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(a)

P LCTTICAL FRISE COTITROL 57370

OBIRCTIYRS

e conirecl system should hove the following =s its drincivle

c
tives—

The provision of pharmaceuiic~l products to the uliinzte
purchaser at rezsonzble gnd fir prices.

The gencraztion of zdejuvate nrofit levels by loced?
pharracouticz) manevfncturing counznies 19 the
they reucin financially vizble, Frofitzbility X
be suiiicient {to enhourage such loczl comnanies to 3
edditional cariial in exnoanded ~"nu9"ctu*1nf facilit
line with rarlet growth,

Tre encourzgencnt of new enterprises to establich locel
menuiecturing p‘hnts.

The esiablichment
covernmeond 10 mzin
i

[
ive *cntr0¢ over *harnacnut
rrices vwiih the m ¢

|
i
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1. IntroZuction.

"~ (b)

(c)

(a)

(e)

-y

(£)

()

(n)

Frescrirtion druss in the United Kingdon wvhether 6i tod
to the pratient in hozwitals or acouired by the pationt f
pharmncics are substznticlly financed by the DaSS (D rtmcnt
of Hezlth cnd Socizl Security) Thet is to sey the Governuent
is ihe mzjor and clmost exclusive purchaser,.

The DiSS total expenditure on druzs is ¢z £4.000 millions
ner annumn,

Control ic exercised over the cnnuzl vrofit of individusl
pharmaccuticsl comruanies either in relation to their level
or capital investment, or in relatlion to annual sales valiue,
Conirol is not ordinarily apvrlied to the prices of indivicdus

‘producis,

£lthourh phzrmeceutical compenies are generally free to Tix
or amend infi\i64:1 vroduct r*ices, control over comnuny
profitability ensurez that the DH3S onnunld exnendiiure on
druzs is m:iht

ai. cd within rezsonaile limits and, at the

some time, thzt the nationzal vhaormeceuticel indusiry remains
finaneially vizble, :

The United Kincdom wmrice control cycstiem is not covered by
statuztory regulntions, but is based on a2 voluntary erronsensnt

or unievzizniing batieen the DISS and the tharmzceuticzl indusizy,

There ara, however, raszerve sinituasory powerz (¥ fational Hazlih
Servige Lzt 1277 - see annendix I to this revort) which can
ennble the Sacreicry of Staite {0 M"zonirol naxinum vricecs to

be charged for any meiiezl surrplies”.

These reserve poverss, howev have not been applicd in practiscs
srinarily bocause of the rood working relationchip vhich has

been establiiched beotunen the DHSY oand {he rharmaceuticzl irduciry
&nd the foet thot dhe indusiry has in gonersl bLrou-ht its
profitcbiliiy into line with the requirements of the voluntory
trice regulation schene.

Lecy

L oy Testure of the DHSS vrice control srsienm is the absence

of mrecsice formulne for extimiing reormiliin? leveln of comnrny
“"o;'i rbility or for conirolling f%é c2)liny prices of
individunl orarm-cecticzl rroducts The scheme, thereofoze,
has ccnslueru“le {Yexibility,




(1)

The =imnlicity of ihe schewe en
these ebjectives with 2 oenll

CO..; X

The Sycten.

nables the UIS3 to achieve
st ut low ndninistiration

(i) The comranies suonplyineg presceribed drure te the DES3 cover =
wide ran-e of “b“““*ccutical ceiivitiecs from the more conrple:
which underiae bulk druz synthesiz froam substznticzlly basic
rev naterin ls tvrou"h fornulotion and npockaring and includineg
local rezeorch end @evelonrent facilitiesy to councnies vwholely
dependant upon thc imnoriztion of rrescribed druss in finiched
peciz form There are, therefore, zisnificant variations in
the Sulea to cunital rgtios uvithin the industiry.

(ii) The DIS3 price contirol czcheme coversz some 170 - 130 tharmaceuniieal
nanuTacturers nd cuprlicers, Howcver, cenpanins uwith °"Ies e
drusms preserihed under the WSS of less thon £200.000 ner qmmun

ere encrally excluded from conirols
the price contirol

aey be included in
cirow

+
nIwances,.

The generzl puide lines for
price re~ulation (c ntro 1)

jointiy by the 2183 and {he ASPL
rical Industry) ond §

FPhoronceut

Arrid 1577 (sce fipenddix IX)

arital for the pvurzose of corrnuting vrofitaebilif;
includes Pized nzzeis (2212, buildin-s, plant =
vlus cash and bonk balonces, occouanls receivable
inventory; fron vhich may be deducied zccounts
other srecified ligbilities,

(i1)
In the event that
adopt current (or z

the criteria for accenizdle droiit on

aaendnment (downunrds)

would reruire

(iii) The totsl cani‘nl invesiront
nay be uced only in rar t fo"
of vreccribved druse to the
fﬁc*11*" mar sleo be cnp}oyai
ircdon domentic maorliet widh
(no* - urchatcd or re=indurs
exnoric, ond aon - pho

e The zone common C"‘:i?l

sltihoush
schems in

such comp;nies
snecial

of the United Kingdonm
»e develored and norend

(i. ociztion of the 3“1ti:b
ssued in documentery form in

terns of historical volues,
z proctize 3n the United Kin-lon
olocensat) values for capitnl pesets,
n conital inveziment

in mony r‘ﬁrﬂ centicnl commanioes
tihe nonufacture and diztribution

pemy

inthe &
"over the
vy Lhe Df.‘

snl producic..

Ve

xccmluzch!




{(v)

(vi

)

3.

3

he ennuz) financinsl returns subaitied to the DISE ar
2zim~d Lo zhow total c"rii:l brolien dowm in
sczimed to servicins DHE33 npedicines ¢

o other wroducin.  The "Salez, Costz ond F
a2lco shour the broak dewn of data for modicinez
by the i35 and ior the sape nroducis sold into ounoris
nmarlete, The D403 is, therefore, oble to identify totnl
profit on DHSS drus nurchaserz ond to relate thzt profit to
the canital assirrnnble to theone vurchases.

d

4]

The anroriionmeni of tctel comwany cap 1al hetweon thoat
asgimable to I35 mwrchaves ond asos ble to oiher
vprodvcts can in sone instsnces be a maﬁtcr

The Benzrinent houever, may reouszt conmani
additienzl informntion in supnort of this av

of judrement.
es to rrovide
nportionnent,

The capitnl assets recorded in the comounnies Tinnncizdl
returns nermslly refer exclusively io asznets loezted in

the United Eingdo:r., Yowever, in snecicl circumstoncass

the cormrony moy ¢l-2in that caniinl arceis locnited overseorn
chould be token into aceount in deterzining the rorcent
nroFit on invesimont. In this ecvent the conmpany must
submit detniled juctificnti or incluzion of these czaital
aszeis in their finoncizl statcnents.

0 c’-
o
“bl?

The animm~) salez, costs and vrofits ctatenents suimitied
cecuticzl cemannies o the DES3, in general, follow
the stendnrd zcocounting format; but svecial considerciion
is given {10 selectsd exvense items,

Szles rromoiion exneunes ore decmed 4o include the cost of-

gamnrlesn, dziz sheets, medicnl syimronis, literazturs,
adverticing, salurics of the comranie's marketing ond sales
raerconisl, and a4 ictraiion cocis (wnich are recuirad to
be detziled in the finoncial returns to the DISS)

ses that pronciion ex 3 2sced ag

ez tend {0 %2 nizher i 12 shzrnzcauticzl

n laroor ormanications I er to ¢ moensaie

1y, allowndle wremdsions) exmences are

orisnce vwiih a formuln; thiz currentily rrovides

wonce of £503,000 plus T vor cent o™ onnuzl
s2les, The Tormulz is normally reviewed onnually, Yor 1922/23
the fixed allouvcnce Loz been ircrenced 1o £592,020;5 the 7 »er
cent of annuzl salez remaine urchanmed. Actuzl prorotion
erzranses in excess of this lovel are not noranlly deducintle

frem cecturnl profit..

Trhe DI5S, houc?e“, recosnises that there nmzy dbe snecizl siturtions

vhere o conrony mny rocuire io erceed the normnlly acceniel

]cvn] of nnuenditvre on roles proroti on for o ironsiiory rcorion
Jor raw wroduct introductions, entvry of the conmmny into the

- ]
induziry for thc firet time, ete.) In such
tionn yromoiion aunences in excens of the normnlly peraitiod

.

"
Jovwel g bo meecented, cubiset to full jJustiTicotion being
po) 2
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(iv)
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The cost of research and develownent activities carried

out within e United Kin~dom nnd, where orrronrate and
Justifin?, =n allocniiozn of the cozt of resczrch oand
develocrnont froa affiliated commnnies oversexzs, are allowable
deductionz from corrorate rrofits.

