Certificatio
n Date 

Renewa
l Date 

Testing 
Results 

Responsibl
e Party 

170.315(a) 
Clinical 
Processes 

Certifie
d 

May 12, 
2023 

May 
2025 

Passed 
with 
conditions 

Product 
Manageme
nt 

170.315(b) Care 
Coordination 

Certifie
d 

May 12, 
2023 

May 
2025 

Passed Product 
Manageme
nt 

170.315(c) 
Clinical Quality 

Certifie
d 

May 12, 
2023 

May 
2025 

Passed Product 
Manageme
nt 

170.315(d) 
Privacy & 
Security 

Certifie
d 

May 12, 
2023 

May 
2025 

Passed 
with 
conditions 

Product 
Security 

170.315(e) 
Patient 
Engagement 

Certifie
d 

May 12, 
2023 

May 
2025 

Passed Product 
Manageme
nt 

170.315(f) Public 
Health 

Not 
Certifie
d 

N/A Target 
2025 

N/A Product 
Manageme
nt 

170.315(g) API 
& Interoperability 

Certifie
d 

May 12, 
2023 

May 
2025 

Passed 
with 
conditions 

Product 
Manageme
nt 



Healthcare Interoperability Compliance 

Standard/Regula
tion 

Status Last 
Assess

ment 

Implement
ation Level 

Key Gaps Responsi
ble Party 

Information 
Blocking 

Substant
ial 

Jul 10, 
2024 

Operational Exception 
document
ation 

Complianc
e Officer 

TEFCA Monitori
ng 

Aug 8, 
2024 

Planning QHIN 
connectivit
y strategy 

Interopera
bility Team 

FHIR API (v4) Impleme
nted 

Jun 15, 
2024 

Operational Security 
implement
ation 

Developm
ent Team 

USCDI v2 Impleme
nted 

Jun 15, 
2024 

Operational None 
significant 

Data 
Architectur
e 

Trusted Exchange 
Framework 

Monitori
ng 

Aug 8, 
2024 

Planning Technical 
requireme
nts 

Interopera
bility Team 

CMS 
Interoperability 
Rule 

Substant
ial 

Jul 10, 
2024 

Operational Document
ation 
updates 

Complianc
e Officer 

Carequality/Com
monWell 

Connect
ed 

May 5, 
2024 

Operational None 
significant 

Interopera
bility Team 

Controlled Substance & Prescription Compliance 

Regulation Applicabil
ity 

Status Last 
Assessm

ent 

Key Gaps Responsibl
e Party 



EPCS 
(Electronic 
Prescribing) 

