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Scope: Prescribing-only clinic (consultation model, no on-site dispensing) 

Patient population: Adults aged 18+ only 

Jurisdiction: Victoria, Australia 

Prepared: August 2026 

Status: Working draft,all sources require final verification against current legislation. 

This document is not legal or regulatory advice. 

1. Compliance Matrix 

A. Federal — TGA 

https://www.upwork.com/freelancers/yujiec2


 

B. State — Victoria 

 

C. AHPRA / Medical Board 



 

2. Pathway Sequence 

 

Step 1 — Practitioner Setup 

●​ Confirm AHPRA General or Specialist registration (active) 

●​ Register on TGA SAS & AP Online System 

●​ Estimated time: 1–3 days 

Step 2 — Advertising & Branding Compliance Review 

●​ Review business name, website, all marketing materials​
 against TGA prescription medicine advertising guidance 

●​ This step is non-negotiable before public launch 

●​ Estimated time: varies (legal review recommended) 

Step 3 — Choose Access Pathway 

●​ AP route (class of patients) 

○​ Check if product is on Established History of Use list 

○​ Yes → submit AP application (no HREC needed) 

○​ No → obtain HREC approval or college endorsement first​
 (timeline: variable — weeks to months) 

●​ SAS-B route (individual patients) 

○​ Submit per-patient application with clinical justification 

Step 4 — TGA Approval 



●​ Medicinal cannabis applications: 2–5 business days​
 (after submission of all required information) 

●​ AP approval valid: up to 5 years; reports every 6 months 

●​ SAS-B: validity as specified in approval letter;​
 commonly granted for up to 24 months (delegate discretion) 

●​ Category-based approvals (since Nov 2021): 

○​ Within same approved category → product substitution​
 may not require new TGA application 

○​ Outside approved category → new application required 

Step 5 — Victoria State Compliance 

●​ Register with SafeScript 

●​ Assess patient drug-dependency status 

○​ Non-dependent → no state permit needed 

○​ Dependent → apply for Schedule 8 permit via SafeScript 

●​ Confirm clinic model does NOT require health service​
 establishment registration 

Step 6 — Clinical Governance Setup 

●​ Establish full patient assessment protocol 

●​ Document therapeutic need and treatment alternatives considered 

●​ Build management plan and exit strategy templates 

●​ Set up continuity-of-care and referral pathways 

●​ Declare and manage any conflicts of interest​
 (especially prescribing-supply arrangements) 

●​ Establish medical records and monitoring protocols 

 

3. Risk Flags 



 

4. Regulatory Horizon Scan (2025–2026) 



 

Assessment: No replacement prescribing framework has commenced, but reform has 

progressed beyond consultation stage. TGA is developing a staged reform program. 

Any clinic established now should build compliance review into its operating model 

at minimum 6-month intervals. The advertising enforcement is not future,  it is 

current. 

 

5. Key Insight 

The formal licensing barrier for a prescribing-only Victorian clinic is relatively 

limited: 

●​ No clinic-specific licence required 

●​ No specialist accreditation required (adults 18+) 

●​ No state permit required for non-drug-dependent patients 

●​ TGA medicinal cannabis approval timeline: 2–5 business days (faster than 

standard 15-day AP pathway) 

●​ Category-based approvals reduce product-substitution friction 



The material regulatory risk sits in the clinical and commercial operating model, not 

in clinic establishment. 

The question in 2026 is not "Can I legally establish this clinic?" but "Can I operate a 

high-volume, digitally acquired, virtual-first medicinal cannabis prescribing business 

without the business model itself distorting clinical decision-making or creating 

unlawful advertising?" 

This is where regulators are focused: consultation quality, conflict of interest, 

advertising compliance, prescribing volumes, and single-purpose business models. A 

clinic that solves the licensing pathway but ignores operating model governance has 

solved the wrong problem. 

 

Sources:  

TGA (tga.gov.au), Victorian Department of Health (health.vic.gov.au) 

AHPRA (ahpra.gov.au) 

Medical Board of Australia 

Office of Drug Control (odc.gov.au) 

Legislation references: Drugs, Poisons and Controlled Substances Act 1981 (Vic), 

Narcotic Drugs Act 1967 (Cth), Therapeutic Goods (AP Scheme, Application Form) 

Approval (No. 2) 2024.  

All dates and sources verified against primary government pages as of August 2026. 
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