>
n

The D53, however, mry rocuect explonation ond Justifi
from comnrnies vhere recexreh zad development exXuendit
arnenrs to be excassively hish in relation to annunl =

onfitc cre calculoted before deduction of interect payments
and corp e tax, -

Presentntion of Cornorate Finoncinl Data,

The formzt of financinl returns recuired by ithe DISS is
set out in Avnendix IT (Phsrmaceutical Price Regulztion Schene)

These returnc follew substanticlly the layout of the sinndord
Tinnneicl reporis prevored by the conmprnies' accountoncy
dencrtnent and, therclfore, do not genercite any significant work
locd within these comzunies

Fingneizl returns recuired by the DHISS cover the previous
yerr'ts trciin;, tosather with a2 profit and loss forecoct for
tre current year,

The reiurns are recuc
indepenient accounta
of the connuny.

30
<> (}

™e informztion contained in thege financial returns is
treated by the DHSS os completely confidentiel,

Profit 10 Canitzl Inves nt Relatinnchisus.

-

A rezsonanble and accentoble vercentaze rofit on capiial
emsloyed will vary fron comnany, depending unon the extent
to which these commnnies have jnvested in tharnoceutical
manufacturing overntions end uron other fzctiors, At one
extirene o COW’"nJ mav have a fully integrated chazin of

-

menufacturing feeilities 1nc1uu & oulk druz synthesic,
formulation and » k?aing; ot the other euircome the conhuny

moey be solely hn 1mpov‘er of finiched pnocled products, with
minimum capital investimont exesnt in local inventiory.

The DIL3 ic
of n»>»ofit 1
and record

on inverine:

isted in ite aurezrinent of the rearonnblencss
3 bl l covarnsment revortus walch ﬂn'l""e

naany profitability and ihe return
€h i.&n:‘ry oo a vhole.

_J .sQ

’ I3
Brondly asveniine the nera oopecrs to be 207 vrofit on canitinl
invecinenly or lu; nroiit on soles ot the rrecent time,

i
!
i
!
i
!
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(1)
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(iv)

(v)

N

Bvaluriion of Minoneia) Returne, ¢

Finoneial returnz for the wnrevious years trazding cre required
to be prosted to the DNES az soon as posnzible aftce» the elos

of the yeor; but in any cnne no more than cix rontho from
that dnte. In the event thot the DISS reguires odditional
sunpoxrtiive infornztion or wirhez to en'~r into dlrcuuulonc or
negoiiations wiih o comzany, notification will be mode within
two monthe of the receirpt of tie finnneizl returns.

In their analysiz of the cnnusl finzncial) returns the DISS is
concerned vwith arriving at a reliable acsezszment ol the caniol
and tho vrofits assignable to the manuincture z=nd distribution

of druss vurchaced ty the Depzriment. Yt also checlkc the

e
~

accentability of exzenditures hy each commany on cales prometion,
research and develorunent, etc.

.. 'Y

s vrchesed by a company Iron affilintad
ihin or ouizide the United Kinrdom) the
comuany may be reeuired 4o zrovide iaformation to the DISS on
rrofits or on contridutions 1o overhends, wvhich mzyr be containad
vithin the transfer price for theve materizls.

Where significont cuantities of raw materizls, intermediztes,
.5 are p

sourcas: (whethcr wi
A\

Havins arrived ot an estimztie of percentoge profit on cavitial
invecinent 2nd parecenteoge rroiit on sales, the Douvcriment then
uses itz best judsenent os to whether or not these Jlevels of

profitahility ere fair and reasonatle,

The ririd annlication of fixed levels of rrofitebility i
rersarded as unsaticfactory bccrt= of the differing c*rcvwcu.nc:s
of individuzl ph:r 1zecutieel compranies, their var;ings conirivutien
to the couniry's ecconomy ond c:vort earninge, an? lheir diverse
volicines with reznact to new conital invesiment and exrenditure

1

on reseorcn and develorment,
Hovwever, the avercze nrofitebiliiy of British indusiry -
gee (e) (iii) - is used as a general

In the event that the level of profitability ic in the - judrement
of +the IS8 cxrcnsivc, discussions and nerotiationn between the
Deparinient z2ii the comsnany concerned wwill then be undertialen,

In the zbsence of any exisnuztiing circumctiances vhich might
Juetify a temporary level of ereessive yrofits, the Derariment
will notify the connony of the size of ithe adjusiment vhich it
considers necesnory to reduce rrofilaniliiy to an cccevindle lavel,
Such on ediusimant could talze thn form or pri e reiuctions in

the curreat {tradins year ory in ne eirvcusnstancern, rennyment

10 the Douariment ol evenus PTO’I‘* generated in the proceeding
yeor

The comnrny in freey hovavar, 1o docile whara 1o itz »rice
reductions in iis nwroduct rance, wrovided tne {toicl) cul brek
in coureny -vrofit io in Yline vith ihe sun indicotcd by

ihe Dbonrstnand,

1,




()

e
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(iv)

)

)nw 11 v)t- r"!v'i ren,

r{ the »rime obirctive of
o thc wovc.u"ﬂnt of druz
2hility level af the

The industry itself is Jeft to Tix individual nroduct selling
rricer using ite knovledre of commercizl and competitive
coxxiitions, the impact of domesiic prices on export prices, etc.

The philozophy of the IFIST in this motier is that if ihe totial
cost and profits in supnlying wreseripiion nedicines are
reasonzble, then the »rices as a bhole charged by the comrany
ere acceopied as being reasontble,

Furthermore, for the Department to become involved in the
individuzl e21ling prices of the mony thousands of product
formulations and brands involved, it uculd be necessary to
establich a lorge ond ex ucﬂ:ive bureancracy.+ The

incrcaned o~t ol izsoning inese addiiional conirol meznures
mishi be grocter then any rcduc»ion in the nationzl drug bill
achieved by thece messures. )

-y

Phermoceutical comranies are free to increasce the selling

prices of individunl rroiucte (a~ trey may need to do from

time to time to off-zet cost 1n?1hunor,) but with certzin
restrictions.

Where o inglc vradiet has annual
or 107 of the compnenies toinl ca %
is the less,) the susnlier must notify 4
of time of hig intention to raise the so £ pri an
Jusiification for wo doing. In the ovant thect the propo~ed
inerezne in =elling price eppers rw unwerrented, taking into
account the comnany's foreczstie2 financials for the current
year, thc Deparinment moy then 1nte”v ne.

The surplier, howaver, is under the continuirz constiraint of
not allovwing =elliny mrice increzces to rice to the point vhere
the pernitied limit of comnany rrofitcbility iz excesded, and
"elaw bock" wrocedures initiated.

Pharmaceutical comranies ore free to launch new products into
the marikzt at 1ni inl sellin~ vrices of their owm choice.
N it more

Houwever, i7 reins on such products are seot too

$ N &
high, ond n"o¢1»h9711t" criterez levels are excecded, "elaw baek”
proceclures moy occur retrocnectively.

In justification of the selling prices of druss with annuzl
sales to the DIES ercending £100,330, viarmaceuticel conronies
may provide thz lercrinent with in‘ovm"lon on the celling

rricns of guch proivcis, or of comraratle rroducis, overseas,
Tha mathematicnl vrocedures for evaluatinry cuch ovo“"ﬂ'°
prices are set out in ithe "Yhrovmocouiical Prics lesulation
Sch

were™ Ansendin & attoched. Thoe Donavinent, hooncr, has
not co oz found coure to arnly th~re proecelt
becnurs the existince of sueh zrecsdurer in W“itL“? is
gufficicat to induce chnrurceuiicsl convanian 1o ovold uetiing
the rollin~ cricrn ol nojor dru-a unron onnly )




3. Sellins Frics Infermation,
(i) Since the DITS Fhornzeesutical Frice Reculation Scheme does not
direcily contrel the selling rricez of pharmarcoutical »roducte,
] conziderable variations conn arise in the sellirg nrices of the
sane 0r conh:vable producic. )
(ii) Tac choiecz of producic zni preduet bronds rest alrmost entirely 4

uCthiCncr in hin rreparat:nn of vrescrirtionsz
. The »rocticione»'s choice, therefore, con
t impact on the annual purchase bill for 1B/SS

DHES provides all) medical wractivioners with comvrehensive
ztion on the coet of drux theramy f or all major arenz of

acdicnl treantment (se° excrrles attached to this rc:ort)
Howcvcr, it is emvhasiced ihat druss grouped tosether for cosi
comrarisons purposes do not necca:9r ily hzve equcl therarcutic
vzlues,

In hiz choice of prescripiion drugs, therefore, the medical
reciitionar is expected to take into zccount both the coct of
treatnent and the theraneutic efficiency of the different
pharmaceuticzl preparations.

g the ircde
h of thei»
n in general

(iii) NIFS (Yoninly Index of Fedi {
C
_ riptio

ed KingTom. The infex
6
]

iczl Speeizli
prices of 211 vharmoceutical vrey “ratjon
varieus packezed forms) svzilable for »
mediczl praciice in the Uni

