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Preface 

The ;rational ht it' k for f'x c ICa tial stao a r s and 

Control :\xt -,L r a ;w 

Biological S . xks.arL 3pa>c1 It 3 << rc 

41 B operates asa )c Fart art s?, craf a'r.7 li r Body 

o ft c I.II I~Z ~~S,' ,.• I'1' ).h Health ;an10 e vas t a'tl.4lt~?.t 

aF g f'irsei'L' "'C^t'; ate "?1 the thokscicai ck:i.T'sd.sro Act 

y ,-ho f ~ 3 :`'c foncoorts are et $ at in Stamt tory 

l 4roJytent s 19 ) o. '" 7 . The 5S' [9ur -oncns 

Ode: , 6 rot orrd ",ulr,ls these ftunc oils t rough i`s 

man Z,,,'erent ot

Thu Jorp =rate Ha•, a out the l sntutes aims 

tot oru a to trategs N1135Cs work is set in th 
rt >:tct rbt  c Tetitt sr d tho Institetcoroleas3 

n 7 Wn, l rest rce it ft .hc' .apabthty tocapability m 0 ~t.r;d to 

mayor puhhc heap ues, is outlined. -rhe Tt o a;so 

iprticates the criter a used in the selection of F' iect 

and programme pr oritkes. and gives a prowrction of 

the expected prion*ies over the next 5 years. Finally, 

the Plan outlines key Features of programme 

implementation, inc uding the insrttute's 

multad sciplinary structure and approach resource 

allocation, the development of quality systems and 

income generation. 
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. . Purpose and Functions

l.t PUT POSE i lcr prepare, test and make available 

The purpose of N Sf .s to a.rfeguard and 
nationally and ttera`£ationalav biological 

enhani public health thrticigla the 
standards Ipp priate for fhli development 

stanch d cation arid. control of biologicals 
and testing of biclogica s used in medicine, 
by operating as a World Health 

used in medicine. 
Organization (WHO) tnterrsational 

lb v _ . , sti ha4a> Ft<£z '.crFr ~ 'rls and depth . 
Laboratory forBiological tandardi atmn.
To assist the efficiency and effe is'ene;s of 

of s tic e. oer 4e a' t i a can ue 
the licerYsing and con:roi process, and to 

pcjsi iciti tith rs the UK to fulfil this purpose. 
improve rfte quality of medicines available, 

by advising the plearmaccutical industry on 

1.A THE NATURE OF BIOLOGICALS the devrelopment, standardisaticin and 
quality control of bio%o icaals, 

lliofogicass are.  Substances used in the,
develop strategies for thetitandaradisation 

pro 4 ennon, torment or cliagnosis at human
• 

and andcarttxal of navel medicinal substances, 
disease that cannot be adequately defined usin 

such as those derived from recombinant 
cht it.ic al iE i s5i5 ilcinr and thus T+, alit 

DNA technology and other new biological 
est ig, f t their ._a ar ~._ rEsar,t+n ands 

rx #tac dca3e l ie x 

_ .I

qu a'iit a~ n m s L e r 1 id it ~i~ais are 
0 to develop improved techniques for 

dc'€e'L~('61 irvire Cb ; s.-[` 300 _1x,511 _v 8: e t.rl 
standaedi,atzsars and. conEral through an 

molecular terms, highlyLE~r:pl~x. They .I,:iir 
active programme of research and 

special quality Control pr ceiiu es :c:iuse ut 
development. 

the biological nature (and tntriz si `ar°:ab ,Eta' a To provide scientific advice of the highest 
oft the starting maten:als and of :main%ufaE_zarsnn 

quality to the Department of Health and its 
Pre.=, e. sires u'rie ?f c` ETlc:ijr t ra,le.c 

associated  bodies )t1 all issues relating to 
blur. al 'nediClrtes ace li irIg entities. sec''

biologicals used in medicine. 
the haretied rod S 1€` ',e+ €l as live attenuaa€fit 

