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Driving Enterprise-Wide Innovation in Regulated Healthcare
Data and Patient Fulfillment

Background

Drugstore2Door (D2D) is a nationwide pharmacy operating at the intersection of healthcare delivery,
regulated data, and direct-to-patient fulfillment. With a nationwide footprint and resident and non-
resident pharmacy licensure, they operate under the combined oversight of HHS, the Food and Drug
Administration, the Drug Enforcement Administration, every state Board of Pharmacy in which it
holds a pharmacy permit, and the National Association of Boards of Pharmacy.

D2D is recognized across the pharmacy industry for the breadth of its geographic reach, the
sophistication of its patient-safety systems, and its ability to operate compliant workflows at scale.

The Challenge

D2D’s operating environment is one of the most regulated in American healthcare. The organization
must continuously satisfy the HIPAA Privacy, Security, and Breach Notification Rules under HITECH; the
federal Controlled Substances Act and 21 CFR Parts 1300-1321; CSOS requirements for Schedule Il
ordering; the Drug Supply Chain Security Act, including the enhanced interoperable track-and-trace
requirements; state Board of Pharmacy regulations and non-resident pharmacy permits in every state it
serves; NABP accreditation standards; NCPDP SCRIPT and Telecommunication standards for e-prescribing
and third-party claims; PCI DSS for payment data; Medicare Part D program rules where applicable; 42
CFR Part 2 where substance-use-disorder information is handled; and state privacy laws including CCPA/
CPRA and equivalents. Against this backdrop, D2D faced rising prescription volumes, fragmented legacy
systems, and a mandate to modernize without compromising patient safety, PHI, or compliance.

The Approach

D2D brought in Varium's technology executive whose career is built for regulated modernization. The CIO
phase secured the environment. The CTO phase modernized the platform as a cloud-secured pharmacy
operating system with segregated PHI and controlled-substance data zones, audit logging suitable, DSCSA-
compliant serialization and interoperable traceability, and automated pharmacist-supervised workflows.

The CAIO phase introduced Al where it could be deployed safely and auditably — prescription document
classification, insurance verification, refill triage, inventory and demand forecasting, and controlled-
substance anomaly monitoring. Every Al-enabled step that touches a patient or a controlled substance
remains under licensed-pharmacist review.
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The Strategic Advantage

The combined model produced measurable gains in fulfillment speed and accuracy while
strengthening the organization’s regulatory defensibility. Pharmacist time shifted from clerical
handling to clinical judgment. Al forecasting reduced inventory risk and waste under fully documented
model governance. Most importantly, D2D can now expand clinical services and geographic reach without
proportionally expanding compliance exposure.

Applicability to Other Organizations

The leadership model is directly applicable across healthcare and life sciences, including:

¢ Hospital systems and integrated delivery networks operating under HIPAA, CMS Conditions of
Participation, and Joint Commission standards.

e Outpatient and ambulatory care groups seeking documentation and scheduling automation under
HIPAA and state medical-board requirements.

e Clinical laboratories and diagnostic testing companies operating under CLIA, CAP, and HIPAA.

e Biotech and life-sciences organizations operating under FDA 21 CFR Part 11, GxP, and ICH guidelines.

¢ Medical-device manufacturers operating under FDA QSR/21 CFR Part 820 and ISO 13485, with post-
market surveillance obligations.

e Behavioral-health networks operating under HIPAA and 42 CFR Part 2.

e Public-health agencies and health-data collaboratives operating under HIPAA, FISMA, and state
public-health statutes.

Take the Next Step Toward Responsible Transformation

If your organization is ready to modernize under examination-grade controls and to deploy Al

under a governance framework that your regulators and your patients can trust, the
expertise exists and the path is proven.

What We Do

Built for businesses who don’t just want to keep up—they want to lead
Modern and scalable technology solutions—delivered as a unified practice. Varium
helps organizations adopt, implement, and operationalize emerging technologies
while ensuring their people, processes, and systems evolve together.
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