T is zvailable
on subsc rlrtion from Kediczl Publicntions Lid, 76 Deoan Straet,
Lordon., MIAITU, "“he ovenber 1951 index is included in ihis
renort nacliage,
4, Donarimantol Orsconization. <.
(2) The group rewjonrivle for rerulating viarmaceutical rrices
within ths J7S$ haz a fotcl staff of ten neovle, Al are

<t
S
S
[

T
%

"gencra)i;ts', s to g2y, they do not necessarily hold
cadenic qgurlifica s in for example vharmacy, medicine or
ﬁccothancy. Tuey are, hornver, able to consy lt erxnerts from
t

o
e-m
o
e+
e

these professions in other deparinents of 4ne DISS,

(v) It may seem vausual that such a small croup of fovernment
officinls can effect adeounte control over the Dx 55 drug par ch
bilt {c2. £§,000 Nillion per annun), in a supply situstion whi
involves a lav=e numher of »hrormacouticol panufociurers and
cunnrliers, and a vost range of pharmaceutical formulations,

se
ch

(c) he D033 ham, hovever, succassiully avoided the
2 Inr.o and exrencive burenterze;, by concentrat
unern bocie and enzential Toctorsy vwrinmorily ih
aeneroicd by the pharanceutienl indusiry,




(d) Althoush o substuntial nunbar of comnany finzneial returns
reguire evalucstion by the Denszrtment each yenr, control is
exerciszed Yy Mexception”. Thet iz 1o say, vhere comwany
nprofitebility f2lls within occentable linmits (oni many or

most o z0) no further work is reauired by the Deovariments
the devartmentzl work lond being concentrated »prinfrily on
ithe cxeceptionn) situntions where conpony nro;ltaolety
anperrs to be erconzive.

(e) 1t kzs aveided invelvenment in secondary issues such ass-

(i) Sw=1l pharmneceuticnl memufscivrers or supnliers
with sales below £200,000. per annum,

(ii) The fixing or aprroval of individuel sellin~ vrices
of tho mony theousends of rharmzeeutical preparations
circulating in the 35ritich nmoxlet.

(1) The resulation of such recondary issues would reguire vastl
more pcrs nnel thon ot present employed.

() The onerztionn) cozt the DI33 demartnent remulating
rharnsecevtic2l} “rofits ani price, is approximriely 0.0Lpercent
of the total annuzl drus; purchase.
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ADDEYDURN

Deparinent of Health and Soeial Security
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DUS3 monazenent mets—

Mr, John Long  (Coniroller)
¥  Derek Iley
*  Paul Bedy
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PHARMACEUTICAL PRICE REGULATION SCHEME




The Association of the Brltxsh . Departuent of Health and Social Securlty
Pharmaceutical Industry 14 Russell Square

162 Regent Street ) London WC1B SEP

London W1R 6DD

Tel: 01-734 9061

Te

Tel: 01-636 6811

Scottish Home and Health Department
St Andrev's House

Edinburgh

EH1 3DE

Tel: 031-556 8501

Ministry o{ Health and Social Services
Dundonald House

Upper Newtownards Road

Belfast

BT4 3SF

PTel: 0232-650111
VWelsh Office

Pearl. Assurance House
Greyfrioars Road
CARDIFF

Tel: 0222-44151

" PHARMACEUTICAL PRICE REGULATION SCHEME

INTRODUCTION -

1.1 The Hcalth Departments and the Aseociation of the British Pharmaceuticol
Industry record their common interest in securing not only that safe and
effective medicines are available on reasonable terzs to the National Health
Service, but also that a strong, efficient and profitable pharmaceutical
industry in the United Kingdom is capable of such sustained research and
development expenditure as should lead to the future availabiliiy of new

and improved medicines, both for the National Health Service and for export.

1.2 As sponsor for the industry the Department of Health and Social Security
recognises the industry's contribution to the economy of the United Kiagdon
as a whole and wiches further to encourage its competitive efficicncy both

at home and abroad. The Association of the British Pharmaceutical Industry
recognises tne decirability of securing in the public interest that the
prices of pharmaccutical products cupplied under the National Health Service
are fair and reasonable.

1.3 With these objectives in mind, both parties have reviewed the opcration
of the Phariszceutical Price Regulation Scheme and have agreed on the reviscd
terms set out in succeeding paragraphs and the attached appendices. They

also agree that the considerations cet out above will be borne in mind by them
in any interpretation of the provisions of the reviced scheme and in any
negotiations between the Depurirents and meuber companies of the ABPL which
may arise from the scheme.




2. DURATION Oy THX SCHE{E AND PROVISICN FOR REVIEW

2.1 The schere as amended, unless varied by mutuzl consent, will continue
unaltered subject to six months® notice of termination of the scheme in
whole or in part to be given by either party not earlier than1 October 1982.
In the event of major changes taking place within the pharmaceutical services,
either party has the right to give &ix months' notice of termination at

. any time. :

3. EFFECTIVE DATE OF SCREME

3.1 The scheme comes into operation on 1 April 1978 _and all current
and iuture negotiations will be in accordance with it.

4k,  SCOPE OF THE SCHI{E

4.1 The scheme is intended to apply to all companies supplying medicincs
which are prcscrited under the NHS by wmedical or dental practitioners.,

For this purpose the tern NilS medicine means any human pharnaceutical,
vhether proprietary or non-proprietary, other than those advertised to the
general public.

4,2 Small companies will be relieved of the commitment to supply full
financial infermation as in paragraphs 5.1 to 5,4 to the extent set out in
paragraphs 4.3 and 4.4, but they remain subject to the price restraint
provisions in paragraphs 12.1-12.4. The Department reserves the right to call
for a full annuval financizl return if circumstances appear to warrant it.

k.3 A company cupplying MNIS medicines with total nome sales not exceeding
£200,000 a year will be exempt from supplying financial information except
when specifically called for.

4.5 A company supplying NS radicines with total home sales between
£200,000 and £1,500,000 a year will be asked to provide a copy of its
audited accounts and a certificate signed by its managing director/chief
executive showing a breakdewn of its turnover for the year as between home
sales of NHS medicines, export sales of NHS medicines and sales of other
products.

L,5 Tne schere will apply to all packs (and dosage forms) of a medicine
except a pack vhich is intended for sale-to the public without prescription
and the price of which ic not generally accepted &s a basic for the pricing
of FP10 prescriptions. Sales of medicines which a company shows to be
derived predoninently from private prescriptions may by agreement be
partially or wholly excluded.

4.6 The Association is prepared to offer advice and guidance to firms on
any pointe of difficulty arising in the application of the scheme;
the Association will maintain a constant liaicon with the Department.

5 ANNUAL FINANCIAL RELGRN

5,1 Financial returns wil) be completed annually and submitied to the
Depurtment as soon es possible after the end of the accounting year on

vhich the return is based and in any cven® not later than six months

from that date. The Deperiment will notify compznies within two ronths

of receiving a return vihether they wish to enter into negotiantions bussed

on that return. %o cimplif{y administration the Department will not seck
amendrent of any ennual financial return or request additional information
unless it bes reasonable prounds for considering that the apnual finsncial
relurn roy nol corrcctly reflect the conts ond copitel dnvolved to a material

2




6.

extent and that for this reason prices may not be fair and reasonable. The
Department and the company concerned will endeavour to complete negetiations
and put any resulting adjustments into effect within 12 months of th? end of
the accounting year on which the annual financial return in question is
based (see also paragraph 6.3 which deals with the -effective date of
negotiations). The time limits in this paragreph may be extended by
agreement between the Department and the company and such agreement will not
be unreasorably withheld. A specimen copy of an annual financial return

is attached at Appendix B.

5.2 The annual financial return will form the basis for negotiations, but
consideration will always be given to the contribution of the company to
the economy as a whole. ‘The Department recerves the right to seek
clarification and the further information provided for in paragraphs 9.1
and 10.1. The Department will also take into consideration a company's
financial returns for previous years. If after reviewing the annual
financial returns the Departrent is in doubt as to whether prices are,
acceptabl 2 or adjusiments should be made it may also require the further
information provided for in paragraph 11.7.

5.3 In addition, companies will have the right to submit to the Department
such additional evidence as is relevant to the consideration of their

business, including the effects of cost inflation on the AFR figures being
discussed. Tne Department will tuke account of such evidence rotwithstanding
the fact that it was not specifically called for in the annual financial return.

S.4 Forecast financial returns will be completed annually and submitted

to the Pepartment within the first three months of the accounting year to
which they reiate. Each return will be accompanied by an estimate, in the
came fori, of the out-turn for the year preceding the forecast year. A
specimen copy of the return is attached at Appendix €, The Department
will not request additional information unless it has reasonable grounds for
considering that the forecast return may not reasonably reflect the
prospective sales, costs and capital involved.