• To maintain the scientifi&te hn£;,al 
var'C'ities \l,''n t1E 'do cal £T ed'l S7nes. 'itd? e;E}l.ti' 

standards of control of biologidals available 
prepared cl 1 v to rr bin<~n' DNA .a t c::rlE_= S v, 

in the UK in the context of European 
t3Y ai e { # v;E'3I =:ab taitc irrf,> le 

licensing and control systems,, by advising, 
chaacrerisid cY rr ucaiks rho r I rologicat 

on specifications for manufactuse and 
actavirk and this 1 oth nc ,' has to be measured 

testing. 
ag:  air t roar of a known standard of the same 

• To stimulate the exchange of information on 
suhturee. The preparation and use of 

the standardisation arid control of 
8ec'le~g i al ea,*t~Ftrrls=?!, fundamental to NiB~SC's 

biologicals used in. medicine within the UK, 
work, of I ; : r f used preparatinrry of 

and internationally through the WHO and 
biological ihctarces are used a', a trial! 

organisations including; the European 
physical standards a~assis# which to compare 

'European 
the propernes Fit manufactured prods ducts The 

Commission, Pharmacopoeia and ozasrxrxsssrrnp 

authoritative, global reference r"a d r ail. tar the 
the International Association for Biological. 
Standardisation and other professional 

majority of biolog:Cal meddic'. tuh are the 
bodies.

International Standards produced at NIBarU on 

behalf of the World Health Organization 
(WHO), 

1.3 FUNCTIONS 

NIBSC has the following functions: 
0 To control the parity and potency and by 

implication the associated safety and 
efficacy, of biological substances used in 
preventative, therapeutic and diagnosis 
medicine and marketed or produced in the 
DX and other FDMember States by 
advising licensing authorities on scientific 
aspects of the licensing process and on the 
results of control tests. 
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2 NII3SC Strategy 

2.1 PUBLIC HEALTH 

\ ,; t .t= ;uards and er';Ji ar ^s pi.ihi: health 
o a;  c ,r nb:.3ting to: 
• The reduced ircfdence of a:or.:rntruah'.e 

diseases by assuring the ilyOf 

preventative vaccines; 
• The "safes of ur;r3, i stion progra oco s for 

healthy < dY ati Ri<i duly ren (met. reducing 

the incidence :it ad' rt r io drub; react=_orut, 

• The safety and, e u d i v <f produfs derived. 

from human blood; 
• Improvements in the design of biological 

medicines by characterising. cna:; .: ti: the 

organisms causing disease; 
0 Improvements in rates of recovery from 

illness; 
• ImprovcJ and reliable diagnosis or disease; 

• 'T`t c fe:t v of medicines used in Icarag-terra 

rc la r tee° t' ripv. 

Certain bio c g:cats are living entities and: 

reçuma spcsal c <itroi pr£xedures. For exa Ai€cF 

a single dofect ro batch of a vaccine can ha : e 

very serious public health consequences both 

directly for individual recipients :tnd 

potentially for their contacts, arid for the 

effectiveness of, and public confidence in, 

immurusatiori programmes in general. 

2.2 STRATEGY STAiTEMEN
.T.

NIBSC's strategy is to measure, characterise 

and understand biologicals used in medicine, 

so that their safety and efficacy can be 

effectively tested and biological standards 

developed and made available to key users. 

2.3 STRATEGIC AIMS 

Within ar. the l tancgions outlined above, NIB-C 

has the following strategic AIMS;. 

• To respond to and advise on public health. 

problems involving biologicals; 

• To provide a national scientific capacity in 

the field, of biological medicine, and to

,maintain the fle'; i,bility, expertise .and 

facilities needed to address new 

developments in science and medicine; 
• To continue to operate and he refits rtisa it 

as a leading international authority on 

methods of assay such as those to quantify 

biological activity and characterisation of 

biologiccals, 
• To maintain a central role in the 

development of the scientific  basis for 

control and standardisation of biologicals 

within Europe; 

* To reduce, refine and/or replace animal 

testing where possible and appropriate; 
• To achieve and maintain Quality 

Accreditation in key areas of control and 
standardisation, 

2.4 RESPONDING TO PUBLIC HEALTH 

REQUIREMENT S 

sti35Cs Functions require the institute to 
pry tde specialist ad is f, and .s .if•poit ,.n the 

VC tit, of pu:biic lucIte a ect and . CCU c -ri and. 

