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Purpose

1.

The purpose of this guidance is to inform and support relevant healthcare professionals
and organisations in implementing changes to the record keeping requirements for
Controlled Drugs (CDs) required by changes made to The Misuse of Drugs Regulations
2001 set out in SI 2006/1450 and SI 2006/2178 (September) and Sl 2007/ .Copies are
available from the following web links:

WWW.0PSi.goV.uk/si/si2006/20061450.htm

WWW.0PSi.goV.uk/si/si2006/20062178.htm

WWW.0pSi.gov.uk/si/si2007/

This guidance also informs and supports relevant healthcare professionals and
organisations in implementing changes required to the format of the Controlled Drug
Register (CDR) and the headingsf/titles of the columns used to capture the mandatory
fields of information. This is required as a result of further change made to The Misuse
of Drugs Regulations 2001 following the outcome of the Home Office led review & public
consultation on proposed changes to The Misuse of Drugs re%ulations 2001 and The

Misuse of Drugs Regulations (Northern Ireland) that closed on 6" July 2007.
Commencement
2. The regulatory changes come into force on 1% February 2008.
Scope
3. Changes to The Misuse of Drugs Regulations apply to England, Scotland and Wales.

Backg

The Department of Health and Social Services Northern Ireland, will be considering
similar changes to the corresponding regulations for Northern Ireland. This guidance is
for England only.

round and Introduction
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4. This guidance reflects the outcome of a comprehensive review of the CDR format —
unchanged since 1973 — undertaken by the Home Office in partnership with the
Department of Health, designed to produce a revised CDR that provides a modern
comprehensive format fit for the 21 century. It updates the final guidance issued by the
Department of Health in October 2006 (Gateway Reference:7187) to reflect and explain
the changes required to the prescribed format of the CDR, the headings/titles of the
columns used to capture the mandatory fields of information in the CDR and the
terminology used to describe the headings.

5. CDs are important for the management of a variety of clinical conditions. They are
subject to special legislative controls because of the potential for them to be abused or
diverted and cause harm.

6. This guidance sets out the changes to professional practice and standing operating
procedures (SOPs) required as a result of further change made to the legislative
framework. The key focus remains to strengthen the audit trail including the record
keeping arrangements for CDs across the NHS and independent healthcare and social
care sectors. This guidance explains how the new record keeping requirements work. It
reinforces the requirement introduced in early 2008, to record information in the CDR
about the identity of the person who may be collecting a CD. This helps to minimise the
risk of abuse or harm that may be caused to patients and the public through diversion of
CDs.

7. This guidance should be read in conjunction with the amended regulations and
accompanying Home Office circulars and other guidance sign posted in this document.

RECORD KEEPING REQUIREMENTS FOR CONTROLLED DRUGS
Legal requirements

8. The format and requirements for CDRs are specified in regulations 19, 20 and Schedule
6 of the Misuse of Drugs Regulations 2001 as amended. Schedule 6 of the regulations
will be deleted on 1% February 2008.

9. Records of the receipt and supply of schedule 2 CDs must be kept in a CDR. All
healthcare professionals who hold schedule 2 CD stock must keep their own CDR and
are personally responsible for keeping this accurate and up to date. At the present time,
CDRs may be maintained either in a paper bound or electronic format.

10.From 1% February 2008, it will no longer be a legal requirement to maintain a CDR in a
prescribed format. The regulations will specify only the headings/fields to be used in the
CDR. The CDR may set out “entries to be made in case of obtaining” and “entries to be
made in cases of supply” on the same or separate pages. Two separate pages will no
longer be required. This supports the increasing use of electronic registers and
maintenance of running balances. Separate pages (in paper) or sections for each
strength and form of an individual drug will be required. Each page must specify the
strength and form of the drug at the head of the page, together with the name of the
drug to which the entries on the page of the CDR relate. In the case of electronic
registers, they must be capable of printing or displaying the name, form and strength of
the drug in such a way that the details appear at the top of each display or printout.
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11.From 1% February 2008, the regulations require the following information to be recorded
in the CDR, under the following specified headings, when CDs are obtained:
e Date supply obtained
e Name and address from whom obtained (e.g. wholesaler, pharmacy)
e Quantity obtained

12.When CDs are supplied to patients (in response to prescriptions) or to practitioners (in
response to requisitions), the regulations require information to be recorded in the CDR,
under the following specified headings:

Date supplied

Name and address of person or firm supplied

Detail of authority to possess — prescriber or licence holder’s details

Quantity and form in which supplied

* from 1% Feb 2008 there will be additional record keeping requirements which are outlined in
paragraphs 25-27