EFFECTIVE DATE OF PRICE CHANGES OR OTHER ADJUSTMENTS

6.1 The purpose of the forecact annual return is to give an early
indication of the company's prospective level of profits. If the return
shows profits which in the view of the Department would be unacceptably
high, it will notify the company of the adjustments which it conciders
would be required under paragraph ¢.2 if the the annual financial return for
the year showed cuch a level of profits in the outturn. Alternatively it
will be open to the company and the Department to agree upon price
reductions, to take effect during the forecast year, in order to reduce
prospective profits to a level acceptable to the Department and as far as
possible to remove the need for retrospective adjustments at the end of the
year, .

6.2 If the annual) financial return shows profits which the Department
congiders {o be unasceptably high, it will negotiate with the company one or
more of the following:-

(1) Price reouctions, during the accounting year following that

covered by the rcturn, to bring prospective profits down to an acceptable
leveld, toking account of availeble forecants.

5




7.

(2) Delay in, or restriction of, price increases sought by the company.

(3) In clearancc of the annual financial return, a repayment of that
amount of past profits which the Department considers to be excessive.

6.3 Irrespective of the final dute of settlement, any price reductions
agreed as a result of negotiations based on the annual firancial return will
take effect from a date eight months after the end of the accounting year

on which the return under discussion is based. In the event of

negotiations not being completed by the effective date, any price reductions
resulting from the review will in any case be made effective as if they had
been operative from that date, if necessary by payment or other adjustment
having equivalent efiect. The datc on which a payment is to be made under
(3) in paragraph 6.2 will be a matter for negotiation.

SALES PROMOTIOR AND INFORMATIOR

7.1 Hembers of the Association will each year review their expenditure on
sales promotion and information with a view to effecting any further possible
cconomies.

7.2 Wnere the expencditure of a company on sales promotion and information
appears from a review of the annual financial returns to be unduly high,
the Department may regard this as a factor to be taken into account in
dealing with the returns.

7.3 The Department accepts that the ratio of expenditure on sales promotion
and information to turnover will t{end to be higher in the smaller companies.
Xt also recognises that there are special circumstances vhich ray justify

a level of cxpenditure higher than that which would otherwisc seem to be
epproprizte to the individual ccrmpany. Such special circumstances may

arise for example in conncction with the introduction of a new medicine or
medicines; recent entry to the industry (or expansion of a company's
operaticas); recent merger or amalgamation of companies whose activities have
nol been fully rationalised; expenditure required by special or emergency
product information. . '

PROFITAZILITY

8.1 Tre reasonablemess of the rrofits earned by individuz nies dn
home sales of NHS medicines will be a matter for negotiation, having regard
to the circumstances of the individual company, the contribution which it
wakes or is likely to meke to the ecoromy, including foreign earnings,

dnvesirent, employment or research, the spec¢ial characteristics of the

pharmaceutical industry and the profitability of United Kinrdom
manufacturing industry as a whole. The Departmunt reserve. the right in
assessing Lhe reasonableness of profit, to take into account revenue
foregone by a compary vhich differentiates in selling prices between
custorers or classes of customers by providing fre» supplies or allowing

. discounts greater than are justified by normal commercial considerations.

TRANSFER PRICES

9.1 Where raw materials, intermediates or finished goods are supplied

by an affiliatcd compeny, the receiving company will satisfy the Department
that prices are at arms length, or vhere the Dopartment is not so satisfied

the company will on request use its best endcavours to inform the

Lepartrent of any profit marging or contributions to overheads contained within
the transfer prices of significant items.




10.

.

12.

TREATHENT OF OVERSELSL COST AND CAPITAL EVPIOYED

10.1 The costs and capital cmployed involved in price negotiations will be
thoce normally included ir the company's UK audited accounts. If the
company considers that the amount -shown in these accounts is not an
adequate reflection of the total costc or capital involved, it will provide
sufficient information about the size and nature of the items in question
and thz basis of their calculation as shown in the annual financial return
to satisfy the Department that the amount chould be accepted. The Department
may also request companies to provide additional infermation in respect of
figures included in their audited accounts but only if it has good reason
to suppose that these may not appropriately reflect the costs and capital
involved.

COMPARATIVE -PRICE TESTS FOR INDIVIDUAL PRODUCTS

11.1 If required to do so under the provisions of paragraph 5.2 in respect
of any medicine which is prescribed under the NHS by medical or dental
practitioners and has annual home NHS seles in excess of £300,000 a year or
10% of the company's total annual home sales (vhichever is the less)
companies will provide: -

11.1.1 if the oversecs sales amount to not lees than 20% of the UK

® suppliers® total sales of that medicine in home and overseas markets,
! information in accordance with test 1 of Appendix A, or,
£ 11.1.2. if the medicine does rot qualifly for scrutiny under test 1,

information in accordance with test 2 of Appendix A.

11.2 Companies will be entitled to draw the attention of the Department

to prices overseas, or to those of other closely comparable medicines, and
due attention will be given, when reviewing the company's annual financial
return, to cases where these reflect favourably on the company in question.
Where there is a substantial volume of direct exports from the United Kingdom
or of royalties from overseas licensees or of earnings from overseas
subsidiaries, the Department will, where it is reasonable to do so and
consistent with international obligations, seek a settlement which avoids
adverse effect on those foreign ecarnings.

PRICE RESTRAINT

12,1 Members of the Association undertake that they will not increase the
price of any medicine unless they are satisfied that a price increase is
clearly justified (see paragraphs 12.2 - 12.4).

12.2 Where a supplier considers it necessary to increase the price of any
branded medicine with annual NHS hone sales exceeding £300,000 a year or
10% of the company's total annual MKS home sales (whichever is the less) he
should give the Department(PP Branch) at 1l Russell Square london WC1B SEP,
nat less than four weeks' notice of his intention, stating the anount of
the proposed increase and the reason, in sufficient detail to satisfy the
Department that the increaze is justified. The manufacturer may assume that
the Department are so satisfied unless he rececives a reply to the contrary
within two weeks,

12.3 If morc than 6 months have elapsed since any price increase approved

under paragraph 12.2 or any price decrease or similar adjustment proposed

by the Department has been accepted a supplier may, sub’ect to giving to the
spartment at lecast 7 days' notice, dincrease the price ¢f a product with

A S




annual home sales not exceeding the limits in paragraph 12.2 witrout the
Departrent's prior approval provided that the increase does not raise the
total value of the cales of the product beyond the limits in paragraph 12.2.
The Department rescrves the right to require the company to justify the
increascs if the company in any period of 6 months proposes to increase the
pricc of more than onc such product and the existing combined cales of the
products exceed 103 of the company's toial KHS home sales.

12.4 The Health Departments hope that, to simplify administration,
suppliers will as far as possible continue their practice to date of not
seeking to increasc prices with every minor increase of costs. Vhere
price increases are deferred bhecause of a desire to avoid frequent
fluctuations, however, the increase in costs at that stage will be taken
into acccunt when a later notification is cade for any of the products of
the company.




“Appenull A : b

COMPARATIVE PRICE TESTS . o

In applying the tests in this Appendix it is recegnised that the
role of a new wedicine and its sales possibilities in overseas mearkets
connot gencrally be established in under two yeers from the date of its
first introduction for prescription by general medical practitioners
in the United Kingdom.

TEST 1 - CO*ARISON WITH OVERSEAS PRICES J

1. This test is applicable in the circunstances outlired in paragraph 1%
of thc Scheme to any medicine whose sales in overseas markets, excluding
sales in the United States of America, amouat to not less than 20% by
volume of the UK supplier's horme cnd overseas sales of that medicine.

2. Sales in overscas narkets as defimed in paragraph 1 are represented
by the sunm of the follouving:- ) .

2.1, direct csales of the madicine by the UK supplier in overseas
markets;

2.2, sales of the main active ingredients of the nedicine Lr the (X
supplier to an overse:s hranch, affilinted company, as+nciated
establisusent or asent, for processing into the same waiizine

sold under any proprietary name;

2.3. overseas szles (by volumz) of the sare medicine, soid under
anv proprietary nam2 by a licensece, branch, affiliated company,
associated establishrent or arent, <here royalties or profits
accrue teo the benzfit of the UK supplier or to an affiliated
company in respect of such sales (with proportionate reduvctions
jn the volume of sales where these firms are entitled only to
a sharc of the royalties or profits).

PRICE CAUCULATION

3. The price of the redicine to retail pharmacists in the Uil shall be

not greater than thz weighted average market price after elininating

extremes as in pararraph 4, in the six most irsortant similar overseas 1
markets (or all markets vhere not more than six) exciuding the continent

of Horth Arerica. The market price is the price paid by the vholeszler

overseas, after adjustment to exclude sales taxes or sinmilar taxes not

having an equivalent in the U, plus such percontrge addition as will be

equivalent to the current vholescle discount in the UX including any

cash or settlerient discount.

kLIHIRATION OI" EXTREMES
4. This shall be as follous:-
4.1, take the mean of the market prices;
4.2, elininate any prices which arce now wore than 207 above or

below the pean (except where a market accowats for more than
107 of the toial sales of thc swdicine in the six narkets);




4.3. determine the weighted average (weighted according to sales
volume) of the remaiunilng prices;

4.4, Vherc this method produces anomalies it mzy be modified in a
manner to be agrced betwecen the Departmeat and the supplier.