Applicable Certified Apr 12, 
2024 

State-specifi
c 
requirements 

Product 
Management 

PDMP 
Integration 

Applicable Partial Jun 8, 
2024 

Interstate 
connectivity 

Developmen
t Team 

DEA 
Requirement
s 

Applicable Substan
tial 

Apr 12, 
2024 

Audit log 
retention 

Security 
Team 

State 
E-Prescribin
g Laws 

Applicable Varied Jun 8, 
2024 

Multi-state 
compliance 

Compliance 
Officer 

Medication 
Management 

Applicable Substan
tial 

Jul 15, 
2024 

Clinical 
decision 
support 

Clinical 
Team 

Pharmacy 
Integration 

Applicable Substan
tial 

Jul 15, 
2024 

Independent 
pharmacy 
connections 

Interoperabili
ty Team 

6. Vendor & Third-Party Risk Management 

Third-Party Risk Assessment Status 

Vendor Category # of 
Vendor

s 

# 
Asses

sed 

High 
Risk 

Medium 
Risk 

Low 
Risk 

Assessment 
Frequency 

Cloud Service 
Providers 

12 10 4 5 1 Annual 

Data Processors 18 15 6 7 2 Annual 

Software 
Providers 

32 24 5 12 7 Annual 



Professional 
Services 

28 18 2 8 8 Biennial 

Hardware/Infrastru
cture 

15 10 1 4 5 Biennial 

Business Services 25 15 0 6 9 Biennial 

Healthcare 
Partners 

8 8 3 4 1 Annual 

Business Associate Agreements 

Category Total 
Required 

In 
Place 

Pendi
ng 

Expir
ed 

Last 
Audit 

Responsible 
Party 

Cloud 
Providers 

8 7 1 0 Jun 
2024 

Privacy 
Officer 

Healthcare 
Clients 

145 138 5 2 Jun 
2024 

Legal 
Department 

Service 
Providers 

22 20 2 0 Jun 
2024 

Privacy 
Officer 

Software 
Vendors 

15 13 2 0 Jun 
2024 

Privacy 
Officer 

Consultants 12 10 1 1 Jun 
2024 

Legal 
Department 

Business 
Partners 

5 4 1 0 Jun 
2024 

Legal 
Department 

Vendor Compliance Issues 

Vendor 
Type 

# of 
Incident

s 

Severity Resolutio
n Status 

Contract 
Impact 

Business 
Impact 



Cloud 
Providers 

3 2 High, 1 
Medium 

2 
Resolved, 
1 Open 

1 
Termination 

1 Significant, 
2 Moderate 

Software 
Vendors 

5 1 High, 3 
Medium, 1 
Low 

4 
Resolved, 
1 Open 

1 
Remediation 
Plan 

1 Significant, 
4 Minor 

Data 
Processor
s 

2 2 Medium 1 
Resolved, 
1 Open 

1 Contract 
Amendment 

2 Moderate 

Service 
Providers 

4 1 High, 2 
Medium, 1 
Low 

3 
Resolved, 
1 Open 

1 
Remediation 
Plan 

1 Significant, 
3 Minor 

Healthcare 
Partners 

1 1 Medium 1 Resolved None 1 Moderate 

Subcontractor Management 

Category # of Known 
Subcontractor

s 

# with 
Flow-dow
n Clauses 

# 
Assesse

d 
Directly 

# with 
Compliance 

Issues 

Last 
Revie

w 

Cloud 
Providers 

25 20 10 3 May 
2024 

Data 
Processor
s 

18 15 8 2 Jun 
2024 

Software 
Vendors 

32 25 12 5 Apr 
2024 

Service 
Providers 

22 18 5 3 Mar 
2024 



Healthcare 
Partners 

15 15 8 1 Jul 
2024 

7. International Compliance 

International Operations Compliance 

Country/Reg
ion 

Operatio
ns Type 

Regulato
ry Focus 

Complian
ce Status 

Last 
Assessm

ent 

Key Gaps 

Canada Sales, 
Support 

Privacy, 
Healthcar
e 

Partial Mar 2024 Provincial 
healthcare 
regulations 

United 
Kingdom 

Sales Privacy, 
Healthcar
e 

Partial Apr 2024 NHS Digital 
requirements 

European 
Union 

Sales 
(Limited) 

GDPR, 
MDR 

Limited Apr 2024 GDPR 
implementatio
n, MDR 
assessment 

Australia Sales 
(New) 

Privacy, 
TGA 

Initial 
Assessme
nt 

Jul 2024 Therapeutic 
Goods 
regulations 

Brazil Prospecti
ng 

LGPD Planning Feb 2024 Comprehensiv
e assessment 
needed 

United Arab 
Emirates 

Prospecti
ng 

Healthcar
e 
regulation
s 

Not 
Started 

N/A Comprehensiv
e assessment 
needed 

Cross-Border Data Transfer Compliance 



Transfer 
Mechanis

m 

Status Coverag
e 

Last 
Assessm

ent 

Key Gaps Responsi
ble Party 

Standard 
Contractual 
Clauses 

Partial 
Implementati
on 

EU 
transfers 

Apr 2024 Transfer 
impact 
assessments 

Privacy 
Officer 

Binding 
Corporate 
Rules 

Not 
Implemented 

N/A N/A Comprehensi
ve program 
needed 

Privacy 
Officer 

Privacy 
Shield 
(Invalid) 

Removed N/A Apr 2024 Replaced with 
SCCs 

Privacy 
Officer 

APEC 
CBPR 

Not 
Implemented 

N/A N/A Assessment 
needed 

Privacy 
Officer 

Adequacy 
Decisions 

Leveraged UK, 
Canada 
transfers 

Apr 2024 Documentatio
n 

Privacy 
Officer 

Derogation
s 

Used 
Selectively 

Various Apr 2024 Consent 
management 

Privacy 
Officer 

International Certifications & Standards 

Standard Countri
es 

Status Certification 
Date 

Renewal 
Date 

Responsibl
e Party 

ISO 27001 Global In Process Target Q2 
2025 

N/A CISO 

ISO 13485 Global Not Started Target 2026 N/A Quality Team 

CE Mark 
(MDR) 

EU Assessment 
Phase 

Target 2026 N/A Regulatory 
Affairs 

UKCA 
Mark 

UK Assessment 
Phase 

Target 2026 N/A Regulatory 
Affairs 



CSA 
(Canada) 

Canada Not Started Target 2026 N/A Regulatory 
Affairs 

TGA 
(Australia) 

Australi
a 

Not Started Target 2026 N/A Regulatory 
Affairs 

8. License & Permit Management 

Corporate Licenses & Registrations 

License Type Jurisdiction
s 

Statu
s 

Renewal 
Dates 

Responsibl
e Party 

Issues 

Business 
Registration 

US (All 
States) 

Curre
nt 

Various Legal 
Department 

None 

Foreign 
Qualification 

32 States Curre
nt 

Various Legal 
Department 

None 

Business 
Licenses 

15 
Cities/Counti
es 

Curre
nt 

Various Legal 
Department 

1 Pending 
Renewal 

Tax 
Registrations 

Federal, 35 
States 

Curre
nt 

N/A Tax 
Department 

None 

Professional 
Licenses 

8 States Curre
nt 

Various Legal 
Department 

None 

Healthcare 
Provider 
Licenses 

Not 
Applicable 

N/A N/A N/A N/A 

Product Licenses & Certifications 

License/Certificat
ion 

Status Coverage Issue
d Date 

Renew
al Date 

Responsibl
e Party 



ONC Health IT 
Certification 

Current Core EHR 
Modules 

May 
12, 
2023 

May 
2025 

Product 
Management 

FDA Clearance Not 
Applicabl
e 

N/A N/A N/A N/A 

DEA Certification 
(EPCS) 

