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NG46: Controlled drugs 
Controlled drugs present clinicians with 
two broad challenges. First, there is the 
legal obligation to meet the somewhat 
complicated requirements for ordering, 
storage, supply and disposal. Second, 
there is the clinical need to ensure they 
are prescribed and used appropriately, 
bearing in mind the risks of adverse 
effects, diversion and misuse. Thankfully, 
the efforts of pharmacists combined with 
automated prescribing systems mean 
that safe and legal use is the norm but 
there is still scope for error in the many 
and varied care settings within the NHS. 
 NICE’s new guideline, Controlled 
drugs: safe use and management,1 pro-
vides a clear set of recommendations 
for assessing procedures in every NHS 
setting other than a care home, with use-
ful references to the relevant legislation. 
(NICE has published guidance on man-
aging medicines in care homes (SC1, 
March 2014),2 though it says little about 
controlled drugs.)
 The new guideline is intended for 
health professionals, social care work-
ers, service providers, commissioners 
and people who use controlled drugs. 
It addresses both the administrative 
(improving working practices to comply 
with legislation and robust governance 
arrangements) and clinical (reducing 
the safety risks) concerns. The Misuse 
of Drugs Regulations are available in 
full online at www.legislation.gov.uk/
uksi/2001/3998. 

Advice for organisations
The first half of the guideline makes  
recommendations most relevant to organ-
isations on developing and establishing 
systems and processes, record keeping, 
risk assessment and reporting incidents.
 NICE makes no fewer than 19 recom-
mendations on systems and processes 
covering governance and proper proce-
dures for storage, audit, transportation 
and disposal. There should be clear 
lines of accountability enshrined in con-
tracts and a designated controlled drugs 
accountable officer (even when one is 

not legally necessary) who, in liaison with 
NHS England and local networks, will pro-
vide quality assurance. 
 Organisations should have a “con-
trolled drugs policy and standard oper-
ating procedures [SOPs] for storing, 
transporting, destroying and disposing of 
controlled drugs,” which should include 
provision for review and updates. There 
should be SOPs for prescribing, supply-
ing and administering controlled drugs 
(including clinical monitoring of patients) 
and policies for incorporating safety 
alerts. NICE lists the factors that should 
be taken into account when developing 
an SOP and what checks the procedure 
should include.

 Institutions where inpatients may use 
their own controlled drugs should carry 
out a risk assessment covering use, 
storage, record-keeping and disposal; 
schools should have systems and pro-
cesses to manage these issues. 
 The law is specific about record-keep-
ing of requisitions, invoices and stock 
and it is helpful for this to be summarised 
briefly. NICE recommends that organisa-
tions use a standard requisition form, 
even when this is not a legal require-
ment, and carry out a risk assessment to 
determine whether drugs in Schedule 3 
(eg buprenorphine), Schedule 4 (eg most 
benzodiazepines) and Schedule 5 (prepa-
rations that require only invoice reten-
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When making 
decisions, take 
into account

•  The benefits of controlled drugs
•  The risks of prescribing, including dependency, overdose 

and diversion
•  Other prescribed and nonprescribed medicines the person 

is taking (particularly any centrally-acting agents) and 
whether the person may be opioid-naive

•  Information from evidence-based sources such as NICE 
and the BNF

When prescribing •  Document clearly the indication and regimen for the 
controlled drug in the person’s care record

•  Check the person’s current clinical needs and, if 
appropriate, adjust the dose until a good balance is 
achieved between benefits and harms

•  Discuss with the person the arrangements for reviewing 
and monitoring treatment

•  Be prepared to discuss the prescribing decision with other 
health professionals if further information is requested 
about the prescription

For ‘when required’ 
prescribing

•  Document clear instructions for when and how to take or 
use the drug in the person’s care record

•  Include dosage instructions on the prescription (with the 
maximum daily amount or frequency of doses) so that this 
can be included on the label when dispensed

•  Ask about and take into account any existing supplies the 
person has of ‘when required’ controlled drugs

When prescribing, 
or reviewing or 
changing use, take 
into account

•  The appropriate route
•  The dose (including when dose conversions or dose 

equivalence is needed)
•  The formulation (including changes to formulations)

Table 1. NICE guidance on controlled drugs: recommendations on making and recording 
prescribing decisions
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tion) should be handled in the same way 
as drugs in Schedule 2 (eg morphine).
 Organisations should consider 
implementing processes for monitoring 
prescribing data to facilitate analyses of 
trends, the potential risks of unintended 
use and the reasons for increasing or 
unusually high or low-volume prescrib-
ing. More positively, NICE states that 
prescribing policies should support  
prescribers and avoid creating barriers 
that prevent competent health profes-
sionals from prescribing controlled drugs 
– presumably a reference to nonmedical 
prescribing.
 SOPs for administering controlled 
drugs should minimise the risk of errors; 
these might include measures such 
as asking for advice from other health 
professionals and arranging for another 
health professional to check the dose 
and route of administration. A system for 
reporting and acting on safety incidents 
should reconcile local and national sys-
tems and include measures to involve 
the controlled drugs accountable officer.