Additional information that may be recorded

13.The regulations make it clear that the record keeping requirements for CDRs set out in
the regulations are a minimum. They do not prevent any person required to keep a CDR
from including additional related information that will help to guarantee the integrity and
accuracy of the audit trail.
The following information MAY (not must) be recorded in the CD register:
a) Running balances
b) Prescriber identification number (i.e. the 6 digit private doctor code or the NHS
prescriber code) and/or the professional registration number of the prescriber
where known and also the name and professional registration number of the
healthcare professional supplying the CD.
Once electronic registers and electronic prescribing for CDs are in widespread use and
subject to parliamentary approval, the Government will mandate the inclusion of running
balances and prescriber and supplier identification. Since CDs supplied by pharmacies
can involve several pharmacists, it should be the name of the pharmacist who makes or
supervises the supply of the CD to the patient or his/her representative, whose name
and professional registration number are entered in the CDR.

Computerised CDRs

14.The regulations require that entries made in computerised CDRs must be attributable
and capable of being audited. Full details of the requirements for computerised CDRs
are in SI2005/2864 which is available from the following web link:
WWW.0PSIi.goV.uk/si/si2005/20052864.htm

15.Good practice guidance on the management of CDs in primary care is set out in the
National Prescribing Centre’'s “A Guide to Good practice in the Management of
Controlled Drugs in Primary care”. The document is available on the NPC
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website:www.npc.co.uk
Good practice guidance on the safer management of CDs in secondary care (England)
is set out in the Department of Health and the Royal Pharmaceutical Society of Great
Britain’s “Safer management of Controlled Drugs: a guide to good practice in secondary
care (England)”. The document is available on the Department of Health website:
www.dh.gov.uk. and the Royal Pharmaceutical Society of Great Britain website:
www.rpsgb.ork.uk
The guidance makes clear that if the CDR is held in computerised form then best
practice requires that:

e Safeguards should be incorporated in the software to make sure that the

author of each entry is identifiable
e Entries cannot be altered at a later date
e Alog of all data entered is kept and can be recalled for audit purposes.

Maintaining a running balance of stock

16. Healthcare professionals who supply CDs should maintain a running balance of stock in
their CDR as a matter of good practice, as the regulations allow. The Royal
Pharmaceutical Society of Great Britain (RPSGB) issued professional guidance in May
2005 on maintaining a running balance in the CDR
The most up to date version of this document is available from the following web link:
www.rpsgb.org.uk/pdfs/cdrunningbalancequid.pdf

Physical reconciliation with stock levels

17.The running balance recorded in the CDR should be checked with the physical amounts
of stock at regular intervals. The decision on how often to carry out stock checks should
be taken in line with guidance from professional representative bodies and undertaken
after a risk assessment has been carried out. Frequency of reconciliation may alter
according to local circumstances but will be specified in the SOPs that have been drawn
up for the relevant healthcare professional and their working environment.

18. Accountability for maintaining the running balance of CD stock and dealing with any
discrepancies lies with the health care professional in charge of the healthcare working
environment/premises where CDs are received, stored and supplied from.

Preservation of records

19.CDRs, requisitions and orders for CDs must be preserved for two years. The 2001
regulations allow the information contained in these records to be preserved in the
original paper form, or in an electronic form. From 1% January 2008, original requisitions
or orders for schedule 1, 2 and 3 CDs supplied in the community must be sent to the
NHS Business Services Authority Prescription Pricing Division (PPD) for England, or
processed as directed by its equivalent for the Devolved Administrations. The
Department of Health has provided guidance on this topic in: “Changes to the
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requirements in respect of requisitions used for the supply of schedule 1,2 and 3 CDs".
(available on the Department’s website: www.dh.gov.uk)

20.Safeguards must be put in place to make sure that all data contained in the CDR and all
electronic requisitions and orders for CDs cannot be altered at a later date once a
record has been made. It must be possible to retrieve all the data for audit purposes,
make adequate backups and put systems in place to minimise the risk of unauthorised
access to the data held.

21.0nce electronic CDRs are in widespread use, the Government intends to require any
person required to maintain a CDR to preserve secure copies of the records made for
up to 11 years.