Current E-Prescribin
g Module 

Apr 
12, 
2024 

Apr 
2025 

Product 
Management 

State Pharmacy 
Board Approvals 

Varied E-Prescribin
g Module 

Variou
s 

Various Compliance 
Officer 

State HIE 
Connections 

Varied Interoperabili
ty Module 

Variou
s 

Various Interoperabili
ty Team 

Controlled 
Substance 
Reporting 

Varied Prescription 
Module 

Variou
s 

Various Compliance 
Officer 

Intellectual Property 

IP Type Status Registratio
n Dates 

Renewa
l Dates 

Geographic 
Coverage 

Responsibl
e Party 

Trademark
s 

12 
Registered, 
3 Pending 

Various Various US, Canada Legal 
Department 

Patents 3 Granted, 5 
Pending 

Various Various US, 
International 

Legal 
Department 

Copyrights 18 
Registered 

Various N/A US Legal 
Department 

Domain 
Names 

22 
Registered 

Various Various Global Marketing/I
T 



Trade 
Secrets 

Protected 
Internally 

N/A N/A Global Legal 
Department 

Software 
Licenses 

Compliant Various Various Per 
Agreement 

IT 
Department 

9. Compliance Management System 

Compliance Program Structure 

Componen
t 

Implementati
on Status 

Maturity 
Level 
(1-5) 

Last 
Assessm

ent 

Key Gaps Responsi
ble Party 

Governanc
e Structure 

Implemented 3 May 2024 Committee 
charters 

Complianc
e Officer 

Risk 
Assessmen
t Process 

Partial 2 May 2024 Frequency, 
methodology 

Complianc
e Officer 

Policies & 
Procedures 

Substantial 3 May 2024 Review 
cycle 
managemen
t 

Policy 
Manager 

Training & 
Awareness 

Substantial 3 May 2024 Role-based 
training 

Training 
Manager 

Monitoring 
& Auditing 

Partial 2 May 2024 Audit plan, 
coverage 

Complianc
e Officer 

Issue 
Manageme
nt 

Substantial 3 May 2024 Root cause 
analysis 

Complianc
e Officer 

Third-party 
Manageme
nt 

Partial 2 May 2024 Assessment 
coverage 

Vendor 
Manager 



Reporting 
Mechanism
s 

Implemented 4 May 2024 Trend 
analysis 

Ethics 
Officer 

Program 
Evaluation 

Limited 2 May 2024 Metrics, 
benchmarkin
g 

Complianc
e Officer 

Compliance Team Resources 

Role Headco
unt 

Certificatio
ns 

Areas of 
Focus 

Reporting 
Structure 

Chief Compliance 
Officer 

1 CHC, CIPP Overall 
program 

CEO 

Privacy Officer 1 CIPP/US, 
CIPM 

Privacy 
compliance 

CCO 

Security 
Compliance 
Manager 

1 CISSP, 
CISM 

Security 
compliance 

CISO (dotted 
to CCO) 

Healthcare 
Compliance 
Specialist 

1 CHC Healthcare 
regulations 

CCO 

Compliance 
Analyst 

2 Various General 
compliance 

CCO 

Training Specialist 1 None Compliance 
training 

CCO 

Vendor Compliance 
Coordinator 

1 None Third-party 
management 

CCO 

Legal Counsel 
(Support) 

