


European Union to protect consumers from harm-
ful products. Those products include medicines.
Strict liability (or liability without fault) makes a pro-
ducer liable for damage caused by a defective prod-
uct. The product does not have to be sold for profit
(Veedfald v Århus [2001]). Where a producer, know-
ing of a possible defect, continues to supply prod-
ucts even though it was unable to identify in which
of those products the risk would materialise, it
would be liable under the 1987 Act (A v National
Blood Authority [2001]). This would be the case
even if the product had been administered care-
lessly (Council directive 85/374 Article 8(2)).
Producers usually stipulate storage conditions, for
example, avoid sunlight, humidity, high or low
temperatures (Box 2).

As the Consumer Protection Act 1987 has a strict
liability principle, the producer of the product must
always be identifiable. Generally this would be the
manufacturer or importer of the product into the
European Union. However, where the manufac-
turer is unknown (because of a break in tracing the
supply chain), the last person identified in the sup-
ply chain will be deemed the producer and liable
for the damages. It is essential, therefore, that trusts
take great care to keep accurate supply records of
medication received and ensure that drugs are kept
securely to avoid such liability.
���������
��

���� The principal statutory frame-
work for the regulation of medicines is the Medicines
Act 1968. The act regulates licensing, supply and
administration of medicines. The secretary of state
for health has a duty, under section 58A of the
Medicines Act 1968, to place on the prescription-
only list medicines that represent a danger to patients
if their use is not supervised by an appropriate

practitioner. Therefore prescription-only medicines
may only be administered by or in accordance with
the directions of an appropriate practitioner (Medicines
Act 1968, s 58(2)(b)). The 1968 act does not require
a written order. The instruction may be verbal, but
both the appropriate practitioner and the adminis-
tering nurse are accountable for the standard of
communication and harmful consequences to the
patient of an administration error. Verbal orders lack
evidential certainty: it is difficult to prove what was
said. They are best avoided on the grounds of safety.

Appropriate practitioners are defined as regis-
tered medical practitioners, registered dentists
and nurses and midwives who comply with con-
ditions specified by Order. Currently these are dis-
trict nurse/health visitor prescribers and extended
formulary nurse prescribers (Prescription Only
Medicines (Human Use) Amendment Order 2002).
Each class of appropriate practitioner has its own
formulary of medicines from which it is autho-
rised to prescribe. 

Despite recent changes in prescribing law enabled
by s.63 Health and Social Care Act 2001, nurses
generally are not appropriate practitioners and must
only administer medicines in accordance with direc-
tions issued by an appropriate practitioner. Unless
instructed, there is no scope to alter the dose or
change the form of a medicine by crushing or open-
ing a capsule and to do so would be a breach of
the 1968 Act.

The Medicines Act 1968 provides further protec-
tion by requiring that medicinal products for human
use are manufactured and used in accordance with
a product licence or manufacturing authorisation
(Medicines Act 1968, s 7). The licence is not pub-
lished, but its provisions are summarised in the data
sheet produced by the drug company. It is essen-
tial that those administering medicines to others
are aware of the licensed uses of the product.

A medicine with a product licence would be used
in an unlicensed manner if the dose, route or form
were outside the licensed terms. Nurses who decide
to administer any medicine by crushing tablets or
opening capsules would be using the medicine in
an unlicensed form (Wright 2002). This would ren-
der them personally liable for any harm caused and
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Obtain and review the product
information sheet for
diclofenac tablets 25 and 50mg
from pharmacy or product
inserts. List the practical advice
offered regarding administering and
monitoring the medication and consider the
implications of this advice. 

TIME OUT 1

Figure 1. Accountability and drug administration – the four areas

To your 
employer through

contract law

The person through
the civil law

Trespass to the
person 

Negligence

Drug 
administration

To society through 
the public law

Medicines Act 1968
Consumer Protection 

Act 1987

To the profession
through the Nursing 

and Midwifery 
Order 2002

These acts require that in
accordance with the 
directions of an appropriate
practitioner, the:
� Right medicine is given
� To the right patient 
� At the right time
� In the right form of the drug  
� At the right dose

Box 1. The Consumer
Protection Act 1987 and
Medicines Act 1968 
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they would be required to justify their actions in
the event of an adverse reaction. 
The standard of administration As well as reg-
ulating the right to administer medicines to others,
the law also regulates the standard of giving or
administration. These standards have been devel-
oped through the common law, or rules of law
developed from the decisions of judges in decided
cases. Two key principles of common law apply to
the administration of medicines, namely the person’s
right to self-determination and the practitioner’s
duty to be careful when administering medicines
to those in his or her care.
���
����


�
�������
������
��� The right to self-
determination is long established in law and its
role in health care is best summed up by the
words of Cardozo J in Schloendorff v Society of
New York Hospitals [1914]: ‘Every human being
of adult years and sound mind has a right to
determine what shall be done with his body.’ The
‘right to determine’ means that a person has the
legal right to accept or decline medical treatment.
Lord Goff in Airedale NHS Trust v Bland [1993]
held that the principle of self-determination
requires respect be given to the wishes of patients,
so that if adult patients of sound mind refuse,
however unreasonably, to consent to treatment
or care, those responsible for patients’ care must
give effect to patients’ wishes, even though they
do not consider it to be in the patients’ best inter-
ests to do so.

Therefore even though a prescription for a med-
icine is in place, the medicine can only be given
to the person with his or her consent. That person
has a right to refuse the medication and those
caring for the person must respect that right. In
Re T (Adult; Refusal of Treatment) [1992], the
Court of Appeal held that the right to decide one’s
own fate presupposes a capacity to do so. Every
adult is presumed to have that capacity, but it is
a presumption that can be rebutted. Capacity is
determined by a test of understanding (Re MB
(Caesarean Section) [1997] (CA)). A person lacks
capacity if some impairment or disturbance of
mental functioning renders the person unable to
make a decision whether to consent to or refuse
treatment (Box 3). 

If patients have the requisite capacity, the deci-
sion is binding. If not, they may be treated in what
is believed to be their best interests. Therefore
where a person is unable to consent due to being
unconscious or has a more permanent incapac-
ity caused by dementia or severe learning dis-
ability, then the principle allows medication to be
given in the absence of a valid consent in the per-
son’s best interests (F v West Berkshire HA [1990]).
In Scotland, the Adults with Incapacity (Scotland)

Act 2000 allows persons with a continuing power
of attorney to consent on the patient’s behalf.  

Negligence In addition to obtaining consent from
a capable adult, or acting in the best interests of
an incapable adult, the law of negligence places a
duty of care on those considered to be in duty sit-
uations (Caparo v Dickman [1990]). Nurses caring
for patients are in a duty situation (Kent v Griffiths
& Ors [2000]). They are required to administer 
medication to others to a standard consistent with

Mr Evans, aged 91, was frail
and judged by his doctors to
have Alzheimer’s disease. He
lived in his own home with his
wife, aged 85. He developed a chest
infection, and was prescribed co-amoxiclav
tablets. However, he found these unpleasant to
take, and was unable to comprehend the need
to swallow them. How would you suggest this
situation be managed?
As his Alzheimer’s disease worsened, Mr Evans
became increasingly restless at night. Mrs Evans
told the district nurse that this situation was
having an adverse effect on her health and was
becoming intolerable. The GP suggested night
sedation, but Mr Evans refused. How would you
suggest this situation be managed? 
Make notes of your actions and then compare
these to the feedback provided in Box 4. 

TIME OUT 2

� The area for storage and assembly of medicines should remain below 25°C, as
some drugs decompose above that temperature. 

� Handwashing facilities, sufficient work surfaces and appropriate security measures
should be available. 

� Medicines for internal use should be stored in a locked trolley, cupboard or room. 
� A locked cabinet for controlled drugs is required in all nursing homes and

hospitals, but this requirement is subject to local guidelines for residential homes in
England and Wales.

� A locked refrigerator should be available in nursing homes and hospitals,
exclusively for the storage of medicines. A maximum/minimum thermometer
should be used to monitor the refrigerator temperature daily (RPS 2003).

� Repeated handling of some drugs can cause contact dermatitis, for example,
cytotoxics, phenothiazines, local anaesthetics, antibiotics, and topical preparations
such as lanolin or tars (Kelly 2000). A few substances can be absorbed through the
skin, for example, cytotoxics, hormone preparations, organophosphates and
iodine. Therefore gloves should be worn when handling these medicines.
Cytotoxics and associated spillages or patient excreta are handled in accordance
with manufacturers’ instructions and national guidelines (BNF 2002, McKenry and
Salerno 1998, Skelly 2000). 

� Staff who are, or who might be, pregnant should not handle cytotoxic agents and
may be best advised to avoid contact with other potentially teratogenic
substances, such as anaesthetic gases, radiopharmaceuticals and malathion.  