;r Carr„ tar f,- t suet n 1' :.(`is itt a number t.sf 

tVhere the demand for NIBSC acts' tee 

and services exceeds its capacity to respond in a 

particular <area, then the Institute makes choices 

by priorit;suae protects according to the criteria 

swuma need in Section 2.6 below 

in on c anr°ol activities, N BSC supports :anti 

advises ti- c appropriate ra priate liter a .rot . r otos, in 

particular the (UK s Medicines iT.'nun l x '>ni, 

tlb•ICA and the European Me a;o Kalsataun 

Ag.enc?, IE \1E. ). .Asa designa e*c h.rnpeart 

Vesting Laboratory, NIBEC canoes sot coo irr,l. 

work on behalf of the licea: utg, authorities of 

other EL States. The Institute also advises the 

UK Department on Health .aii n ntrol and 

-nandard isSi tame a' s s ,jail, us el  ; do national 

tf3`aSYuY'..'sa Elf art'gran _7"id°ii to -I Sri other areas 

of i ittt vical f arid" not ,:` r endy covered liv 

the licensing procedures. By, contributing to ene 
development of testing procedures in the EI-,, 

N.IBSC seeks to ensure that rigorously high 

standards are adopted in the interests of UK 

Public healah, 

In the UK the Institute addresses the priority 

requirement' of the `atirr al Health Service 

and the National Blood Authority and 

develops cops, pemesses md distatoutes British 

Standard 
Mo, t or NIBS Z's research aid development 

works targeted at the des °<_Ec em tier of new 

to lu i,.iues of control arid >ts., da ;lisatiun. 

Howes Cr, it . pecliC areas; , M Jessie w 

other areas at nerd as In, relation towork - nr'i 

HIV and -MCAT that is funded by the 

Depairrisent A Health and the >w is lie ai'al 

Research Cou nc%i:: It iS.Seat, NY.a't'~^'`r:..' . tta:e5V to 

carry nut cc'li 11 orae1 e. :: ".ass-arch mod 

developm'•.ent pr:°t£ c tS tisat may }:m funded by 

t.xtcrr ai ra :t i one',s, .;ril=l as the ti ; i 

N,ItAital Research , ai, i>: the it con Ut tici, the 

1,Jt'pattra E:•.r-a ' Trait a-:d is u ct '— .i „ ; 10. 

~at'd c hors, 
i biological ctandardisatiort work, NIB;: : 

::le' ¢ lnp proosses and d:arr t oke 
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ltlt >'I anal Standards identified as high 0' Exte.tit of actualtlikely demand: rid€ 

prl cities `v the "t?u . iex,fitl Grganistation eagasm. t hia crtEriin relate to b to tie: F.. F:n:^c

r; °4`1'1, .3 'a.`d the paten ! rat deniandf or 'Cc  i (: °nili 

..,'>NXn • and/or product

latch:rdisa" ion. (e' . Inter; .;. to ;? at
2.M \t:'\lN -kU\rNG A CAP,AB[LLT , TO 

and a sac Latel De ::._ tt? i i; I ° new 
RESPO 0 aaS~fC , T {f ;ot' + f ' tOri;i ;'3€ a;'J 

N IDS-C anna to maintain a strong national SK"t1Sara ̀ 1?F ,"'"~ e. .e`?se "r a Xa to •hhe act:dai or 

capabiliry for the standardisation and ccntrcl of potential l mecica, <1? tty.. d7::,. c a ~Zr1 Elp Cf 

biologicals to enable it to p. mode -i'nenfifFc pooduets 

advice and services oft ,e ig st quality to the Medical importance of pro uetsi Rohns

tDepartment of l cal 1.107 lwwioi tttd bodiec, 311. r'ta t 0.; tie .r5t rYS /t't l'of nlc mthtCh 

so doing, it is part or its 't;ategv to i:;n.,rr z to :F ?rfx,...,: tt toe rrc.'x ..... a 'trod t izr 
be recognised as- a eadu ; -a `..tf t', tyf..t1` :̂A, tfii fit: Pr,  n`.E,"Al,. o in 'rorc, . x at ,data'; 

~f t otal n., ljrines and, taa, zCrilEa '.,.og T. is rcwi ,,7, kierand or.?Yb,7. '<t; tharf r< ;=<✓. t .: v'iEE 

is fi'l z(:t .k s' `}7.;" t97a`11 a ring;; .. „" .1lti,?"rnaariorl,', :as nnuch 25 possible is(€;,,.'te 
separ~}

iatteff, em a's' 

aE..?i "i Y. including the „raavin na of '.rt;' risks' th
is 

r.P oabiic health.  t Ni3SC's ,, rth 

International B:alogical bt:l„dads, the co reks to sor'oid. It relates v*. ;:'.(Y , fu to hot rate-it 
ordination of quality assurance scherres i;TIS.weun 'rsofpeopleaIf ctedf acots C ,:.% 

the stimulation of exchange of information toe e5SC5 to which the Prograrir,>me ; 'ia a' 

rehiring to the standardisation. and control of y ro ct e`cr.s. 
biologaca.s. NITISC staff are also cat il0e and a Extent of public health risks avoided: 
ea d:inu participants in. anternatoana;.t scientific ?r,̀ atangn' agacest this cr.;.sU;.n? oh/cot the extent of' 

meetings tings, said or advisory bodies and 'iareats and risks ti ( o' . nv,'th that are, ,:r are 
Committees, and make major scientific likely to be, amid ad 'y Is tS:KC':s work in this area. 