1 JD Legal 
compliance 

General 
Counsel 

Compliance Training Status 



Training Type Target 
Audience 

Completio
n Rate 

Frequen
cy 

Last 
Updated 

Delivery 
Method 

Code of 
Conduct 

All 
Employees 

96% Annual Jan 
2024 

Online 

HIPAA/Privacy All 
Employees 

98% Annual Mar 
2024 

Online 

Security 
Awareness 

All 
Employees 

95% Annual Feb 
2024 

Online 

Harassment 
Prevention 

All 
Employees 

97% Annual Jan 
2024 

Online 

Information 
Security 

IT Staff 92% Semi-an
nual 

Apr 
2024 

Online + 
Workshop 

Privacy Deep 
Dive 

Data 
Handlers 

88% Annual Mar 
2024 

Online + 
Workshop 

Secure 
Development 

Developmen
t Team 

85% Annual May 
2024 

Workshop 

Fraud 
Prevention 

Finance, 
Executives 

90% Annual Jun 
2024 

Online 

Sales 
Compliance 

Sales Team 94% Annual Apr 
2024 

Online 

Management 
Compliance 

Managers 92% Annual Feb 
2024 

Workshop 

Compliance Monitoring & Auditing 

Audit Area Frequen
cy 

Last 
Audit 

Findings Next 
Schedule

d 

Responsibl
e Party 

HIPAA 
Privacy 

Annual Jul 
2024 

5 Medium, 8 
Low 

Jul 2025 Privacy 
Officer 



HIPAA 
Security 

Annual Jul 
2024 

2 High, 6 
Medium, 10 
Low 

Jan 2025 CISO 

Data 
Protection 

Quarterly Aug 
2024 

1 High, 3 
Medium, 7 
Low 

Nov 2024 Privacy 
Officer 

Access 
Controls 

Quarterly Sep 
2024 

3 Medium, 6 
Low 

Dec 2024 IT Security 

Vendor 
Management 

Semi-an
nual 

Jun 
2024 

2 High, 5 
Medium 

Dec 2024 Procurement 

Financial 
Controls 

Annual Mar 
2024 

5 Medium, 7 
Low 

Mar 2025 Controller 

Employment 
Practices 

Annual May 
2024 

3 Medium, 6 
Low 

May 2025 HR Director 

Code of 
Conduct 

Annual Mar 
2024 

2 Medium, 5 
Low 

Mar 2025 Ethics 
Officer 

Business 
Continuity 

Annual Apr 
2024 

2 High, 4 
Medium 

Apr 2025 IT 
Operations 

10. Regulatory Change Management 

Regulatory Intelligence Sources 

Source 
Type 

# of 
Sourc

es 

Update 
Frequenc

y 

Coverage 
Areas 

Responsibl
e for 

Monitoring 

Distributio
n Method 

Law Firm 
Updates 

3 Weekly Healthcare, 
Privacy, 
Employment 

Legal 
Department 

Email 
digest 



Industry 
Association
s 

5 Varied Healthcare IT, 
Privacy, 
Security 

Compliance 
Team 

Portal 
posting 

Regulatory 
Agencies 

12 Real-time 
alerts 

Health, Data, 
Employment, 
Corporate 

Compliance 
Team 

Email alerts 

Subscriptio
n Services 

2 Daily Comprehensive Compliance 
Team 

Portal 
posting 

Consulting 
Partners 

3 Monthly Healthcare, 
Privacy, 
Security 

Compliance 
Team 

Webinars, 
Reports 

Peer 
Networks 

2 Quarterly Healthcare IT, 
Compliance 

CCO Meetings, 
Emails 

Regulatory Change Projects 

Regulation Status Implementati
on Deadline 

Project 
Completi

on 

Budget Project 
Owner 

Information 
Blocking 
(ONC) 

Implementat
ion 

April 5, 2023 March 15, 
2023 

$125,0
00 

Compliance 
Officer 

CCPA/CPRA 
Updates 

Implementat
ion 

January 1, 
2023 

Decembe
r 10, 2022 

$85,00
0 

Privacy 
Officer 

CURES Act 
Final Rule 

Implementat
ion 

December 
31, 2023 

Novembe
r 15, 2023 

$180,0
00 

Product 
Managemen
t 

CMS 
Interoperabili
ty 

Implementat
ion 

July 1, 2023 June 15, 
2023 

$150,0
00 

Interoperabil
ity Team 



TEFCA 
Implementati
on 

Planning Voluntary Target Q2 
2025 

$200,0
00 

Interoperabil
ity Team 

European 
Health Data 
Space 

Monitoring Expected 
2025 

Not 
Started 

Not 
Budget
ed 

Privacy 
Officer 

State 
Privacy 
Laws (5 
states) 

Implementat
ion 

Various 
2023-2024 

Phased 
Approach 

$95,00
0 

Privacy 
Officer 

Regulatory Interactions & Inquiries 

Regulatory 
Body 

Interaction 
Type 

Date Subject Stat
us 

Responsible 
Party 

OCR Data Request Mar 
2024 

Privacy 
Complaint 

Clos
ed 

Privacy Officer 

ONC Certification 
Inquiry 

May 
2024 

EHR 
Certification 

Clos
ed 

Product 
Management 

State AG 
(CA) 

