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Executive Summary 

 

42 CFR Part 2 is one of the most protective healthcare privacy laws in the United States. 

It governs the confidentiality of Substance Use Disorder (SUD) patient records and imposes 

stricter requirements than HIPAA on how data can be: 

 

collected 

 

stored 

 

processed 

 

used 

 

disclosed 

 

shared with AI or analytics systems 

 

In the era of intelligent diagnostics, predictive modeling, telehealth, and clinical AI, 

compliance with 42 CFR Part 2 (also known as “Part 2”) is not only a legal requirement—it 

is an ethical obligation. 

 

This whitepaper presents a full compliance framework for SBL’s healthcare AI platforms, 

ensuring that AI systems remain privacy-respecting, non-discriminatory, secure, and fully 

compliant with the strict standards of Part 2. 

 

1. Introduction — Why 42 CFR Part 2 Exists 

Substance Use Disorder patients face unique risks: 

 

social stigma 

 



  

  

  

employment discrimination 

 

legal consequences 

 

insurance loss 

 

family/community repercussions 

 

To prevent misuse of sensitive records, 42 CFR Part 2 enforces strict confidentiality beyond 

standard medical privacy laws. 

 

While HIPAA protects general medical data, Part 2 protects the patient’s identity AND the 

fact that they are receiving SUD treatment — even from other healthcare providers unless 

explicit consent is provided. 

 

For AI systems, this creates a critical challenge: 

AI must support clinical insights without exposing or misusing SUD data. 

 

2. What 42 CFR Part 2 Protects 

Part 2 governs all patient records related to: 

 

Diagnosis of substance use disorder 

 

Treatment participation 

 

Referral for SUD care 

 

SUD counseling notes 

 

Medication-assisted treatment (MAT) 

 

Opioid treatment program (OTP) data 

 

Behavioral health analytics including SUD indicators 

 

These records are treated with the highest confidentiality. 

 

3. Key Part 2 Obligations for AI & Digital Health 



  

  

  

 

1. Explicit Written Consent BEFORE Data Use 

AI cannot access or process Part 2 records without written patient authorization. 

This must specify: 

 

WHO receives the data 

 

WHAT data is used 

 

PURPOSE of use 

 

Right to revoke 

 

2. Redisclosure Prohibition 

Part 2 data cannot be shared again by the receiving party. 

AI systems must enforce redisclosure blocks. 

 

3. Segregation of SUD Data 

Part 2 data must be separated from general medical data in: 

 

databases 

 

AI training datasets 

 

analytics pipelines 

 

cloud systems 

 

logs 

 

4. Minimum Necessary Access 

Only the minimum data needed may be used. 

 

5. Strong Access Controls 

SUD records must have more restrictive access than general PHI. 

 

6. Emergency Exception 

Only life‑threatening scenarios allow disclosure without consent. 



  

  

  

 

4. Risk Areas for AI Systems Under Part 2 

 

1. AI training datasets 

Part 2 data cannot be added to general AI training corpuses unless consent explicitly covers 

“model training.” 

 

2. Predictive models 

AI predictions must not imply a patient has SUD without their consent. 

 

3. Clinical decision support 

AI must not expose SUD-related alerts to providers not authorized to see that data. 

 

4. Redisclosure through analytics dashboards 

Dashboards must protect SUD signals and restrict cross‑patient comparisons. 

 

5. Data Lakes & Cloud Pipelines 

Part 2 data requires segmented, encrypted storage separate from other healthcare data. 

 

6. Federated or Shared AI Systems 

Multi-institution AI models may violate redisclosure rules unless careful controls exist. 

 

5. SBL 42 CFR PART 2 Compliance Framework (6‑Layer Model) 

Aligned with your HIPAA & Responsible AI frameworks. 

 

Layer 1 — Data Segregation & Tagging 

Mark SUD data with Part 2 labels 

 

Store separately from EMR/EHR data 

 

Prevent mixed training datasets 

 

Layer 2 — Consent & Authorization Engine 

Explicit patient authorization required 

 

Digital consent forms 

 

Consent expiration & revocation management 



  

  

  

 

Purpose-bound data release 

 

Layer 3 — Technical Safeguards 

Encryption at rest & transit 

 

Fine-grained role-based access 

 

Multi-factor authentication 

 

Attribute-based access control (ABAC) for SUD data 

 

Layer 4 — Redisclosure Prevention 

Automated redisclosure detection 

 

Access logs 

 

Usage restrictions at API level 

 

Alerts for improper sharing attempts 

 

Layer 5 — AI Safety & Model Controls 

Prevent SUD signals in model outputs 

 

Bias & fairness tests for SUD populations 

 

Explainability ensuring no implicit exposure 

 

Model-level access gateways 

 

Layer 6 — Governance & Oversight 

Part 2 compliance board 

 

Annual risk assessments 

 

Policy-based restrictions 

 

Staff training for SUD-sensitive AI workflows 



  

  

  

 

6. Patient Rights Under Part 2 

Your AI systems must support: 

 

Right to consent / revoke 

 

Right to confidentiality 

 

Right to non-discrimination 

 

Right to limited redisclosure 

 

Right to emergency exception review 

 

SBL’s Ethical AI platform embeds this by design. 

 

7. AI Architecture Requirements for Part 2 

A compliant AI platform must include: 

 

Segmented SUD ML pipelines 

 

SUD-only encrypted data zones 

 

Access-controlled ML inference endpoints 

 

Separate logging stream for Part 2 access 

 

On-prem or hybrid-cloud flexibility 

 

Zero-trust controls for behavioral data 

 

(I can generate a full architecture diagram if you want.) 

 

8. Enforcement & Penalties 

Violations can lead to: 

 

Federal civil penalties 

 



  

  

  

Criminal penalties 

 

Loss of license 

 

Institutional sanctions 

 

Reputational harm 

 

Patient lawsuits 

 

Loss of federal program eligibility 

 

Compliance is non-negotiable. 

 

Conclusion 

 

42 CFR Part 2 protects some of the most vulnerable patients in healthcare. 

In the age of intelligent systems, these protections must extend into: 

 

AI training 

 

Model inference 

 

Data engineering 

 

Clinical dashboards 

 

Telehealth 

 

Behavioral analytics 

 

Shankar AI and System Base Labs ensure that your AI is not only smart but compassionate, 

lawful, and trustworthy. 

 

This is healthcare AI that protects dignity, honors humanity, and complies with the strictest 

privacy laws. 