Proof of identity requirements: prescriptions for Schedule 2 CDs

22.The regulations require any person who is asked to supply a Schedule 2 CD on
prescription to seek to establish whether the person collecting the CD is the patient, the
patient’s representative or a healthcare professional acting in his/her professional
capacity on behalf of the patient. This requirement conveys an important message to
patients, their representatives and members of the public about the importance attached
to the safe management of CDs and the priority the government places on taking
reasonable steps to minimise the harm caused through diversion of CDs in the
community. Where the person collecting the CD is the patient or the patient’s
representative (e.g. a friend or neighbour) the dispenser may:
e request evidence of that person’s identity
e refuse to supply the drug if he/she is not satisfied as to the identity of that person
Where the person collecting the prescription is a healthcare professional acting in
his/her professional capacity on behalf of the patient the dispenser:
e must obtain that person’s name and address;
e must, unless he/she is acquainted with that person, request evidence of that
person’s identity; but
e may supply the drug even if he /she is not satisfied as to the identity of that
person.

23.The regulations aim to strike a sensible balance between strengthening controls
designed to minimise the risk of diversion of CDs in the community, and making sure
that patients have access at all times to the medicines they need and that have been
prescribed for them .The dispenser is therefore allowed:

e discretion not to ask patients or patient representatives for proof of identity if for
example they have concerns that to do so may compromise patient confidentiality
or deter patients from having their medicine dispensed;

e to dispense the prescription and supply the CD when proof of identity has not
been provided without committing an offence under the regulations.

24.The RPSGB has issued professional guidance: Changes to the management of
controlled drugs affecting pharmacists (England, Scotland and Wales) for their members
on what forms of identification may be considered suitable and advice on circumstances
where discretion should be exercised. This guidance is available from the following web
link: www.rpsgb.org.uk/pdfs/cdmanagechquid.pdf
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ADDITIONAL INFORMATION THAT MUST BE RECORDED FROM 1°' FEBRUARY 2008.

25.1t is good practice to record information to support the proof of identity requirements
outlined in paragraphs 22 - 24 above. The form of identification for health care
professionals should be their professional registration number.

26.The main purpose of the requirement to keep and maintain a CDR, is to provide an
audit trail of the supply of those CDs that are considered to have the greatest potential
for diversion and harm when they are abused. It provides a detailed record of the
receipt, supply and stock holding of CDs used to treat patients. The records contained in
the CDR are fundamental to the wider governance and SOPs that underpin the care
and safe management of CDs. When used correctly within the requirements of the
regulations, they provide proof and evidence of safe and lawful practice, whilst at the
same time providing a mechanism that identifies malpractice and possible diversion of
CDs at the earliest opportunity. This minimises the risk of harm to individuals and
supports the high level of confidence that patients and members of the public must have
in the care and safe management of CDs in the community. As part of the further work
that has been undertaken to strengthen the audit trail and improve further the
contribution that the CDR makes to the management of CDs, it is a requirement, from
1st February 2008, to record additional information in the CDR. As specified in the
amended Misuse of Drugs Regulations 2001, it is a requirement to record the following
information in relation to the identity of the person collecting a schedule 2 CD supplied
on prescription:
e whether the person who collected the drug was the patient, the patient’s
representative or a healthcare professional acting on behalf of the patient and;
e if the person who collected the drug was a healthcare professional acting on
behalf of the patient, that person’s name and address;
e if the person who collected the drug was the patient or their representative and
whether evidence of identity was requested (annotated in the yes/no columns).
As a matter of good practice a note as to why the dispenser did not ask may be
included but this is not mandatory;
e and whether evidence of identity was provided by the person collecting the drug.

27.The requirement to record this additional information in the CDR, confirms and endorses
the good practice already followed by health care professionals. It strengthens the
contribution that the CDR makes to the audit trail of CDs, and provides further proof and
evidence of their safe and lawful supply. Recording additional information in relation to
the identity of the person collecting a schedule 2 CD, represents an important
component of the governance arrangements necessary for the care and safe
management of CDs in the community and for minimising the risk of harm to patients
and the public caused through diversion and abuse.

Where to go for more information

A guide to good practice in the management of CDs in primary care (England). This
provides useful good practice guidance on record-keeping. It is available from the following
web link: www.npc.co.uk/background for cd.htm

Safer management of Controlled Drugs: a guide to good practice in secondary care
(England). This provides useful good practice guidance for those who are involved in the day
to day management of CDs in secondary care and for those who are responsible for making
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sure that CDs are managed safely and appropriately in their organisations The document is
available on the Department of Health website: www.dh.gov.uk and the Royal Pharmaceutical
Society of great Britain website: www.rpsgb.org

Changes to the management of controlled drugs affecting pharmacists (England,
Scotland and Wales) RPSGB guidance. This is available from the following web link:
www.rpsgb.org.uk/pdfs/cdmanagechguid.pdf
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