Information 
Request 

Feb 
2024 

CCPA 
Compliance 

Clos
ed 

Privacy Officer 

CMS Clarification 
Request 

Jun 
2024 

Interoperability 
Rule 

Clos
ed 

Compliance 
Officer 

FDA Informal 
Guidance 

Jul 
2024 

SaMD 
Classification 

Ope
n 

Regulatory 
Affairs 

FTC No 
Interactions 

N/A N/A N/A N/A 

SEC No 
Interactions 

N/A N/A N/A N/A 

DOJ No 
Interactions 

N/A N/A N/A N/A 



11. Compliance Risk Assessment 

Enterprise Compliance Risk Heat Map 

Risk Area Inheren
t Risk 

Control 
Effectivene

ss 

Residu
al Risk 

Risk 
Trend 

Key Controls 

HIPAA/Privacy High Moderate Medium
-High 

Stable Policies, 
Training, 
Audits 

Security/Cybersec
urity 

Very 
High 

Moderate High Worseni
ng 

Technical 
controls, 
Training 

FDA/Product 
Compliance 

Medium Limited Medium Stable Regulatory 
assessment 

Data Protection High Moderate Medium
-High 

Stable Data 
governance, 
Access 
controls 

Healthcare 
Regulations 

High Moderate Medium
-High 

Stable Certifications, 
Policies 

Employment Medium Substantial Medium
-Low 

Improvin
g 

HR 
processes, 
Training 

Corporate 
Governance 

Medium Substantial Medium
-Low 

Stable Board 
oversight, 
Policies 

Financial Medium Substantial Medium
-Low 

Stable Controls, 
Segregation 
of duties 

Anti-corruption Low Moderate Low Stable Policies, Due 
diligence 



Intellectual 
Property 

Medium Moderate Medium Stable Legal 
protection, 
Agreements 

Top Compliance Risks 

Risk Risk 
Level 

Impa
ct 

Likeliho
od 

Contro
l 

Maturit
y 

Risk 
Owner 

Mitigation 
Plan 

PHI Data 
Breach 

High High Medium Mediu
m 

CISO/Priva
cy Officer 

Enhanced 
encryption, 
Access 
reviews 

Regulatory 
Noncomplian
ce 
(Healthcare) 

High High Medium Mediu
m 

Compliance 
Officer 

Certificatio
n 
maintenan
ce, 
Monitoring 

System 
Unavailability 

High High Medium Mediu
m 

CTO Redundan
cy, DR 
testing 

Security 
Vulnerability 

High High Medium Mediu
m 

CISO Patching 
program, 
Penetratio
n testing 

Customer 
Data Misuse 

Mediu
m-High 

High Low Mediu
m 

Privacy 
Officer 

Data 
governanc
e, Purpose 
limitation 

Vendor 
Compliance 
Failure 

Mediu
m-High 

Mediu
m 

Medium Low Procureme
nt 

Enhanced 
assessme



nts, 
Monitoring 

Interoperabilit
y Failure 

Mediu
m-High 

Mediu
m 

Medium Mediu
m 

Interoperabi
lity Team 

Standards 
complianc
e, Testing 

Product 
Regulatory 
Misclassificati
on 

Mediu
m 

High Low Low Regulatory 
Affairs 

FDA 
engageme
nt, 
Assessme
nt 

Financial 
Misstatement 

Mediu
m-Low 

High Very 
Low 

High CFO Controls, 
Audits 

Employment 
Claims 

Mediu
m-Low 

Mediu
m 

Low Mediu
m 

HR Director Policy 
complianc
e, Training 

Control Effectiveness Assessment 

Control 
Category 

Design 
Effectiven

ess 

Operating 
Effectiven

ess 

Testing 
Frequen

cy 

Key Gaps Improvem
ent Plans 

Policies & 
Procedures 

Substantial Moderate Annual Accessibility, 
Updates 

Policy 
manageme
nt system 

Training & 
Awareness 

Substantial Substantial Quarterly Role-specific 
content 

Enhanced 
LMS 

Risk 
Assessment 

Moderate Limited Annual Methodology, 
Coverage 

Enhanced 
framework 

Monitoring 
& Auditing 

Moderate Limited Varied Coverage, 
Resources 

Expanded 
program 



Governance 
& Oversight 

Substantial Moderate Semi-an
nual 

Reporting, 
Metrics 

Enhanced 
dashboard 

Incident 
Managemen
t 

Substantial Moderate Quarterly Response 
time, 
Lessons 
learned 

Process 
enhanceme
nts 

Third-party 
Managemen
t 

Moderate Limited Annual Assessment 
depth, 
Coverage 

Program 
enhanceme
nt 

Technical 
Controls 

Substantial Moderate Continuo
us 

Legacy 
systems, 
Integration 

Technical 
roadmap 

Physical 
Controls 

Substantial Substantial Semi-an
nual 

Visitor 
management 

Process 
enhanceme
nts 

Documentat
ion 

Moderate Limited Annual Standardizati
on, 
Accessibility 

Document 
manageme
nt 

12. Industry-Specific Benchmarking 

Healthcare IT Industry Benchmarks 

Metric MediTech 
Performance 

Industry 
Average 

Top 
Quartile 

Gap 
Analysis 

HIPAA Compliance 
Score 

85% 82% 92% Moderate gap 
to leaders 

Security Control 
Implementation 

78% 75% 90% Significant 
gap to 
leaders 

Time to Report 
Breaches 

48 hours 72 hours 24 hours Better than 
average 



Security Incidents 
per Year 

18 25 12 Better than 
average 

Compliance Training 
Completion 

96% 90% 98% Small gap to 
leaders 

Third-party Risk 
Assessment 
Coverage 

75% 65% 95% Moderate gap 
to leaders 

Privacy Assessment 
Frequency 

Annual Annual-Bi
ennial 

Quarterly-
Annual 

Industry 
standard 

Average Audit 
Findings 

15 22 8 Better than 
average 

Vulnerability 
Remediation Time 

28 days 45 days 15 days Better than 
average 

Compliance 
Program Maturity 

3.2/5.0 2.8/5.0 4.2/5.0 Above 
average 

Peer Comparison (Healthcare IT Vendors) 