Box 2 Storage and handling of drugs

Incapacity occurs where either:
� The patient is unable to

comprehend and retain the
information that is material
to the decision, especially as
to the likely consequences of
having or not having the
treatment in question.

Or:
� The patient is unable to use

the information and weigh it
in the balance as part of the
process of arriving at the
decision. 

Box 3. Incapacity
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a responsible body of professional opinion (Bolam
v Friern HMC [1957]). If harm is caused as a result
of breaching a duty of care then there will be lia-
bility in negligence (Barnett v Chelsea HMC [1969]). 

If medication is crushed or a capsule opened to
assist a person with swallowing difficulties and he
or she is harmed as a result, then liability in negli-
gence might arise and the person may seek dam-
ages for the harm caused. In their opinions in Bolitho
v City & Hackney Health Authority [2000], the House
of Lords held that the professional standard must
stand up to logical analysis. That is, unless it can
be shown that the action taken was safe or the
only option in the circumstances, the court could
reject the defence and find for the applicant.

In considering their ruling the court would adopt
an officious bystander test (Re F [1990] per Lord Goff)
to consider what options were available. In a case of
tablet crushing the court would consider whether:
� There were alternative products available, such

as liquid preparations.
� The appropriate practitioner was consulted about

the method of administration and gave approval
for the crushing.

� The community pharmacist was consulted about
the safety of crushing the tablet.

� The patient was told about the risks involved
and gave consent.

� A respected body of professional opinion would
have crushed the medication in the same cir-
cumstances.

� The evidence stands up to logical analysis.
Covert administration Administering medication
covertly is a contentious issue (Treloar et al 2000).
To administer medication covertly to a capable adult
would be a trespass, as the person would not have
consented to the administration. If the covert admin-
istration were malicious, for example giving unpre-
scribed night sedation to have a quiet night shift
then a crime under the Offences Against the Person
Act 1861 would be committed. Covert adminis-
tration can, therefore, only occur where the recip-
ient lacks capacity. The European Court of Human
Rights has acknowledged that incapable adults are
vulnerable and are subject to the protection of the
court. However the court accepts that in general
the principles of medical practice apply as long as
the therapeutic necessity of the intervention can
be objectively justified (Herczegfalvy v Austria [1993]).

In the case of covert administration to an inca-
pable adult there would be a need to demon-
strate that: 
� The patient is incapable of consenting to the

treatment.
� The medication is necessary in the patient’s best

interests.
� All other methods of administration have been

tried unsuccessfully.
� The doctor, pharmacist and those that have to

administer the medication agree on the method
to be used.

� The form of the drug is safe to use covertly.
Medication, especially in tablet form, will usu-
ally need to be crushed if administered covertly
by disguising it in food or drink.

Failure to consider these issues might result in lia-
bility in negligence if harm is caused, or in trespass
if it cannot be objectively demonstrated to be in
the person’s best interests.

The law therefore imposes a duty of care on those
that administer medication to others. The standard
for administration is that one displays the skill of
the ordinary person professing to have and exer-
cise that skill (Bolam v Friern HMC [1957]). This is
tested by reference to what a respected body of
professional opinion would have done in the same
circumstances and by logical analysis (Bolitho v City
& Hackney HA [1998]). This standard is applied uni-
formly across all care situations. Where harm is
caused by failing to adhere to these standards, lia-
bility in negligence will occur and damages will be
paid to the applicant. In extreme cases where that
failure results in death then a jury may consider
that the carelessness is so careless as to amount to
a crime. Here the charge would be gross negli-
gence manslaughter and has applied to health and
care situations (R v Adamoko [1991]). 

Contractual and professional standards of
administration A gloss on the legal standard of
care is provided by the law of contract and by the
professional regulatory bodies. Implied terms in a
contract of employment require employees to per-
form their duties with due care and skill (Harmer
v Cornelius [1858]). This would be achieved by
meeting the legal regulations relating to the admin-
istration of medication and adhering to professional
standards and local policies. Failing to meet these
requirements could lead to dismissal.

The Nursing & Midwifery Council (NMC) imposes
its own standards on the administration of med-
ication. The standards generally follow the princi-
ples laid down by law. The key difference is that
professional misconduct can occur even though
the harm necessary to find liability in negligence
has not occurred. 

Reconsider Mr Evans from Time
Out 2. Identify ethical and/or
safety issues involved in seeking
to hide or crush the medication in
his food to enable drug
administration.

