The Veterinary Medicine Regulations 

The manufacture and distribution of veterinary medicines is regulated by EU Directives, which are incorporated into UK legislation by the Veterinary Medicine Regulations (VMR). These are administered by the Veterinary Medicines Directorate (VMD), an Executive Agency of DEFRA. The purpose of the VMRs is to protect animal health and welfare and public health, by controlling the manufacture and distribution of medicines used in animals. NB The Medicines Act 2003 regulates medicines intended for the treatment of humans, and the Misuse of Drugs Act 1971 controls both human and animal medicines.  

The VMR are revoked and remade each October, allowing the VMD to make changes. The regulations currently in force are the VMR 2007, but these will be replaced by on 1st October by the VMR 2008. Information on the current legislation is available on the VMD website at www.vmd.gov.uk
The VMR and ASPA

The VMR 2006 disapplied the regulations to medicines administered to animals undergoing regulated procedures under ASPA, with some restrictions remaining on the use of such medicines in animals intended to enter the human food chain. 

This change was intended to assist science by allowing medicines that would not otherwise be authorized for use in animals to be used under the permission of a Project Licence. Disapplying the regulations theoretically removes veterinary control from these medicines, including allowing non-veterinary surgeons to purchase prescription-only medicines (POM-Vs) from wholesalers. However, this amendment to the VMR has proved to be confusing, for the following reasons:

1) The VMRs are only disapplied for those medicines used on animals during the course of a regulated procedure. They continue to apply to all medicines used on other animals kept in the designated establishment, such as breeding and stock animals. 

2) Veterinary wholesalers continue to insist on veterinary authorisation before supplying prescription only medicines to designated establishments. This is partly because they cannot distinguish for which category of animal they are being asked to supply.

3) Many of the POM–V medicines used under ASPA, particularly anaesthetic and analgesic agents, are also controlled by the Misuse of Drugs Act. The use of these drugs in a regulated procedure does not exempt them from the very strict controls of this legislation.

4) The Home Office continues to place responsibility for medicine use in a designated establishment on the Named Veterinary Surgeon. (See the HO Guidance on the Operation of ASPA for details at http://www.archive.official-documents.co.uk/document/hoc/321/321.htm ) 

The Home Office has indicated that if medicines are purchased without the prescription of the Named Veterinary Surgeon, those who administer such medicines during procedures are responsible for ensuring that appropriate controls are in place. The Certificate Holder will be responsible for ensuring that the controls are implemented.

Inspection of Premises

From 1st April 2009, premises that store veterinary medicines must be registered with the Royal College of Veterinary Surgeons, who will maintain the Register on behalf of the VMD. There will be an annual fee for registration. Registered premises will be subject to inspection by the RCVS, which will incur an additional fee, although it is not clear how much this will be or how frequently these inspections will be carried out. 

The VMD expect designated establishments that purchase medicines directly from a veterinary wholesaler to be registered and inspected. However, where establishments purchase their medicines from a veterinary surgeon, whose premises are already registered, this requirement may be waived.  

Distribution categories of Veterinary Medicines

Authorised Veterinary Medicines (AVMs) are classified into the following distribution categories, which determine who may prescribe and supply them. The category can be found on the label, or in the data sheet. The data sheets of most authorized veterinary medicines can be viewed on the National Office of Animal Health website at www.noahcompendium.co.uk
■ AVM–GSL: Authorised Veterinary Medicine–General Sales List

There are no restrictions on the supply of these medicines. 

■ NFA–VPS: Non-Food Animal–Veterinarian, Pharmacist, or Suitably Qualified Person

These medicines may be supplied without prescription, but only by a Registered Qualified Person (RQP).

■ POM–VPS:  Prescription-Only Medicine–Veterinarian, Pharmacist, or Suitably Qualified

Person

These medicines can be prescribed by a veterinarian, pharmacist or an SQP in accordance with a prescription from one of those persons, which may be written or oral. 

■ POM–V:  Prescription-Only Medicine–Veterinarian. 

These medicines may only be prescribed by a veterinary surgeon after carrying out a clinical assessment of the animal under his/her care. 

■ Controlled drugs (CDs) are POM-V medicines that have a potential for abuse, which may lead to addiction. They are regulated by the Misuse of Drugs Act 1971 (and the Misuse of Drugs Regulations 2001), which imposes additional restrictions on their supply, storage, use and disposal. They are classified in five Schedules, according to the different levels of control.

Schedule 1

Schedule 1 includes cannabis and hallucinogenic drugs such as LSD, which are not commonly used therapeutically. 

Schedule 2

Schedule 2 includes some drugs used in veterinary practice such as fentanyl, morphine and pethidine. These drugs are subject to particular requirements for prescriptions, requisition, record keeping (transactions must be recorded in a Controlled Drugs Register), safe custody, and disposal. They must be stored in a locked and secure receptacle, which can be opened only by a veterinary surgeon, or a person authorised by a vet to do so. Schedule 2 drugs may not be destroyed except in the presence of a person authorised by the Secretary of State.

Schedule 3

Schedule 3 includes buprenorphine, pentazocine, pentobarbitone, phenobarbitone and some minor stimulant drugs. These drugs are subject to prescription and requisition requirements, but transactions do not have to be recorded. A requisition in writing must be obtained by a supplier before delivery of a Schedule 3 drug. Temazepam, diethylpropion and buprenorphine must be kept in a locked receptacle, which can be opened only by a vet or a person authorised by a vet to do so: this condition does not apply to other Schedule 3 CDs.

Schedule 4

Schedule 4 includes anabolic substances, and the benzodiazepines and ketamine. They are exempt from all CD requirements other than the need to keep relevant invoices for two years. However, ketamine may be used as a drug of abuse and it is strongly recommended that it is stored in the controlled drugs cabinet and its use recorded in a Register.

Schedule 5

Schedule 5 includes preparations of certain controlled drugs, eg, cocaine, codeine and morphine, which are exempt from full control in low strength medicines. They are exempt from controlled drug requirements, other than the need to keep relevant invoices for two years.

The Controlled Drugs Register 

A separate Register must be kept for each premises where controlled drugs are stored. The Controlled Drugs Register must be in the form of a bound book (not a loose-leaf book) or held in a computerised form. The layout of Registers is stipulated in the legislation. A separate part of the Register must be used for each class of drug. A class is any drug specified in Schedule 2 together with its various preparations. The Register must be kept for two years from the date of the last entry, but as records relating to the VMR must be kept for five years, it is generally recommended that the same condition is applied to controlled drugs.
For paper records, entries must be indelible, made in chronological order and must not be amended: corrections must be made by means of a marginal note or footnote and specify the date the correction was made. For computerised records, the author of each entry must be identifiable, entries cannot be altered at a later date, and a log of all data entered must be kept and be able to be recalled for audit purposes. The Register should include a running total. Access control systems should be in place to minimise the risk of unauthorised or unnecessary access to the data, and adequate backups must be made. 

■ UNAUTHORISED MEDICINES: These are all medicines without authorisation for use in animals in the UK. The majority of these medicines are marketed for human use, although some may be authorized for use in animals in other countries. Unauthorised medicines can only be used in animals under the prescription of a vet, unless they are being administered in the course of a procedure licensed under ASPA, in which case the VMR are disapplied. 