contributth~is Through publications in leading ikatings re/ate to the ?Lsatorr of specific risks log. 
cae=;ikil{d i,uxt:t.ls. tiri i cantarnlnranonI adcer<o toxicity, 

t , IB -s... :_ approach to research and car art, 'ar z era e .sri,.. ..y flan pet;` cat<uraaj 
des elcty merit ,a to macro that . < has the and th „*tent gt the , ,.ar i u i ? !,K, .c: j..1, 
c p

-:.CIF;,. 
in x<totre to deal with the a.oiitrol and World) potenoaj,y if'°2.2 t";:1. 

st<"In.i;' a x31 ' ation oi emerging .C't now Swops of 0. Special advantage of NBC; 1..i::C,Yx r:.tit° to 

bnalogical prodducts. In order to build future the una uen ' 3f iNl 7C`S role in this area 

scientific: capscit i it is part of NIB 's. strategy ad 'br of tke apecialfaaidiltw.s and rpertise 

to r o lahor'ate closely with the pharmaceLtzcal available at N1135 C, The highest rat",nz'now 
industry and other scientific groups, ;n ..,!'der to indicate that .rto other organ i.Vtion r in 4 r z'siti:- rf 
keep abreast of all major scientific ti7 carry out this work as a resu.it ;;,E the 
development-, and to be able to i tac; ate the e;(r Ctf x+e tr er ?tin zter pn rod ;For at. 
development of future biological pr duct. In di.rnilar criteria are ai si used to select those 
particular, we aim to develop and maintain biologicals for wh : b st,andards acid reference 
leading expertise in the use of new techniques reagents should be developed. 

of molecular biology 

2,6.2 Health of the Nation 
2.6 DEVELOPING PROGRAMME ;vIB ` priorities contribute 

PRIORITIES directly to the national health prioritid*c and 

2.6.1, Criteria for Selection of Projects targets specified in the UK Government 
document `The Health of the PNation - he 

NIBSC. has de: oiled a n saber ra t i 'er£..tic 
process of priority vetting at (113 : is €art;!cri=ed 

criteria which govern the selection of ii di•idual 
by the knowledge and clear understanding of 

pro, ~ts at the Institute €1f ",e criteria enable 
the public health implications f each ,area of 

the Institute to pr.toriose act a'it.e5 to ensure the 
work coder  ccrt, ideratinn. 

most effective and et-f ci rlt use ; t c it cs sd 
`i?RS's work supports two of the Tarn• 

to ensure that the tns'litute's work is focused 
,rl~tss specafied in "The Health or the ''action' :as 

and targeted to the areas of greatest need, 
rcellow'a 

In planning NI tsC prc raa t ine st wort r, 
Action to Promote Health and Prevent 

Programme
yA 

as and pro/eta are prioritised y g '` t r  y Illness: NIl3 :is wink on the control and 
using the following criteria; 

standardisation of viral and bacterial vaccines 

WITN6408003_0007 



is vital in naantairur n the eftectiueness and. 
a ptsinidyy of .aril.,  ra; i,: U.a  as;t1 

1m'ro4?3:. Diagnosis. Treatment and 
€ ellahilitation: NIBSCs work on assuring 
;sxa 4ualiry of hormones, ttmriunologicals and 
No ad l croducts 51v05 .aluahle support to this 
1 

xt rye t i,rea., 
tI"r;, also contributes directly to two or thr,' 

ft e b,.et Area,  identified in 'The Health of the 

Coronary Heart Disease and Strokes 

wl Vic., y l rograrar: e or tt7r ti, c `-: r: a and 
ai)n-1•.`Lirornbon3.csassures de qualiy 3C 