SPLC1AL CIRCUMSTANCES ’

5. Vhere the application of this test would create undue difficulties
or be likely to lead to anomalies it ray be modified in a manner to be
agreced between the Departrent and the supplier.

TEST 2 - COIPARISON WITH CLOSELY COMPARABLE MEDICINES

6. In the circumstances outlined in paragraph 1b of the Schene the
Department way call upon the supplier to justify a differential betwecn
the price of his own medicine and that of closely comparable medicines in
the UK market, provided his medicine does not qualify for scrutiny under
test 1. It is recognised that there way be good rezsons for differences
in the price of such medicines. The degree to vhich medicines are
comparable, and the grounds on which price differentials pay be justified,
(including differences betucen exact chemical oquivalents, differences in
formulation, standards of quality control, research or on other grounds)
will vary and will be a matter for judgrent and negotiation between the
parties and agrecucnt on these ratters will not be unreasonably withheld.




DiLTAILS AlD EZAMPLES OF TEST 1
COMPARISON VITH OVERSHAS SALES

1. VUnder the provisions of parngraphss and 1} of the scheme the
Department uay apply test 1 to any nedicine prescribed under the iHlIS by
nedical or dental practitioners with annual sales as defined in para 1§,
where the cverseas sales of that medicine excluding sales in the USA
amount to not less than 207 by voluwe of the UK supplier’s home and
overseas sales of that medicine.

2. For the purpose of rcckoning the sales in overseas narkets, each
dosage form should normally be treated as a separate product. Sales of
different dosage forms may be comhined, with the agreement of the
Ministry, vhere the various forms are reasonably cowparable. Different
strengths of the same dosage form may be regarded as one product (sales
figures being cormbined iIn equivalent terms, eg one 200 mg = two 100 mg
tablets). v

3. Sales in overscas markets are the sum of the following:-

.

i, direct sales of the medicine by the UX supplier in overseas

markets;

ii. sales of the mzin active insredients of the medicine by the UK
supplier to on overseas branch, afiiliated compauy, associated
establishrent or azent, for processing into che same madicine
sold under any proprietary name;

iii. overseas sales (by volurc) of the same medicine sold under any

proprietary nome by a licensee, branch, affiliated company,
associated establishment or agent, where royalties or profits
accrue to the benefit.of the UX supplier or to an affiliated
company in respect of such sales (with proportiornate reducticns
in the volume of sales where these firms are entitled only to a
shave of the royalties or profits).

L, The period with reference to which the overseas sales are to be
calculated nay be either

i. the last six months for vhich figures arc available;

or

(=
e
L]

vhere oversers sales are subject to market fluctuation for
seasonal or other reasons, the last twelve wonths for which
figures arc availahle,

5. In order to calculate the volume of overscas sales:

i. take the szles in overscns countries, excluding the USA

(as detailed in paragraph 3 above) and value then at the price
to home wholesalers (the rain active ingredient being
represented in terms of the finished product);

[
e
-

aggregate the resultant values;
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expr2zs this acgregate as a percentage of the supplier's total
houe: ana overseas sales (at prices to vholesalers) of the

preparation under review;
the hoime and overseas

or (if preferred) as a percentagse of

o>

sazles revalued on the basis of typical packs.
Test 1 does not apply if this percentage is less than 20%.
CALCULATION OF THE OVERSEAS PRICE

6a. THE M03T IMPORTANT SIMILAR OVERSEAS MARKETS

Hdarkets are normally distinct countries or territories. The relevant markets

are the six siwilar overseas markets, excluding the continent of Worth America,
in which the largest total sales verc made during the review period (or all

rarkets if less than six).

In determining the importance of a market, sales to Government Departments and

Tastitutions ot specizl prices are to be ignored.

Such sales are, hovever,

to be included in total overseas sales for the purpose of calculating the
percentarce sales as indicated in paragraph 5.

Lach of the six most irportant markets should be weighted in accordance with

its share of the total sales to the six markets.
the price calculzations, should be calculated as in the following examples:-

Exacple 1.

Preparations presented in only one strength and one pack:-

The weighting for usc in

Market A B Cc D E F TOTAL
%o, of packs 6,000 | 2,000 1.000 | 500 300 | 200 |10,000
Therefore veighting 60 20 10 5 3 2 100

txample 11,

Prepatrations presented in only one strength but in more than one

pacit=
Harket A B Cc D E F
Yo, of tablets Emn 6rm 2mn 3mn 2mm -
Ingredients converted
to tablets Inn - 2in - - 1m
Total 9nn 6mn 4mn 3mn 2mn Imn | 25mn
Tuerefore weighting 36 24 16 12 8 4 K100

[




Example 113,
packs, vieve the tuo strengths are to be carbined under the terms of

pavagraph 2

Preparations presented in two strengths and a nurher of !

of this Appendiz:-

Harket A B C. D E F !
i

No. of 100 mg tablets &rm b 4T 3mm 2mn - ‘

Expressed as 50 wg !

tablets 16mm 8imn 8mn Hmm 4rn -

No. of 50 mg tablets 4rn 2m - lmn - 1mn

Total 200 10un 8rm 7rm 4rn Irmn £ 39rn
Therefore weighting 40 20 16 14 8 2 = 100

b. PRICES TO GOVLRINMENT DEPARTMENTS, LTIC

Special prices charged to Coverunrment "epartments

are to be ¢

zcluded.

c. MARKET PRICES OVERSEAS

znd to Institutions

The market price of a medicine is the price paid by the vholesaler
cverscas, subject to an adjustrent to exclude Szles Tax or simiizsr
tax not having an cquivalent in the United Kingdom.

The weighted average of the prices is to be calculated as showm in the
folloving examples which supplerent those given in paragraph 6o:-

Exauple 1iv.

Preparation presented in only one strength and one pack:

Six wost important markets

Name of Marlket A b C D E F
Weighting o0 20 10 5 3 2 100
Pack Size/ Price {Price |Price | Price{Price | Price | Weighted
Strength pence }pence |pence | pence] pence | pence | Average

Price
100 x 10 mg 55 50 45 50 45 45 52 pence
Calculation: 60 % 55 20 x 50 19 x 45 5 % 50 3 %45 2 x 45

= 3,300 = 1,000 = 430 = 250 = 135 = 90

5,225 ¢ 100
= 52,25 ponee




Exaiple v. Preparation presented in oniv one strength but in more

than ouc pac

1.
"

Name of Market

Six most important markets

A B Cc D E F
Weighting 36 24 16 12 8 4 100
To 3
Pack Size/ Price | Price |Price } Price | Price} Price L:ig?:f:
S t " o § t] -~ o » bt . o
Strength pence | peace | pence | pence | pence | pence Price
50 mg x 100 60 12 72 68 60 72 | 66 pence
50 mg x 250 144 - - 156 144 174 |i48 pence
Example vi. Preparation presented in two strengths and a number of
packs wiere the two strengths are to be corbined under
the terms of paragraph 2 of this Appendix:
Six most important markets
Name of Market A B c b E F
Weighting 40 20 16 14 8 2 100
e ot
Pack Size/ Price |Price | Price} Price| Price | Price L;ig:g:g
Strength pence |pence | pencel pence! pence | pence Price
100 ng x 1C0 100 136 136 ] 120 100 136 | 116 pence
100 wg » 250 260 - - | 280 260 300 |[266 pence
50 mg x 100 60 72 72 68 69 72 66 pence
50 mg % 250 144 - - | 156 | 144 174 | 148 pence

Note Each price in these examples is

if any.

before addition of sales tax

K




d. FLIMINATION O% EXTRIMNES

Calculate the mcan of the market prices of the prescntation as in
examples 1. to vi.

Eliminate any prices which are more than 20% ahove or below that mean,
unless that nmnarket accounts for rore than 10% of the total sales of the

medicine in the six markets.

Determine the average (weighted according to sales volume) of the
remaining prices.

Where aromalies result, the nethod should ©~ discussed between the
Departrment and the supplier.

Example vii

Harket A B C D E F

Weighting 60 20 10 5 3 2

Price (in pence)

. | net of sales tax 55 30 50 40 70 30
Calculation: 60 x 55 = 3300
20 x 30 = 60O
10 x 30 = 500
5 x 40 = 200
3x70= 210
2 x30 = a0
4870

4870 ¥ 100 = 48,7 pence
Eliminate E (more than 207 above the mean)
Fliminate F (more than 207 below the rean)
But retain B because it exceeds 107 of the total sales in the six marlets.