Company 
Size 

Category 

# in 
Compariso

n Group 

MediTech 
Percentile 

Rank 

Areas of 
Strength 

Areas for 
Improvement 

Revenue: 
$10M-$50M 

15 65th 
percentile 

Security, 
Training, 
Breach 
response 

Vendor 
management, 
Compliance 
technology 

Employees: 
100-500 

22 70th 
percentile 

Policies, 
Governance, 
Incident 
response 

Risk assessment, 
Monitoring 
automation 



Healthcare 
IT Sector 

35 60th 
percentile 

HIPAA 
compliance, 
Certifications 

FDA/regulatory 
approach, 
International 
compliance 

Founded 
2015-2020 

28 85th 
percentile 

Maturity for 
age, 
Framework 
adoption 

Documentation, 
Compliance 
staffing 

Regulatory Action Benchmarking 

Regulator
y Body 

Actions 
Against 

Peers (24 
mo) 

Average 
Settlement/Fin

e 

MediTech 
Actions 

Industry Trends 

OCR 
(HIPAA) 

12 $185,000 0 Focus on Risk 
Assessments, BA 
management 

FTC 3 $250,000 0 Increasing focus on 
healthcare privacy 

FDA 5 Warning Letters 0 SaMD enforcement, 
Clinical Decision 
Support 

State AGs 8 $120,000 0 Multistate actions, 
Breach notification 

ONC 3 Certification 
suspension 

0 Information blocking, 
Interoperability 

CMS 2 Program 
exclusion 

0 Interoperability, 
Patient access 

SEC 0 N/A 0 N/A for peer group 

13. Compliance Technology & Tools 



Compliance Technology Ecosystem 

System 
Type 

Current 
Solution 

Implementati
on Status 

Integrati
on Level 

User 
Satisfacti

on 

Planned 
Enhanceme

nts 

GRC 
Platform 

MetricStre
am 

Partial Limited 3.2/5.0 Expand 
modules, 
Improve 
dashboards 

Policy 
Managem
ent 

SharePoin
t 

Full Limited 2.8/5.0 Evaluate 
dedicated 
solution 

Training 
Managem
ent 

Cornersto
ne LMS 

Full Moderate 3.5/5.0 Enhanced 
reporting, 
Role-based 
paths 

Audit 
Managem
ent 

MetricStre
am 

Partial Limited 3.0/5.0 Expand 
implementati
on 

Risk 
Assessme
nt 

Spreadshe
ets 

Full None 2.5/5.0 Implement 
GRC module 

Third-party 
Managem
ent 

OneTrust Partial Limited 3.3/5.0 Expand 
vendor 
coverage 

Incident 
Managem
ent 

ServiceNo
w 

Full Good 3.8/5.0 Enhanced 
analytics 

Complianc
e 
Monitoring 

Manual 
Processes 

Limited None 2.0/5.0 Evaluate 
automation 
options 



Privacy 
Managem
ent 

OneTrust Substantial Moderate 3.6/5.0 DSAR 
automation 
enhancement 

Security 
Complianc
e 

Qualys Full Moderate 3.7/5.0 Enhanced 
reporting, 
Integration 

Compliance Automation Status 

Process Automatio
n Level 

Technolog
y Used 

Efficienc
y Gain 

ROI Future Plans 

Policy 
Distribution & 
Attestation 

High Cornerston
e LMS 

75% time 
reduction 

High AI-driven 
policy 
updates 

Compliance 
Training 

High Cornerston
e LMS 

65% time 
reduction 

High Personalized 
learning paths 

Vendor Risk 
Assessments 

Medium OneTrust 40% time 
reduction 

Mediu
m 

Continuous 
monitoring 

Audit Data 
Collection 

Low Manual + 
Tools 

20% time 
reduction 

Low Automated 
evidence 
collection 

Risk 
Assessments 

Low Spreadshe
ets 

10% time 
reduction 

Low Implement 
GRC solution 

Compliance 
Reporting 

Medium PowerBI 35% time 
reduction 

Mediu
m 

Real-time 
dashboards 

Control Testing Low Manual + 
Tools 

15% time 
reduction 

Low Test 
automation 

Incident 
Management 

High ServiceNo
w 

60% time 
reduction 

High Predictive 
analytics 



Regulatory 
Change 
Monitoring 

Medium Third-party 
feeds 

45% time 
reduction 

Mediu
m 

AI-driven 
impact 
assessment 

Compliance 
Documentation 

Low SharePoint 25% time 
reduction 

Low Knowledge 
management 
system 

Compliance Metrics & Reporting 

Metric 
Category 

Key Metrics Reporting 
Frequenc

y 

Audience Benchmark 
Compariso

n 

Trend 
Analysi

s 

Program 
Effectivene
ss 

Maturity 
score, Audit 
findings 

Quarterly Board, 