l:tol g  icinesused in this hold. 
WV/. DS and Sexual Health
'✓J«r+ to HR' tr1.. i M';, t l" hci  is opta tl t rr 
itt part H,t the Depart'trwnf t z ealkh, 
contrtbrstes to the safets of Head ,.rodu3 t: 

and the development of vaacires a aenst HI / 

and AIDS and the estst lishment ..i oet. itic 
principles for the starda.rd;:,ation. and L;on t a 

of future products 

2.6.3 Research for Health 

The tC5e5rl'. i and acvelor,mei<; %York carried 
Out at N,dth _ j^ ,, i 3a £ ; to be Department of 
Heald rit rth and development strategy 
a3'U:t.7 cd Ln. fiflt" DF s23'tR c:Pii• 3. document 
I ea t :t for Health' '. , his document s 

g'nlights 

night priority Themes rff research, and IN I SC`c 
work co:itrrbutt'.s principally to two of iete: 

Preventing Illness and promoting Health —
°;t;,c's research and development a or' oil 

,00iu Oon and "vaccination 5upp , rt rIto 

cots Research h nd development t rt rr>.'a 
primarily at the a#:lecti °e control and 

et

an

-i rdi-inhkon. of ?IologNa' rood ri f .nd. 

inc;udes work 
ort 

e.g onsucine 

st 'ni ,t; ,of 

vaccine product : and etfeerive Ties: at the 
point of use, preventin;, reversion to 

viral'>1 

and 

min,'urds , ;

g 

theoccurrence 

of 

:31;,x° ̀'erie rear nk :s to vaccmr stion.. 
tratervextt oraa arid 

retakes in 

Relation 

to 

Particular Conditions and Client Groups 
N 

I13~3W.,,. 

a.Ss;is 5 

in 

lea 

ni 

: 

Y31a the 

ati"3 t41' 

o.,

:  

r 

lr'alit, 

;oafr 

i 

and testing, of 3 

c1 

fey. 

developed from 

new biotechr 

sloity 

reccarnlain:int DNA nnethcLF s thus he l t1 3 a to 
assure th e 

progression ro 

n development 

to 

effective and Saxe ui=,.e.. 

2,6.4 

Technology 

Foresight 

Progra

mme 

Where poshhk seal arFprapriate, N195C's 

`icientttr : 

Pr'::3'

.''<ft?rrk 

 

also a  tO 

Contribute 

to 

the 

UK 

Technology 

^:t 

Program 

=. 

i

t

- 

the 

heal to and 

life. ence_ 

hold. 

It is 

cpo_rcd 

that NIBS C' as' :trk aih real ; .rr` orta f; 
contributions to tOo 

talc's, 

Fitt 

' 

F fi

t.'b' 

ore;' 

identified under the bohr gv rest itt 

,gramme: 

a i,'-e"s arch and dccc€ 'tint ii' tat nc.s 
flicr 

Fp 

i`,s. 

0 

Dna .11 

llmf':nt of gene tl:era rotein 

>int t,£,tf, . drugs. ;.and all or tio,e ased 
Os 

• 

De , 

elope 

v

'n 

is in 

pharmaceutical 

research; 

* 

Dc 

ckprr 

k.znt orit 

l;roved laboratory 

rut 

_i

ti tl. 

i£fx; and 

• 

ho ,at 

information 

technology in health 

care 

art  he sciences. 

Ii 6,a Consultation 
NIBSC ii insults 

regualr'S 

.4trh 

a range -of 

t;',t °t' aal bodies fbot.{; 

ri

sto;31.:1; and 

in.ternaticnali 

as part or its 

process at g  

aaoriry 

se'tirtg. Particularly 'ca<r5c and 1. ;:,ill:-3r coot>2d O 

are rnuctaisaed in ti n> UK as the Pa, it ta'<'ait 

of 

Health, 

 ,ztti ytc'drei

n

tes 

tM lrt t 

'genes 

an t 

the Public Fick t-5 laboratory hera-ic.it, Ov:-e Ia 

sought on 

the 

oeeJs for Jdot 

i, 

<, 

an i a is 

and 

reference 

i' 

ate^a 

it, 

en civ hanger Fri :i'e 

needs 

and 

priantiot 

nip 1l 

s tivtsea 

and on 

C .INin s  

Ir'F 

e'':93."cmiot(.f,greal. 

oitu..etions 

and 

ether. 

rt e ; 

puLiiic 

health issues 

affecting 

th e use 

Pa Le' e 

I 'c: ir'd.utle 

the following: 