Take weighted average of A B C and D
3300 + 600 + 500 + 200 = 48,5 pence
25

7. DUTERMINATION OF MAXIIIUM HOMD MATIET PRICE IN RILATION TO THE
TEST 1 PRICE

The price charged to retail pharmacists in the hore marlet for a particular
pack size and strength of a product should not exceed the Test 1 price for
the corresponding vack as sold overzeas plus a percentage addition
equivalent to the current wholesale discount in the United Kingdom.

Where a Test 1 price is not available for a particular %oue pach size,
a nctional Test 1 price for that pack size based on the supplier's
normal coumereial ratios should be agreed wvith the Ministry,




8.

EXANMPLE ~ TABLLT PRODUCT

lome packs: 25 and 100
Only pack sold in prescribed overscas markets: 50

Supplier's norial ratio between 25, 50 and 100 packs for product ir
similar price range: 1 : 1] : 3

Test 1 price of 50 pack: 42 pence

Therefore, notional Test 1 prices of 25 and 190 packs would be
24 pence and 72 pence respectively. . )

MODIFICATION OF METHOD IN PARTICULAR CASES

Where the strict application of the Test wouid be attended by considerable
practical difficulties (particularly vwhere horme sales are small), or be
likely to lead to anomalies, suppliers may apply for the Department's
agreement to special modification of the test. ~

EXAITLES

a. SLIGHT VARIATIONS IN COMPOSITION DETUEEN HOME ARD OVERSEAS
PRODUCTS -

A product sold overseas may be substantially the same as one sold in
the home market, a minor variaticn in formula having bzen made to
suit the special circumstances of the overseas market. The supplier
may apply for the honie product to be considered under Test 1, the
Test 1 price being adjusted to take account of the formula variation
where necessary.

b.  PRODUCTS MARKETED IN A RANGE OF SIZES AND/OR STRENGTHS

It may be difficult to calculate Test ) prices vhere a product is
marketed in a range of sizes and/or strengths, the sales of which may
vary considerebly in the home and in the several overseas markets.
The supplier should apply for each such case to be treated on its
merits. For example, it may be convenient and acceptable to fix a
Test 1 price for the pack with the largest sale in overscas markets
which approximates to the most popular NS pack - other pack prices
being fixed according to the supplier's normal ratios.

~H-




ANMUAL FINANCIAL RETURN
for the year ended ...cveeevencesnsconncnnnes
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signed 50 00000000 0EERBLRILEEOLEOIOOEOIITOAIRIOIETLES

(ttanaging Director/Chief Executive)
Dnte ......I...'....................I.'.......

Affilated Companies consolidated in this Return -~
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INDEPENDENT ACCOUNTANTS' REPORT

~ I/lle have examined the amnexed Schedules 1, 2, 3 and 4, which I/we have initialled
for the purpose of identification, together with the accompanying notes and
reconciliations. I/ie have obtained such explanations and carried out such tests
as I/wve have considered necessary.

On the basis of ry/our examination and of the explanations given tome/us, I/ve

report that, inmy/our opinion and subject to the reservaiions mentioned below

i. the figurcs set out in the Schedules are based on audited accounts and
have been compiled on the basis required for the purpose of the
Pharaceutical Price Regulcticn Scheme dated April 1978, egreed betwes:z
the Health Departments of the United Kingdom and the Association of the
British Pharmaceutical Industry, and the explanatory notes;

the methods of apportionment which have been used in preparing the
figures relating to NHS medicines are appropriate in the circumstances
and the figures in the Schedules fairly reflect on the bases defined
above the income, costs and profits relating to home sales of NES
medicines/total eales of N#5 medicines for the financiel year and the
capital employed in relation to NHS medicines at the close of the
financial year;
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1/We have seen acceptable evidence to support the inclusion in the
Schedules of items dealt with in the accounts of affiliated companies.

Name Signature

Addresi Date

Professional Qualification

¢ (heleic Tinlies a8 auropyiata)
N H




APPENDIX B

ANKUAL FINARCIAL RETURR

Notes concerning the completion of the Annual Financial Return

1.

General

1.1 The intention is that this return shall relate to business
organisations that manufacture and supply medicines which ultimately

are charged to the NHS. The return should normally cover, on a
consolicdated basis, the Company to whom it is addressed and its
subsidiaries, and should include business done through branches or
divisions. Where, however, within the Group organisation, audited
accounts are prepared for a sub-Group which embraces all the group
pharmaceutical business carried on in the United Kingdom(though not
necessarily confined to such business,) the return should comprise
consolidated figures for this sub-Group. In such circumstances,
references in the return to affiliated concerns should be regarded as
extending to such excluded units as overgeas subsidiaries, and non-
pharmaceutical UK subsidiaries, branches or divisions. It is recognised,
however, that the availability of coansolidated and/or audited acccunts
will be a matter ¢f corporate organisation and will not necessarily
coincide with the requirements of this return. 1t is rot intended that
reporting companies should produce additional audited accounts specially
for the purpose of this return and where the accounting arrangements of
the group are such that some other basis for the completion of the return
is more appropriate, such other basis may be adopted by agreement between
the reporting Company and the Departrent of Health and Social Security
which is acting on behalf of the Health Departments of the United Kingdom.
Where vholesaling and/or retailing activities are carried on in separate
organisations for which separate figures of costs, sales and profite

are availablc those figures may be either (a) excluded from the recturn,
vhere they are covered by separate audited accounts, or otherwise, (bv)
included for the purpose of the return under "Other Products".

1.2 The schedules provide for figures to be given in respect of goods
other than KHS medicines. This information is required only to assist

the Department in forming an independent judgement on the reasonableness
of any rethods of apportionment used in preparing the NHS figures and to
reduce to a minimws the requests for additional information in individual
cases. For this reason, figures in the "Other Products" and "Totals"
columns need te erntered against a heading only vhere the figure against
that heading in the "NHS medicines' column includes an amount derived

by a process of epportionment between "iHS medicines" and "Other Products'.
Other hcadings which do not involve any apportionments may be left blank.

1.3 Alternatively, the columns of the returns headed "Other Products"
and "Totals" may be ignored altogether provided information is given about
those items of costs and capital in respect of which the amounts included
for 1il$ medicines have been derived wholly or in part from the apportion~
ment of amounts common to those products and other sections of business.
This information should be given by way of note in the following form:-

e.g. Schedule 1

NHS Other
Item D(iii) fedicines Products
Distribution Cost £000's £000'5
Arounts approtioned
Other Amounts S
Total : JR—

. s St D A s gt

‘LO[',(:U)-"Z' with a full de:;cx-ip{io;, of thn booes of npportio:xmunt.




1.4 'The retum should be accompanicd by a copy of the audited accounts

of the Company, Group or sub~-Group whose figures forum the basis of the
return and by a siztcment setiing out the nanes of ihe conpanies, branches
and divisions vhose figures are included in the return with a broad
indication of the buciness zctivities of the major units.

1.5 BSchedules 1, 3 and 4 should be completed.in respect of the
reporting Coupany's complete Iinancial year; Schedule 2 should relate
to the Balance Sheet daie at the end of the same financial year.

1.6 It is recognised that, in many instances, the expenses incurred in
the business and the a2ssets and lisbilities appropriate thereto cannot
be apportioned precisely to the different headings required. Reporting
Companies are asked to make such apportionments on the most realistic
basis possible; they should indicate in respect of ecach mein group of
expenstes the amounts involved and the bases used and whether these are
in accoxdance with the accounting procedures and corporate structure of
their ovn orgenisation.

1.7 For the purpoce of this return, 7S medicines are zll human
rharmaceutieals, whether proprietary or non-proprietary, other than those
advertised {c the gerneral public, vhether or not the ultimazte customer

is the Mational Health Service, and irrespective of whether sold packaged
or in bulk,

1.8 PFor the purpose of this return, an affiliated concern shouléd include
any parent Company or fellew subsidiary Company of the reporting Cempany,
any of its subsidiary Companies, branches or divisions whose figures are
excluded from the return sxnd any other trading crganisation under the

same control 25 the reporting Company. (See also Note. 1.1 above).

1.9 The completed return should be signed by the Managing Director or
Chief @xzcutive of the reporting Company dand should be accompenied by a
report frem independent qualified audiiors to the effect that (subject
to such reservations as they consider necessary), in their opinion, and
in accordance with ine explanations given them, the return has been
prepared on ithe basis required, end fairly reflects for ithe relevant
finencial year the czpital empleyed in relaticn to NAS medicines and the
profit eamed from houz sales of KiS nedicines if it has been
practicatle to chew this, otherwise ihe profit ezrned from tofal sales
of NHS wedicines.,

1,10 All figures should Ve reported to the nearest £1,000; percentages

~ should be quoted to one decim2l place.

