Pharmacy and the Law

Pros and cons of
generic suhstitution

Richard Hough, a practitioner in
pharmacy law, looks at the practical and
legal aspects of generic substitution

he Deparement of Healch launched a

consulration paper on January 3 on the

issue of generic substicution in England,

sereing our proposals furcher o the

Pharmaceurical Price Regulation
Scheme 2009. The PPRS is a mechanism used
to control che prices of branded medicines sold
to the NHS by regulating cthe profics
pharmaceurical companies can make on
medicines sales.

The PPRS 2009 includes measures aimed ac
reducing NHS expenditure on branded
medicines (currently abour £9bn per year) by
an average of 5 per cent a year over the lifetime
of the scheme through a combination of price
curs and che introducrion of generic
substitution. It states: “Subject to discussion
with affected parcies, che DH will incroduce
generic substiturion in primary care. This will
enable pharmacists and other dispensers to
fullil a prescription for a branded medicine by
dispensing an equivalent generic medicine.
Provision will be made o allow the prescriber
to opt out of substitution where, in his clinical
judgement, it is appropriate for cthe patient
receive a specific branded medicine, In chese
circumstances, the named brand muse be
dispensed. Provision may also be made to
exclude certain categories of medicines for
clinical reasons in the interests of patient
salery.”

Consultation
The DH is consulting on three options for the
implementation of generie substitution of
drugs (not appliances) dispensed by pharmacics
(not dispensing doceors):
1. Do nothing (and maintain che existing
inflexible dispensing arrangements);
2. Introduce dispensing flexibility but wich
specific exclusions, so chat che generic
substicution arrangements would not apply
to a selected group of products on an exempe
lise; or
3. Introduce dispensing flexibilicy bue
limiting the scheme in such a way chac the
generic substitution arrangements would
only apply to a scleceed group of preduces on
a sclece list.
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Prescribers
concerned ac che
crosion of their

aurtonomy could

still maincain control by either “opting in” or
“opting out” of the arrangements, which could
be implemented by either a tick-box system or
an endorsemenc applied by the prescriber to
the prescription. Whether this facilicy would
prove to be adminiscratively practical or have a
detrimental bnpact on patient safety remains to
be scen.

The DH's preferred approach is option 3,
with a prescriber “opt out” endorsement. A
pharmacist would, therefore, be able to
dispense an equivalent generic version of the
medicine when a brand had been prescribed,
unless che prescriber has opted out.

Savings claim

In England in 2008 (in primary care) 83 per
cent of prescription items were prescribed
generically. The remaining 17 per cenc were
prescribed and dispensed by brand name, the
majority of which were available only as a

branded product. However, 5 per cent of

prescription items were prescribed by brand
where a generic version was available. The DH
claims that generic substitution would save the
NHS berween £73m and £237m per year,
However, it also recognises thac, for clinical
reasons, there will be occasions when generic
substitution would be inappropriate.

The supply of medicines in the NHS in
England is governed by a combination of the
Medicines Act 1968 and the NHS Act 2006.
Scction 58(2) of the Medicines Ace 1968
requires that, where a prescription only
medicine is prescribed, the medicine must be
dispensed in accordance with the prescription,
This has generally been interpreted as meaning
that what is dispensed by or under the
supervision of a pharmacist should be exacely
what is written on che prescription. Currently,
where a branded product is prescribed, the
substitution of thac brand by an ¢quivalent
generic produce is not permitted withoue che
prior agreement of the prescriber.

The NHS

(Pharmaceutical Services)

Regulations 2005 and che NHS (Local
Pharmaceucical Services erc.) Regulacions
2006, che

pharmacist’s terms of service, made under the

regulations setting out a

NHS Act 2006, require che dispensing of the
medicine ordered by the prescriber and chis
obligacion has similarly been incerpreced as
requiring the dispensing of a branded medicine
where a branded medicine has been prescribed.

The DH is not looking to change primary
legislation to achieve generic substitution and
changes to secondary legislation would be
made, namely ro the NHS Pharmaceurical
NHS Local
Pharmaceurical Services Regulations, making

Services Regularions and
generic substitution pare of the pharmacist’s
terms of service. Such changes would need o
outline che scope of allowable dispensing
flexibility, including making provision for opr
our arrangemenrs. The amended regulacions
would also need to give the Secrerary of Scare
che power to establish and maintain the list of
drugs for which generic subsritution is
permitted, which would inicially be quice
restricrive (suggested as being approximacely
f0).

The legal definition of “generic equivalent”
for che purposes of implementing generic
substitution would also have to be robust and
scientifically sound. The DH proposes thar
drugs on the list would be referred o by their
Recommended Internacional Non-proprietary
Name (rINN) or by the Bricish Approved
Name (BAN) and, when prescribed as such,
the “generic equivalent” could be supplied.

( Q A pharmacist
would he able to
dispense an equivalent
generic version of the
medicine brand unless
the prescriber had

opted out , ,

It is proposed chat “generic equivalent”
would be defined as a drug that is of the same
pharmaceucical form and strength as the
reference produce and:

® its active substance has the same rINN or
BAN as the reference product; or

@ its active substance is a salt of che
reference produce and is a permitted alternative
salt included in the selece list

There s an element of “pip squeczing” about
the proposals, as the generic prescribing rate is
already laudably high and ic is doubttul

whether che savings to be achieved in practice



will be as high as predicred and wherher chey

g£h the coses of che scheme's

would ourw

implementation. The consal nois alse

cerran to raise concern amongst pharmacists,
who mighe view the DH's preferred option as a
furcther burden o their workload — when che
dury o easure thar cheaper penonc medicings

are supplicd should more correcddy be placdd

pon the prescriber prescribing appropriately
— and as adding an unweleome complication

to che dispensing process.

Flexihility

The wording of the consulrarion document
menrions the introducrion of “dispensing
fexibilicy”, which implies char, if implemented,
generic substiturion would be discrerionary
rather than mandarory. However, careful
consideracion will need o be given to the final
wording of the implemearing legislation so
thar binding obligarions are not creared where

discretions are envisaged and propricrors are

not financially penalised for any fa

substitute when called upon o do s

Norwichsranding these reservations, my gue
feeling is char rhis is a positive development
which pharmacists should cmbrace as an
opporrunicy to throw off the shackles of
dispensing passiviry and assere their pre-
eminence amongst healtheare professionals as
pharmaceutical experes. Another porential
positive benefic from the proposals is chae
proprictors would also doubtless welcorne any
savings that would be made from redoced
stock holdings.

However, two final concerns which need o
be addressed are those of liability and public
confidence. Pharmacists need reassurance thar,
on the occasion when a generic substitution is
made and a patient suffers an adverse reaction
to the substituted generic equivalent, no
addicional lability ataches w the pharmacist,
Perhaps of greater concern s that it 1s not
inconceivable that genenic substitution could
undermme public confidence if the erroncous
perception exists chat the pharmacist has
swapped the prescriber’s choice of a more
expensive drug for a cheaper one solely for
commercial gain. This issue must also be
addressed from the outset.

The DH s consulting  on the
unplementation of genenic substitution in
England only. Tmplementaton in Northern

Ireland. Scodland and Wales 1s a matzer for the

devolved admmistranions. Views are sought and

the consultation runs (o March 30, 2010