Executive 

Yes Yes 

Risk 
Manageme
nt 

Risk levels, 
Control 
effectiveness 

Quarterly Board, 
Executive 

Yes Yes 

Training & 
Awareness 

Completion 
rates, 
Knowledge 
scores 

Monthly Department 
Heads 

Yes Yes 

Incident 
Manageme
nt 

Count, 
Resolution 
time, Impact 

Monthly Executive, 
Department 
Heads 

Yes Yes 

Policy 
Compliance 

Attestation 
rates, 
Exceptions 

Quarterly Department 
Heads 

Partial Yes 

Audit 
Manageme
nt 

Findings, 
Remediation 
status 

Quarterly Executive, 
Department 
Heads 

Yes Yes 



Regulatory 
Changes 

Impact 
assessments, 
Project status 

Monthly Compliance 
Committee 

No Yes 

Third-party 
Risk 

Assessment 
coverage, 
Risk levels 

Quarterly Executive, 
Procuremen
t 

Partial Yes 

Security 
Compliance 

Vulnerability 
metrics, 
Patch status 

Monthly CISO, IT 
Leadership 

Yes Yes 

Privacy 
Compliance 

Rights 
fulfillment, 
Breach 
metrics 

Monthly Privacy 
Committee 

Partial Yes 

14. Compliance Documentation 

Policy & Procedure Inventory 

Policy 
Category 

# of 
Docume

nts 

Last 
Revie

w 

Review 
Frequenc

y 

Form
at 

Accessib
ility 

Owner 

Corporate 
Governanc
e 

12 Jan 
2024 

Annual Digita
l 

Intranet Legal 

Information 
Security 

28 Mar 
2024 

Annual Digita
l 

Intranet CISO 

Privacy 15 Feb 
2024 

Annual Digita
l 

Intranet Privacy 
Officer 

Human 
Resources 

22 May 
2024 

Annual Digita
l 

Intranet HR Director 

Finance & 
Accounting 

18 Apr 
2024 

Annual Digita
l 

Intranet CFO 



Vendor 
Manageme
nt 

8 Jun 
2024 

Annual Digita
l 

Intranet Procureme
nt 

Healthcare 
Compliance 

14 Jul 
2024 

Annual Digita
l 

Intranet Complianc
e Officer 

Quality 
Manageme
nt 

10 Aug 
2024 

Annual Digita
l 

Intranet Quality 
Team 

Business 
Continuity 

6 Apr 
2024 

Annual Digita
l 

Intranet IT 
Operations 

Product 
Compliance 

12 Jul 
2024 

Annual Digita
l 

Intranet Product 
Manageme
nt 

Evidence Repository Status 

Documentat
ion Type 

Storage 
Location 

Structure Complete
ness 

Last 
Organizati

on 

Responsibl
e Party 

Policy 
Attestations 

Cornersto
ne LMS 

Structured 95% Ongoing Compliance 
Team 

Training 
Records 

Cornersto
ne LMS 

Structured 98% Ongoing Compliance 
Team 

Audit 
Documents 

SharePoi
nt 

Semi-stru
ctured 

85% Jul 2024 Compliance 
Team 

Risk 
Assessment
s 

SharePoi
nt, 
Spreadsh
eets 

Semi-stru
ctured 

80% Jun 2024 Compliance 
Team 

Incident 
Reports 

ServiceNo
w 

Structured 90% Ongoing Security/Priv
acy Teams 



Compliance 
Reports 

SharePoi
nt 

Semi-stru
ctured 

85% Quarterly Compliance 
Team 

Third-party 
Assessment
s 

OneTrust, 
SharePoi
nt 

Semi-stru
ctured 

75% Aug 2024 Vendor 
Managemen
t 

Control 
Evidence 

SharePoi
nt 

Unstructur
ed 

70% May 2024 Control 
Owners 

Regulatory 
Communicati
ons 

Email, 
SharePoi
nt 

Unstructur
ed 

65% Jun 2024 Compliance 
Team 

Certifications 
& Reports 

SharePoi
nt 

Semi-stru
ctured 

90% Aug 2024 Compliance 
Team 

Documentation Challenges 

Challenge Severi
ty 

Impact Improvement 
Plan 

Timeli
ne 

Owner 

Fragmented 
Storage 

High Inefficiency, 
Incomplete 
evidence 

Centralized 
GRC platform 

Q2 
2025 

Complianc
e Officer 

Manual 
Processes 

Mediu
m 

Time-consumin
g, Error-prone 

Automation 
implementation 

Q3 
2025 

Complianc
e Officer 

Version 
Control 

Mediu
m 

Outdated 
documents, 
Confusion 

Document 
management 
system 

Q1 
2025 

IT, 
Complianc
e 

Access 
Management 

Mediu
m 

Security risk, 
Limited 
collaboration 

Role-based 
access 
implementation 

Q4 
2024 

IT Security 

Evidence 
Collection 

High Audit delays, 
Incomplete 
documentation 

Automated 
evidence 
collection 

Q2 
2025 

Complianc
e Officer 



Process 