Using controlled drugs
The second part of the guideline covers 
clinical and practical aspects of using 
controlled drugs, including prescribing, 
ordering and supply, administration, 
handling and monitoring. Some of this 
overlaps with the information provided 
in the BNF but the recommendations 
are mostly higher level pointers to good 
practice (see Table 1). If this advice is 
not followed, the reasons why should be 
documented in the person’s notes.
 A prescription for a controlled drug 
should not normally provide more than 
30 days’ supply (an instalment prescrip-
tion for Schedule 2 drugs is limited to 14 
days). When exceptional circumstances 
warrant a larger quantity (“to cover a jus-
tifiable clinical need and after consider-
ation of any risk” according to the BNF), 
the reasons why should be documented. 
If an opioid is changed, the equivalent 
dose of the new agent should be esti-
mated using a recognised conversion 
chart (again, the BNF provides one). To 
avoid confusion, for inpatient prescrip-
tions for controlled drugs administered 
by different routes, each preparation 
should be prescribed as a separate 

item. Clinicians should discuss the differ-
ences between the formulations with the 
patients/carer, checking that they under-
stand what the different formulations are 
for and when to take them. Prescribing 
should be reviewed on a case-by-case 
basis.
 People (or their carers) who are pre-
scribed a controlled drug should receive 
all the information normally provided with 
drug treatment, as well as some specific 
advice (see Table 2).
 The guideline omits to mention 
addressing people’s concerns about 
taking potentially addictive drugs – per-
haps this is beyond its remit. However, 
it does go further by recommending that 
health professionals who administer a 
controlled drug should check that any 
past doses have been taken and tell the 
patient the name and dose of the con-
trolled drug before it is administered. If 
a continuous infusion device is used, the 
health professional setting it up must be 
trained and competent. Details of the 
administration should be recorded.

Storage and disposal
The guideline lists the requirements for 
record-keeping, storage and disposal of 
controlled drugs that all pharmacists will 
recognise.
 Storage is also an issue for patients 
and carers, who should consider the 
need for a lockable storage box, how 
accessible their controlled drugs may be 
to other people, and whether their pre-
ferred storage method could increase 

the risk of safety incidents. There is use-
ful advice on removing controlled drugs 
from the home after a patient has died, 
which includes consulting the family, 
keeping a record, having a witness to the 
removal and awareness that a coroner 
may require the medicines to be left in 
the home for a period. 

Monitoring
The final section covers responsibility 
for high-level monitoring and manag-
ing safety incidents. NICE says that 
NHS England lead controlled drugs 
accountable officers should identify 
and manage poor local engagement 
(presumably with this guidance as well 
as their legal obligations) where neces-
sary, working with intelligence networks 
and other local organisations such as 
secure environments and services for 
substance misuse, palliative care and 
out-of-hours care. These lead officers 
should work with local accountable 
officers to share learning about trends 
or significant incidents, and remove 
barriers to reporting.
 Local controlled drugs accountable 
officers should ensure they have robust 
systems for raising and reporting con-
cerns or incidents in a timely way (includ-
ing systems for starting investigations) 
and in accordance with the regulations. 
This means liaising with NHS Trusts, the 
Care Quality Commission, NHS Protect, 
the police and relevant regulatory bodies.

Summary
This NICE document is a point-by-point 
guide to the safe use of controlled drugs 
and what needs to be done to meet the 
legal requirements for handling them 
in all NHS settings. Together with the 
BNF’s practical advice on prescribing, it 
provides a comprehensive resource that 
will be useful for anyone who is not fully 
aware of the complexities of using con-
trolled drugs and as a tool for contracting 
and reviewing services.
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•  What it has been prescribed for
•  How long it will take to work
•  Expected duration of use 
•  How to use sustained-release and 

immediate-release formulations 
when they are prescribed together

•  How treatment may affect the ability 
to drive

•  It is to be used only by the person it 
is prescribed for

•  The patient or their representative 
may need to show identification 
when they collect the prescription

•  Advice on safe disposal in the 
community

Table 2. Information to give patients/carers 
prescribed a controlled drug