Schedule 1

2.1 1t is accepted that the accounting systems employed by the reporting
Companies will result in variations in the nature of expenses included
under the vorious headings of the return., It is expected that cosis
included under Section D will be on a cost centre basis, ie, salaries,
wages, depreclation, materials and other expsnses attributadle to a
function will Vve included in the cost of that function.

22 Al figures for sales and costs shorld be stated net of United
Fingdon valuce added tax, Vhere a company has been unable to recover input
tax or & proportion of it, thus making it a cost to the buasiness, it
phould be {reaied as such,

2.% Dividends and interest received and trade investment income shovld
be excluded from Section B,

-t




Schedule 2

2.4 Resecarch and development expenditure vill include the salaries and
wages of ali staff engaged on research and development activities or
supporting those activities by anelytical, administrative and other
services, and all materials and expenses incurxed by this staff in
carrying out its duties.

2.5 \here appropriate, research and developuent should be apportioned
between MHS medicines and other products. The amouni so apportioned to
KIS medicines should cover 2ll costs of carrying out or sponsoring:-

(a) investigation, the object of which is to dizcover new
- therapeutic agents ox precesses in the manufacture of new !
agents or new metheds of producing knowm agents;

(b) formulation, investigations and clinical trials direcied

tovards the production of & medical speciality product.

2.6 Reporting Compauies who benefit from research and development
expenditure borne by a parenti Conpany oxr other affiliated concern, should
include iheir appropriate share of such expenditure in the figures shown

‘in Section D viii and should note the amount so included in Section

I ja of Schedule 1 if the azounti is not charged by the parent or
affiliated concern. Siuildariy, eny other items of expense that relate
to the operaticns covered bj .né returr end included in Section D but
vhich have not been cherged directly ox indirecily in the audited
accounts of the reporiing Compfﬁy, should be specified in Section I ib
and the basis of calculation explained by way of a eupncrtin{; statement.
Converszaly, expendituze charged in the audiied accounis of a reporting
Company could be attritutable to an affiliated concern vhose operations
are not included. 1n .the return; in such cases, the armount thus attributed
should be cxcluded f“or Sectlon D and shown in Scction I ii,

2.7 Sepavate infor"a.lon on bomc and cxpoxt trade in IHS medicines shoul?d
be provifed vhere it is procticeble to do so for particulsy items and
where the volume of export business is such that the figures provided
would be sigmificant. -

-
a

s|heuule 1A

3.1 ‘Vhere app D*iate the sales, costs and profit shown in Schedule 1
of the return hca ¢ be reconciled in Schedule 1A with the amounts
disclogeld by the audlted accounis,

i

4.1 Vhere reporiing Companies elect to complcte Section A2 (showing
agsets at current a? distinct from Balance Sneet values), the bdasis on
vwhich current valucs of assets have been arrived at should be explained.

4.2 Assets should not include those invesiments, the income from which

has been excluded from Schedule 1. Normzlly, Government accounting :
conventions do not peruiit the inclusion of intangible assets in ithe
computation of capital euployed bul there may pe occasions on which the
inclusion of such asseis, eg, goodwill, patents and trade marks, ete,

is justified, in-which ease reporiing corwanies should provide an
xplenation of vhy they are inclucad, ‘here Government grants have been
deducied from the value of fixed assets shown in Schedule 2, the amounts
of such granis should b2 disclosed in a separate note.

4.3 Ilny provis ion for "uture taxotion ghould be excluded from currcnt
Jiabilitics., Por this purnose, future toxation Ss defined as any amount
not poyable within 12 wonihsa of the balance sheet date to which the
return relotes and "deferred" tox jdtems chould be excluded., Als
excluded from current liabilitics are items which do not »epresent




normzl treding balances but are of a lorg-term mature r»epresenting,
in reality, part of the reporting Compzany's capital siructure, eg
bank borrowing, advances from affiliated concemms.

4.4 The amount shown in Section E 2 should be the proportion of fixed
and current assets less current lizbilities appropriate to the operationa
covered by the return and included in Sections A1-C b2t not included in
the audited accounts of the reporting cowpany. This net capital should
generally correspond to the expense shown in Section I i of Schedule 1.
The basis used in czlculating this figure should be disclosed on an
accompanying statement. Conversely, a deduction should if appropriate

be shown zgainst Section E by calculated on the same principles, vhen
the reporiing Coumpany shows an amount against Section I ii of Schedule 1.

4.5 If the average czpital employed during the year would not be fairly
represented by averaging the capiial euwployed at the beginning and zt
the end of the year, a statement should be attached indicating the appro-
priate adjustment.

4.6 The figures of capital employed in relation to NHS medicine are
not required to be divided betwcen home ané export trade.

Schadule 24

5.1 Items in Sections A, B and C of Schedule 2 should reconcile with the .
corresponding figures in the audited Balance Shect, and where appropriate
the reconciliation should be given in Schedule 24,

Schedule 3

6.1 Vhere the accounting system of the reporting Ccumpany does not
convenicntly allow analysis of Section D ii of Schedule 1 in the manner
contemplated in Schedule 3, addressees may substituie an analysis more
readily available provided that a similar degree of delail is disclesed.

Schedulc 4

7.1 Schedule 4 should include all expenditure incurred in both sales
promotion and information on KIS medicines in the UK markei, including
eny compzany promotion expenditure which hes te be allocated or otheruise
apoortioned to sxrive ai the total expenditure applicable to "NIUS
Y¥edicines lome". Vhere the total expendiiurs includos apportioned
itens, the nature of these itewms and the bases of apportiomizent should
be stated. '

7.2 Sales promotion and information expenditure includes all expenditure
incurred in {he advertising and other prouotion or presentation (oiher
then packesing) of the company's IS medicines in the UX market. All
expendituvre of a promotional nature should be included even though such
expenditure is not specifically mentioned in the succeeding paragraphs.

7.3 The total expenditure on sales promotion and on information including,
vhere eppropriate, apportioned amounts, should be analysed into the
expense categories shown in Schedule 4, The amounts apgainst each
calegory should include all expenses incurred in comection with that
category. For example, literature and advertising would each include the
cost of printing and distributicn including postage, the conmisgioning
of articles, the deseription of available melicel productg, whether in
classificd or other fora, and ell design, artwork, copy vwriting, acency
block-naking, siationery printing or pholo work costs and charges ap well
as the cost of adveriicing space, Specific poinis on cach catepgory are
set out overlenf:.- :




A. Srlea (Invoice vialues lecs Relurns ond Discounts)
ek -4
ia To affiliated concerns
ii, To independent customers

8. QOther Truding Income less ehorges
C. Toia) Trodirz Income (A & B)

0. Couts ind Yuzenrng

ia Finished goods resold a, from affilinted corcerns
be from independent sunpliers

ii. Miwufacturing coat of gooda sold (Schedule 34)

iii. Distribution cosis

ive Inform-tion experses (Schedule 4)

¥. S:les Promotion bxperditure (Schedule b)
vi. Hoynlties payadle a. tu affi.inted concerna
b. to independent concerns

vii. General »ad sdministealive expenses

viii, Rescurch and Develonment expenses

B« Totnl Cos:a and Nvoenses (D j.eviiil)

F. Tradine Profitas (C-%)

G. Royaltien keceividle .

ae  From nffilinted concerna
b, From independent conceras ‘.

M., Profits before Intevest nnd Taxation

I. 1. Coois not charged in the audited uccounts if any,
but charged in D adbove, and which are borne by
affilinted concerns and which relate %0 the
operations covered by this return.

&« Research and Development
be Other costs
(To be specified in Schedule 1A)

1i. Costs charged in the usudited sccounts the benefit
of which relates to «ffilinted concerns vwhose
operntions are not covered by this return, and
are excluded from D ubove (to be specified in
Scheduls 14).

Je Total Depreciation chnrged in D nbove,
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IECONCILIATION OF SCHEDULE 1 WITH AUDITSD ACCOUNTS (70 BE COVMPLETRD IF APPROPRIATE)

A.

B.
c.
D.

z.

-

u.