TIME OUT 3

From the information given,
Mr. Evans would appear to
meet the criteria for incapacity
(Box 3). This should be
confirmed by discussions within
the multidisciplinary team and
the next of kin. As Mr. Evans
meets the criteria for incapacity,
he may be treated in what
professionals and family feel to
be his best interests or in
Scotland consent may be given
by a person appointed under
the Adults with incapacity
(Scotland) Act 2000. Treating a
chest infection with antibiotics
would be assumed to be in the
patient's best interests. A
patient refusing to swallow
tablets should be offered a
liquid preparation, such as an
oral suspension. Should Mr.
Evans still refuse, it would be in
his best interests either to
administer the medication
covertly or admit him to
hospital for parenteral
administration. However, the
night sedation is not directly in
Mr. Evans' best interests,
indeed the BNF no.45 p.167
counsels against the use of
hypnotics in older people.
Covert administration is
unlikely to be justified.
Alternative strategies should be
adopted to ensure Mrs. Evans
has undisturbed sleep. 

Box 4. Feedback to Time
Out 2
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Since the Nursing & Midwifery Order 2002, the
NMC is able to investigate a nurse’s competence
as well as his or her conduct. The number of ‘strik-
ing off’ orders issued by the NMC since its cre-
ation in 2002 has risen dramatically (NMC 2002b).
Failing to administer medication properly, failing
to prepare a drugs trolley correctly and failing to
work in a collaborative manner in relation to med-
ication have all been misconduct charges that have
recently led to nurses being removed from the pro-
fessional register.

The practice of crushing tablets and opening cap-
sules is one that has the potential to endanger pub-
lic safety and thereby breach legal and professional
requirements. It must not be done where there is
a safer alternative, such as a liquid preparation
(Wright 2002). Where there is no alternative, prac-
titioners must demonstrate that they have fully con-
sidered safety issues by consulting the prescriber,
pharmacist and patient and administer the med-
ication in accordance with a practice accepted by
a responsible body of professional opinion and the

drug’s product licence. In that way the practitioner
will avoid liability and the patient will safely con-
tinue to benefit from the medication.

Clinical governance is the framework through which
NHS organisations are accountable for continu-
ously improving the quality of their services and
safeguarding high standards of care by creating an
environment in which excellence in health care will
flourish (DoH 1998). Clinical governance entails
corporate responsibility and accountability to cen-
tral government for the quality and safety of care
being delivered by NHS service providers.

It is acknowledged that there has been little sys-
tematic learning from previous adverse events and
service failures (DoH 2000). Subsequently, the
National Patient Safety Agency has been estab-
lished with a remit to instigate a mandatory report-
ing system to (DoH 2001a): 
� Identify adverse events in health care, including

specified near misses. 
� Gather information on their aetiology. 
� Analyse and synthesise this information. 
� Learn and act to prevent similar events occurring.
The agency encourages staff to report near misses
and incidents via its internet site. 

Errors can arise in drug selection, prescribing, dis-
pensing, administration and therapeutic monitoring

Managing risk
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Obtain a copy of the NMC
standards for the
administration of medicines
(NMC 2002a) and compare the
professional standards with those
required by the law. 

TIME OUT 4

Figure 2. Factors affecting drug errors

(Allard et al 2002, Anderson and Webster 2001, Bates et al 1999, Collier 1999, Dean et al 2002, Fijin et al 2002, Gladstone 1995, Kohn et al 2000, Lesar
2002, O’Shea 1999, Reason 2000, Task Force on Medicines Partnership 2002, Thornton et al 1999, Tully 2000) 
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� Lack of knowledge or

information
� Failure to record allergies
� Lack of training for

administration device
� Poor drug calculation skills

(nurses and doctors) 
� Checking drugs can become

ritualistic, giving a false sense
of security

��������
��
����
� Failure of dose and identity

checking
� Poorly written or confusing

prescription
� Attention slips, for example,

errors in units or decimal
points

� Unfamiliar work environment
� Poor communications, for

example, failing to take a
history of non-prescription
drug use

�
�����
� Absence of standardisation for

doses and regimens
� Absence of prescription

review, for example, by
pharmacists or computers
checking drug interactions

� Terminology changing or
inconsistencies between
manufacturers

� Poor stock keeping
� Poor feedback following

identification of errors
� Incident reporting not

anonymised
� Incident documentation not

sufficiently detailed for future
learning

� Failure to support staff who
make errors

Drug errors

Possible patient harm
About 1 in 14 potentially serious
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Computerised A time series analysis indicated a reduction in number of prescribing 
prescribing system errors, which improved quality of care and reduced costs (Teich et al
and record 2000).
administration Structured drug orders, including automatic decision support measures, 

for example, ‘allergy’ screen, drug-drug interactions, and dose checks, 
reduced all types of medication errors by over 80 per cent (Bates et al 1999).

