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Compounding (or Preparation) is an integral part of pharmacy practice and is essential to the provision of health care.
Compounding is defined in several ways; one definition in Chapter 795 of the United States Pharmacopeia (USP 795) is as follows: The preparation, mixing, assembling, altering, packaging, and labeling of a drug, drug-delivery device, or device in accordance with a licensed practitioner’s prescription, medication order, or initiative based on the practitioner–patient–pharmacist–compounder relationship in the course of professional practice. 
Compounding includes the following: 
· Preparation of drug dosage forms for both human and animal patients, 
· Preparation of drugs or devices in anticipation of prescription drug orders, on the basis of routine, regularly observed prescribing patterns, 
· Reconstitution or manipulation of commercial products that may require the addition of one or more ingredients, 
· Preparation of drugs or devices for the purposes of, or as an incident to, research (clinical or academic), teaching, or chemical analysis, and 
· Preparation of drugs and devices for prescriber’s office use where permitted by  law.
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). The extemporaneous compounding  of medicines is associated with a number of potential risks to patients, healthcare staff and their organisation. These all need to be carefully considered in determining the best treatment option; they then need to be minimised when the use of this category of medicine is necessary. A risk assessment should be performed before making a decision to extemporaneously prepare a medicine in line with the local unlicensed medicines policy. 
Extemporaneously prepared medicines are unlicensed medicines and are not subject to these regulatory safeguards. Therefore neither prescribers nor pharmacists can make the same assumptions of quality, safety and efficacy about these products as they do for licensed medicines. However, it is recognised that some patients may have special clinical needs that cannot be met by licensed medicinal products or by a viable alternative option. In these circumstances it would be inappropriate to curtail the patient’s treatment, as this would have a detrimental effect on their condition. Whenever carrying out a risk assessment, the risks of not treating the patient should also be considered and be at the forefront of the decisionmaking process.
Extemporaneous dispensing is the process of compounding ingredients to prepare an unlicensed medicine for an individual patient in accordance with a prescription. It may need to be carried out where no licensed product is available or where the formulation of the licensed product is not suitable. Often, it has involved the preparation of a paediatric medicine in the form of an oral liquid from an adult medicine.
Process for supplying extemporaneously prepared medicines
1. Establish the validity of the prescription 
2. Check the patient details including age and weight if applicable 
3. Check the appropriateness of the prescription including correct dose or strength of medicaments 
4. Complete the necessary recording of the prescription 
5. Prepare a suitable label including extra warning and/or cautionary and advisory labels, appropriate shelf life and storage conditions 
6. Select the appropriate container 
7. Prepare the product suitably 
8. Check the final product including the label 
9. Provide appropriate advice and counselling to the patient
Assessment of the Preparation of Specific Products 
Each time an extemporaneous product is prepared pharmacist must satisfy the following criteria.  
Criteria: 
1. Correct quantities calculated 
2. Medicaments weighed accurately with regard to balance sensitivity and minimum weighable mass 
3. Appropriate preparation technique exercised 
4. Stability and shelf life of final product determined (by reference or precedent) 
5. Product labelled appropriately
Extemporaneously prepared formulae

An extemporaneously prepared formula is a medicine compounded by a pharmacist from basic ingredients. All the allowable ingredient prices are listed  in Drug Prices of Pharmacy. 
Price for the supply of an extemporaneously‑prepared pharmaceutical benefit, including a standard formula preparation, is the sum of the following amounts:


(a)
the amount in respect of the quantity of each of the ingredients; and

       
(b)
the applicable container fee; and


(c)
an extemporaneously‑prepared dispensing fee.

Labelling 

Extemporaneously prepared medicinal products must be appropriately labelled in accordance with the requirements set out in the Order of MOH #812

Labels should be prepared before the product is compounded so that the finished product can be labelled straight away to prevent potential mislabelling, and dispensing errors. Clear labelling of the extemporaneously prepared product is essential in the interest of patient safety. There should also be a process in place to double check the label before supply to the patient to ensure that it contains accurate information and all directions necessary for the patient to safely use the product. 
The label of an extemporaneously prepared product should include (in the exceptional circumstances of batch manufacture some information may not be relevant): 
• Name of the patient 
• Name, address and telephone number of the pharmacy
• Date of preparation 
• Date on which the product was dispensed 
• Name of the product, if applicable, or a description of the product 
• Generic name of the active substance(s), strength and quantity 
• Name, strength and quantity of any other ingredient 
• Total quantity of the final product to be supplied
 • Directions for the appropriate use of the product 
• Route of administration 
• Relevant cautionary and advisory labels 
• Warning ‘Keep out of the reach of children’ 
• Expiry date (including an in-use expiry date as appropriate) or information about limits for use
 • Special storage or handling requirements e.g. for certain liquid preparations ‘Shake well before use’
 • Batch number, if applicable
• Name and signature of preparing personnel
• Name and signature of cheking personnel

 • Name and signature of dispencing personnel

Shelf-life
 • Given the risks associated with extemporaneous formulation, it is recommended that the shelf-life of any extemporaneous product should not exceed 28 days if preserved or 7 days if unpreserved. 
• In the absence of supporting data, a limited shelf-life should be assigned based on the risk assessment of the individual drug.
• For drugs with narrow therapeutic indices, this may be as little as 2 or 3 days
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