SALES
i. To Affiiisted Concorna
1i. To In2ependent Concerne
QDR TRADINS INCOME
TOTAL RADING INCOVE
COSYT AND EXIYTNES

1. Tinizhed Gaods Resold
2, Fron affiliated concerns
be Prom indepezdont suppliers
11, Xenufacturing Costs
1ile Distridution Coats
ive Information Expenses
¥. Salea promotion Expenditure
vi. Royaltioes Payadle
a. To affiliated concerns
%, To independent concerna
vil. General and administrutive Sxpenses

viii. Rescarch =nd Developmont Sxpenses
TOTAL GOSTS AND EXPSENSES
TRA™ING PROFITS (C-E)

RITALTIES RETEIVASLE
e. From affilia ~d concerns
%, Prom independent conoerans

PROYITS BEFORE INTEREST AND TAXATION

Total as
por ATR Subiractiens
2000 &
. — =]




(date)

le 2

s Schedd

I'HS Medicines Other Products Totnl
Gross ond Net = Before und After Depreciation i'::::r ~ Grons Net Groes Nat Grocs Net
Lnco L0000 L1000 £'000 £C00 L0000
AI Fixed Asrcets (at balince sheet values)
lond and Buildings 2L
Pl=nt nnd Mpchinery 25
Other Fived Assets 26
Total Fixed Asagets 27
e —————
) P
B Current Assets .
Cash and Bank Balances 28
Dedtors = Affilinted Conceras 29
- QCthers 30
tocks N
Gther Current Asasets »
Total Current Asscts 13
. . T
€ Curront Liabilities
Trode Creditors - Affiliated Concerns X%
Others .5
Other Creditors = Affiliated Concerus S8
thers k14 .
Curreat Taxntion 8
ther Cursent Linbilitieg 39
Total Current Lisbilities Lo
e ————— e vamy e meem—————
D Chpitnl Bmnloyed !", .
= e —— ] —_———
E  a. Surils? not ahown in nudited mccounta but
which 18 employed by a parent company or
other affiliated concern und relates %o the
" eperntions covered by this return L2
be Conitnl included in audited secounts but
which is eaployed for the henelit of
affili.ted concerns arnd relnates to
ererations not covered hy this return un
.‘\2 Fixe} Ausets nt Current Cos’i{if connidered Approjian CROSS NED GRCSS AP GROSS wpon
Land and li-dildj.n;:b L
vinnt and Rhiehinery ue
Ciper Fixed Asseols h;
Totl Fixed sssety L7 1 |




. . Sehodule 2A
RSCONCILIATION OF SCUZIULE 2 WITH AUDITED ACCCUNTS (70 BE CONPLEIED IF APPROPRIATE)
Total as Adlusiments to the APR Tota) as
per ATR per Audited
Additions Sudbtracticns Accounis
L1000 L1000 £'C00 £10C0 £'000 £'000 £'000 £1000

A, Fixed Aszets GROSS NET cR0SS HET (e ser_ ) omoos | onmn | )

Land ard Bulldings

Plent and ¥achinery

Other Pixed Assets

Total Pixed Assets
‘====7 = e - - -3 TR T IRE N R AR RPN L N TR '

B. Qurrent Asseia

Cash and 3ank Balances

Debtors = Affiliated Concerns

- Others | DU
Stocks
Other Current Assets
Total Current Assets

Ce  Qurrent Liadilities

Trsde Creditors = Affiliated Concerns

« Qthers
Other Creditors = Affiliated concerns
« Qthess
Current Twation
Other Curreat Lisbilities '
~ Total Current Liebilitios

D. Caplital ®mnloyed (A + B =€)




Schedule 3

KARUPACTORIRG COSTS OF GOODS SOLD JNHS Medicines
Line
\¢
amber Total | ibze Sales | Exports
£000 £000 £000
JPurchover from:— affiliates L8
inlependenis h9
Direct Wnreg 50
¥amfacturing expensesi—
Indirect vages 51
Other Expenses 52
Depreciation v3
Total Sh
To reconcile with manufacturing
costs of poodssold (Line 7
Schedule 1) 55

Stocks: The following information should be given if readily availables—

Oponing Stock .| Total | Home Sales | Fxports
. £000 £000 £000
Raw maicrials _1'
Finiched Coods
iork in Progress
£000

Closing Stock

Raw materials

Finished Goods

Vork in Progress




Information Exvences

Sammles for identification ywrposes:— the cost shown should be for those
samples provided speecifieally to eazble prescribers to identify a
particular product and should include ihe factory cost of the materials
in final packed form, distribtution, hondling, posial charges and
overhead and aduministration charxges.

Data sheeis:- the cosi against this category should cover all expenses

incurred in the provision of Data Sheeis including the direct labour and
overhead and administration charges. '

Medical Swmanosia (not orgmniscd by cormenv):— thic should include the
cost of any suppori,including hospitality, given by the company for
symposic originated and orgpanised independently by the mediczl and allied
professions, for example learned socicties and postgraduate bodies.

Sales Promotion Fxpenzes Allowable in IGIS Prices

Literature:- The cost against ihis category showld cover all expenses
incurred aud include the direct labour and overhead charges
attridbutaole o operations concermed vwith such prouotion (eg, insertion
and addressing) but not the cost of swuples. If mailing is undertaken
by an agency the relevant charges should be entered in this section.

Representatives - The cost should include the salaries and wages and
overhezd costs of representatives and supervisors, the running and
replacament costs of vehicles and 211 travelling and subsisience expenses.
The cost incurred in visits to hospitels as well as to general
practitioners should be included, as should visits to wholeszlers or
pharamacists for prowotionzl purposes. Vhere the cost of representatives
covers activities other than NS medicines Home, the cost shoulé be
apportioned on a suitable basis.

Adveriicing - The cost of adveriising in professional jowmals should
cover all expenses incurred vhetlher the journels are placed on sale, are
issued by svbscription or free of charge.

Adninistration - Costs should include allthose incurred in the organisa-
tion, conirol, supervision and assessment of promoticnal zctivities in
so far zs it is not reasonzbly possible to 2llocate these costs to the
other categories. :

Other premotional Aetivities - Tnis should include the cost of films,
leciures and déizcuscion groups criginated and organised by the company
and journals or magazines not included under advertising, and other
promoticnal services., It should includs the cost of prolfessionzli staff
(including medical staff) contribvuting io these activiiies, in preporiion
to the amount of time spent in this way, end the contribution wnich

they make to the other categories of expenditure (for example, the
training of representatives or supervisien of literature, jouwrnals or ;
advert s:ments) unless this is shown es part of one of the other
categories.

7.4 The following expenditure is not allowable as a charge in }NHS prices
and should not be included in Schedule 43~

Samples (other than sawples for identification purposes)
Gifts

Hosopitality other than that provided for

redical syopocia. :

7.5 If sigmificent itenms of expenditure cannot be dealt with in accord-
ance viih paragranhs 7.1-7.4 above, the items involved in this wey, the
expenditvre on cach item and 1the meiliod zdopted to deal with it should
be stoted in an accoxmpanying note.




* FCRECAST/ESTIMATE OF OUTTURN OF SALES, COSTS AND PROFITS

for the year encded ceccceccescecoescsccnncsascnnae

NES MEDICIIES

Line
Home Trade Ixports
Murmter
£'000 £'000 £'000 £7000
A. Sales at invoiced values, less returnms and discounts
To affiliated concerns 1
To independent customers 2
3. Other Trading income less charges ’ 3
| €. Total Trading Irrome (A + B) 4
D. Cecsts and Ixrenses
2. Finished Gools resold, from affiliated concerns 5
from independent suppliers 6
Z Y. Menufacturing Cost of Goods Sold T
c. Distribution Cost 8
d. Information expenses 9
e. Szles Pronotion Dxpenses 10
£. Roycliies Payeble, to affiliated concerns 17
to irndepcndent concerns 12
&. General and Administration Zxpenses 13
h. ZXResearch and Development 14
. To*2) Cooto and Ixrenses 15
c T T e e Tooari a0
: . R _-__Q_-.-‘..r__““‘\(u—;.l)




GROTIOH AED INPORMATION EXPENSES

Schedule |

FieT LG EXDEESES
Sasples for fdentification purposes

Date pheets

Hedicel Synposia (not organised by
(-(\P-'f\“\}

Total (lines 56-~58) 1HFORMATION C& to
line 9

[ad

SALYS PROVOTICH TYPRuars ALTOVARLY IN
A

* e
Pave ’M“—- a——

Litoreture

Representatives (including expenses)

Adverticing

Aiministration of szles promotion and
informaiion

Othexr promotion and information exvenses

Totz) (lincs GO~6hL) SALES PROMOTION Ca

) to line 10

Line

NYS Medicines
(Home)

56

51

s8

59

ll

60

61

62

63

o4

65




* ‘ APPENDIX C

BLU N AINTAL PINLOTCIAL RETURD

e
C'\ S PP 088430000000 0EI0LEEBLROR0EERNLON0LB0000000 20000000 0R0OBOEDN

The z:iwmed schedules are a forecast estirate of the company's sales,

¥ COS 7 J]I‘Ofit fOZl‘ th? yeal‘ Cnd.ed L R A A A N N ) fOI‘ }Iome
Trod: in NES Medicines and of the total Fmnort sales of NPS medicines '

for ive yoor, togzethexr with a sinilar estinate of the outturn for the )

year pu ing the ferccast yesr. All cosl increases at present known

have boeen anludcd in the calculation of the forecast and estimate of
outtuorn.

Since the Annual Finoneial Return for the year ended vovesvecsecennss
was suhaltled, the tJ{o.l net agsets employed have not mateuallj
chanzed/inve chanced as follcows:-

(35.med) Managing Director/Chief Executive

808 000000 P2O ORGSO IPINPOSOEEESEINPOLPD

(Date) e ereeceresianennnosaene