Documentati
on 

Mediu
m 

Knowledge 
gaps, 
Inconsistent 
execution 

Process 
documentation 
initiative 

Q1 
2025 

Process 
Owners 

Reporting 
Inefficiency 

Mediu
m 

Manual effort, 
Delayed 
insights 

Dashboard 
automation 

Q4 
2024 

Analytics 
Team 

Regulatory 
Updates 

Mediu
m 

Outdated 
policies, 
Compliance 
gaps 

Regulatory 
change 
management 
system 

Q3 
2025 

Complianc
e Officer 

15. Compliance Improvement Roadmap 

Strategic Compliance Initiatives 

Initiative Priori
ty 

Status Timelin
e 

Budge
t 

Expected 
Outcome 

Executi
ve 

Sponsor 

GRC Platform 
Implementatio
n 

High Planni
ng 

Q1-Q4 
2025 

$250,0
00 

Centralized 
compliance 
management 

CFO 

Healthcare 
Certification 
Enhancement 

High In 
Progre
ss 

Q3 
2024-Q
2 2025 

$180,0
00 

Expanded 
ONC 
certification 

CTO 

Security 
Program 
Maturation 

High In 
Progre
ss 

Ongoin
g 

$320,0
00 

Enhanced 
security 
posture 

CISO 

Privacy 
Program 
Enhancement 

Mediu
m 

Planni
ng 

Q4 
2024-Q
3 2025 

$150,0
00 

Comprehensiv
e privacy 
framework 

CCO 



FDA 
Regulatory 
Pathway 

Mediu
m 

Resear
ch 

Q1-Q4 
2025 

$200,0
00 

Clear product 
classification 

CTO 

Global 
Compliance 
Framework 

Mediu
m 

Resear
ch 

Q2 
2025-Q
1 2026 

$180,0
00 

International 
expansion 
support 

CCO 

Third-party 
Risk 
Management 

Mediu
m 

Planni
ng 

Q1-Q3 
2025 

$120,0
00 

Enhanced 
vendor 
oversight 

COO 

Compliance 
Training 
Enhancement 

Low Planni
ng 

Q1-Q2 
2025 

$75,00
0 

Role-based 
learning paths 

CCO 

Maturity Improvement Targets 

Compliance 
Domain 

Current 
Maturity 

(1-5) 

Target 
(1-5) 

Timeli
ne 

Key Actions Responsi
ble Party 

Overall 
Program 

3.2 4.0 Q4 
2025 

Framework 
implementation, 
Resource 
investment 

CCO 

Healthcare 
Compliance 

3.5 4.2 Q2 
2025 

Certification, 
Monitoring 
enhancement 

Complianc
e Officer 

Privacy 
Program 

3.0 4.0 Q3 
2025 

Enhanced 
governance, 
Automation 

Privacy 
Officer 

Security 
Program 

3.3 4.3 Q4 
2025 

Control 
enhancement, 
Certification 

CISO 



Third-party 
Management 

2.5 3.5 Q3 
2025 

Program 
enhancement, 
Automation 

Vendor 
Manager 

Monitoring & 
Testing 

2.8 3.8 Q4 
2025 

Expanded 
coverage, 
Automation 

Complianc
e Officer 

Training & 
Awareness 

3.5 4.2 Q2 
2025 

Enhanced content, 
Role-based 
approach 

Training 
Manager 

Documentatio
n & Evidence 

2.5 3.5 Q1 
2025 

Centralization, 
Standardization 

Complianc
e Officer 

Risk 
Management 

2.8 3.8 Q3 
2025 

Enhanced 
methodology, 
Integration 

Risk 
Manager 

Governance & 
Oversight 

3.2 4.0 Q4 
2025 

Reporting 
enhancement, 
Metrics 

CCO 

Resource Allocation & Budget 

Resource 
Category 

Current 
Budget 

Proposed 
Budget 

% 
Chang

e 

Justification Approva
l Status 

Compliance 
Staff 

$680,000 $850,000 +25% Additional 
headcount, 
Specialized 
expertise 

Pending 

Technology & 
Tools 

$320,000 $520,000 +63% GRC platform, 
Automation tools 

Pending 

External 
Services 

$250,000 $350,000 +40% Assessments, 
Specialized 
expertise 

Pending 



Training & 
Awareness 

$85,000 $125,000 +47% Enhanced 
content, Platform 
improvements 

Pending 

Certifications $180,000 $250,000 +39% Additional 
certifications, 
Maintenance 

Pending 

Audit & 
Assessment 

$120,000 $180,000 +50% Expanded 
coverage, 
Specialized 
assessments 

Pending 

Regulatory 
Intelligence 

$45,000 $75,000 +67% Enhanced 
monitoring, 
Impact 
assessment 

Pending 

Documentatio
n & Reporting 

$35,000 $85,000 +143% Knowledge 
management, 
Automation 

Pending 

Total 
Compliance 
Budget 

$1,715,00
0 

$2,435,00
0 

+42% Program 
enhancement, 
Risk mitigation 

Pending 
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