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Topic: Pricing of different pharmaceutical forms. Concept of “taxa laborum” for the extemporaneous medicines - 2 h.
Questions to be discussed
1. Extemporaneously compounded medicines

2. Common rules of pricing of extemporaneous medicines. 

3. “Taxa Laborum” – determination, economic essence, structure. 

4. Rules for pricing of different extemporaneous pharmaceutical forms.

New terms:  
Pharmaceutical form The pharmaceutical form is the pharmaceutical-technological form in which an active substance is made available. Pharmaceutical may be administered in solid form (e.g. Tablets, powers), in semi-liquid form (e.g. Ointments, pastes), in liquid form (e,g, drops, injectables, infusions) or in gaseous form (inhalation).

Extemporaneous compounding is the preparation of a therapeutic product for an individual patient in response to an identified need

Manufacturer’s selling price (msp, ex-factory price) Manufacturer’s selling price is the price the manufacturer charges for a medicine. Ex-factory price is the manufacturer’s posted price, in some countries also referred to as list price. Discounts or other incentives offered by manufacturers result in an effective price that is lower than the ex-factory price.  

Mark-up (distribution mark-up) The mark-up is the percentage of the purchasing price added on to get the selling price. A mark-up is added on to the total cost incurred by the producer of a good in order to create a profit. The wholesale mark-up is the gross profit of wholesalers, expressed as a percentage add-on to the ex-factory price. The pharmacy mark-up is the gross profit of pharmacies expressed as a percentage add-on to the wholesale price (or pharmacy purchasing price).

Information on the topic

Extemporaneous compounding is the preparation of a therapeutic product for an individual patient in response to an identified need. It is a practical way to have medicines supplied when there is no other option. For example, compounding may be useful for patients with dysphagia who are unable to swallow solid medications whole, when an appropriate dose or dosage form is not commercially available, when patients require an individualised dose, or when medicines must be delivered via nasogastric or gastrostomy tubes.2
Active pharmaceutical ingredients can be incorporated into a wide array of products including creams, eye drops, nasal sprays, oral dosage forms or intravenous infusions. Such products may be classified into simple or complex compounding. Simple compounding can be performed by any pharmacist and is a core competency of pharmacy training. 

The final medicine produced by compounding is regulated according to the component’s schedule in the Poisons Standard (the SUSMP). For example a topical progesterone  cream requires a prescription whereas dithranol  ointment can be supplied without instructions from a medical practitioner. In contrast, a pharmacist must have been instructed by a veterinary surgeon to compound medicines for an animal irrespective of the scheduling of the active ingredient. All components of a compounded product, that is the active ingredient and the excipients, are subject to quality standards set out in the Therapeutic Goods Act 1989, and are sourced from compounding supply companies that undertake rigorous quality-assurance testing.

The Therapeutic Goods Administration (TGA) specifies that all medicinal products must meet the PIC/S* Guide to Good Manufacturing Practice for Medicinal Products, which is an international standard. However, it is important to be aware that the final medicine produced by extemporaneous compounding is exempt from assessment by the TGA.

Commercially available medicines are  tested for stability so an expiry date can be provided. Extemporaneously compounded medicines are not listed or registered, and no assessment of the final medicinal product in terms of quality, stability or efficacy is required.

Extemporaneous compounding takes place in community and hospital pharmacies. There are usually specialist compounding pharmacies in major towns and cities, but any pharmacy may undertake compounding as long as they have appropriate facilities according to state-based legislation (e.g. allocated clean bench, specific compounding equipment).

Complex compounding is performed in a pressurised clean room using a laminar flow cabinet, cytotoxic drug safety cabinet or an isolator.Many public and private hospitals maintain large aseptic compounding facilities to provide individualised dosing or commercially unavailable formulations.

The active ingredient may be derived from commercially available medications or the pure chemical. Sometimes compounding is as simple as mixing a crushed tablet or the contents of a capsule in water to form a solution or suspension. However, this may not be suitable and depends on the solubility of the active ingredient. For example, insoluble tablet excipients can lead to blockages in enteral feeding tubes. In the majority of compounded products, additional non-active components (excipients) are included to ensure the active ingredient dissolves or remains suspended, or to adjust palatability or viscosity.
A range of proprietary bases and excipient mixes are available commercially through compounding suppliers to create preparations such as capsules, rapidly dispersing tablets, creams, gels, ointments, oral liquids, lozenges, troches and suppositories. This can simplify the preparation protocol and provide some background research, development and quality control for the base. All pharmacies are required to document the compounding protocol used and maintain records of all compounded products dispensed.

It is preferable to use standardised formulae, especially when some stability information is available. Formulae and associated preparation protocols are available for some of the more commonly compounded products.  Over 1000 formulaes may be found in different editions. Formulae may also be found through specialist journals and websites. Pharmacies that regularly compound, particularly hospital and compounding pharmacies, often have their own compendium of formulae for products that they dispense on a regular basis. The formulae are documented in the form of a batch sheet that precisely describes the compounding method and allows for documentation of the ingredients used.

Questions or Tests for self-evaluation
1. A pharmacy received a formulation for an extemporaneously compounded medication. Specify  the document that is used to set the price for such medication:

A. Retail price list for drugs

B. Inventory report

C. Certificate of quality

D. Cash receipt voucher

E. Certificate of analysis

2. A pharmacy received a prescription for powders with a too high single dose of phenobarbital not  justified by proper documentation. What actions should a pharmaceutist take?    
A. Put the stamp "invalid" and return the prescription to the patient   

B. Supply 1/3 of the maximum single dose    

C. Supply the maximum single dose, multiplied by the number of powders    

D. Supply the highest single dose   

E. Supply 1/3 of the maximum single dose, multiplied by the number of powders   

3. In order to fill a burrette a pharmaceutist prepared 2 l of 10% benzoate solution. This operation should be recorded in the following register:   

A. Laboratory   

B. Packaging   

C. Commodity report 

D. Prescription   

E. Spot (cash)   

4. Water for injections is derived from the drinking or distilled water. It can be either used freshly made or stored under the required temperature conditions. Water for injections is produced in   the following premises:   

A. In a separate room of aseptic department   

B. In the assistant room  

C. In the washing room  

D. In the prescription department   

E. In the sales area  

5. A pharmacist must quickly, out of turn to pass a prescription for making ofmedicinal preparation, if in the overhead part of prescription a doctor put:

A. “Cito” or “Statim”

B. Term of vacation

C. Exclamation mark

D. Two exclamation marks

E. Three exclamation marks
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