Automated bedside A randomised controlled trial on a 32-bed surgical ward over 14 days 
dispensing machine found that this innovation reduced errors in timing of administration 

and dose omission by about a third (Barker et al 1984).

Computerised This randomised controlled trial found a reduction in frequency of major
spreadsheets in and minor errors in calculation (Balaguer et al 2001).
neonatal critical care

Computerised database In this cohort study, 24 per cent of 24,266 alerts triggered and 
to identify potentially followed-up resulted in improved prescribing for older people (Monane 
inappropriate prescriptions et al 1999).

The presence of This randomised controlled trial with a sample of 75 patients found that
pharmacists on medical the presence of the pharmacist resulted in a reduced rate of adverse 
rounds as full members of drug events caused by prescribing errors (Leape et al 1999).
the patient care team in 
a medical intensive 
care unit

Use of original medicine This assures the integrity of the medicines, improves quality, and 
dispensing packs for reduces risk. European Directive 92/27 states that all medicines supplied
oral medicines must include patient information leaflets, labelled with product’s batch 

number and expiry date (Audit Commission 2002b).

Use of joint formularies This promotes effective use of medicines (Audit Commission 2002b).
between primary and
secondary care

Standard ‘number plates’ Colour co-ordination will make tablets the same colour as the 
for medicine labels, packaging. The NHS aims to reduce by 40 per cent the number of 
carrying safety serious errors in the use of prescribed drugs by 2005 (DoH 2001b).
information 

Integrated NHS Electronic records should include a patient master index integrated with 
computerised other departments, such as laboratory results, patient care pathways 
information system and prescribing systems by 2005 (NHS Executive 1998).  

Automated medication This aims to increase the availability of pharmacists for advising patients 
dispensing and monitoring prescriptions (RPS 2002).

Pharmacist-led medication Strategies include:
review initiatives � Scrutiny of patients’ lists of medication alone

� Scrutiny of full patient notes
� Discussion with patients

(DoH 2001c, Task Force on Medicines Partnership 2002). 
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(Fijin et al 2002). Drug errors are attributed to many
interacting factors, largely unrelated to the individ-
ual. They reflect failure of education programmes,
faults in administrative systems and pressures in the
workplace (Figure 2). NHS clinical risk managers now
recognise that medical errors are due to failed sys-
tems rather than failing practitioners (Reason 2000).

The most common types of errors are giving the
wrong drug or wrong dose, using the wrong route
and failing to check the patient’s identity. These are
most likely to arise if the nurse administering the
drug is distracted by other events on the ward (O’Shea
1999). Several strategies to reduce the rate of drug
errors have been proposed, including increased
automation and additional checks (Table 1). Although
checking is thought to reduce errors, practitioners
may come to rely on this, and fail to ensure that their
initial decision is correct (Dean et al 2002). Also,
checking itself may be ritualistic, allowing errors to
be overlooked (Anderson and Webster 2001).  

The right to administer medication and the stan-
dards of administration are regulated by statute
and common law, by implied contract terms and
professional standards. Consequences for nurses
of failing to abide by standards will be liability in
four areas, namely trespass to the person, negli-
gence, professional misconduct and breach of
employment contract. In the most serious cases,
the nurse may face criminal charges under the
Offences Against the Persons Act 1861 or for
gross negligence. 

The liability is not mutually exclusive. Where the
harm is very serious all areas of liability could fall
on the nurse. Nurse managers also have respon-
sibility for ensuring that clinical risk is minimised.
It is essential that those who administer medica-
tion to others abide by legal and professional stan-
dards at all times  

Conclusion 

Consider how errors could arise
in each of the procedures listed
in Box 1 and the possible
consequences for patients and
professionals. Should an adverse
incident or ‘near miss’ occur, how is this used as
a learning experience? 

TIME OUT 5
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Now that you have completed
part 1 of the article, you might
like to write a practice profile.
Or you could read part 2 next
week and base your practice profile
on both articles. Guidelines to help you are on
page 56.

TIME OUT 6
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