't 

rl,i 

lIeolth Or :ini.zation 

0 

P 

sport Citron ;fife 

on" Biological 

Standardisation

• 

Esc it rsicals 

Ui; 

t, 

Whit), De.rreva 

• WHO Global 

Programme 

on Vaccines and 

I_nmunisation 

« 

tVf 

10 

'G lobal Program me 

on 

AIDS 

UK 

Department .of iIcatth 

i 

snior'I"i.r ,  

tessie''v ;. 15 

ci?ncerned with the UK. 

i 

,".C.`!r1ahnn Programme 

 

it'd 

provision 

of 

blood prod acts 
• Th e 

Oitice of 'me 

Director 

of Research and 

De 

.

eIk ,

prn' 

nt 

• i rill t Cs:'n n-tit` re on Vaccination and. 
ltnrilw,1sat>00. 

• 

UI-I 

;,`,F'Jiic.'inesCon trial 

Agency 

• Tin' 7: oniratit:ee ,':i elfe of e  ltd :c
0

. 

Biological s hi ' C. nnmitt * 

•Pod P iarn-iar0ti(:ca Industry r ri >r`a: ocular ort 
thf 

dove`_tspinet 

' 

at 

iii.`w ,;-; 

t LtL 

'_:,( 

• 

UK 

rnortat 

Blood 

AotiIn+tits 

• 

UK 

CV.ihlic Healtta 

Laboratory 

Service 

.......... .................. .
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a Euc v an L nion. 
• epean N-fedicines Ea aluam.?,F

Y )rL P ty on 

• 

',. K e1 , , ea:! Re earth Coun4. t 

a C.a meatt e G.' the .,eve€tipmers ;)t t tcetneri 

anJ l ."4 nt u?F;ttid f lure and :, 

cub .„ i mfl•4tteec 

2.5.f« gate of h, lBSC S Board and Board 

Committees 

Th e.;Fu6 . ,i v :.be <e w?.a r:~2 . '. . lhro up 1 ` e 

't etthe s eci :l h- at NIRC ,, t _.r< have 

and r F <F,: `e ett contacts i`h be h 

f3 :;tx~e t ,, 3(" 3i =' and :n<iu, ,ties for 

future t'ot . in each. F, ientiiic area are 

deveir, ed h ' the heads of Nrnbc a er,.iz>e 

t ictonFc, >'rcJC v'd norther are

Vic' 4);r ct5t a.a rr4k '.,'.E. Ln,FY2a r.~ r,,i'i

abo 'e. and esert a d f -a the  l t

o1icvAdv'~iaorv°Committeef P t the 
\ataan.11 t,i Z,t V, ,l hra.?L,ar;.:I3 a - \t h:: Ac 

tie LGlik4< ,Er (.. ii.:u {. ... v.3 .[, 1> !r'::p e,. - :: k.' to 

tare tor1 z ..i v ..._ 
mnovrrentoi 'N IB,- 

'i'AC. advises 1+13B ,an }? t. en

priorities, . ::?;'{ d tn ri. the i°lvl.slF: on at 

resources ti t; rerarnire. ate Pet by f PSB, 

after also rei ' i t y the advice if f card s 

Finance and Cenea at e t cmon 
'tt3i -.acjCnt tip F71Ctter, and on resource 

ii "tr ,il..t :.:. p, €=; mm oz c:P. the 

r mane and "em r°mmn. ii va 

'^JIBS£ isii -'urn c-n a ct'i .na. -_, ic _v e, Tbvice 
t',Wa tc,U5 013 he €:la lt.' ar?d. 

pr[,dut <vit~` :r the work ras we as on, pt . C'4'° 

ela F~zs+,:£ criteria listed in 5 :_ a ,n dii,1 abice.

and a '. ice en the balance. in -a ti, ,&n ii 
betwe- .i% ?tr i, i r:l a 1v and 
~'^="~>tatlfFj. ;~~tF.,. I?'Ct.r_•F t ! f̀  ` .. F.'rv .. ivy  t'lO 

n7. e a s ir t: "t 
rnh t o i,sna arid -advice f 

special.:-t ekte c-  -a reviewer" v tea are selected 
after requ stirg rorr,,natior`.•a from re?evatrt 

external orgar i anens. SPAC reviews result in 

MANAGEMENT OF NIB SC 

YIBSC is man l qa .i by Inc Natuc'nii I i kamavat tax ri; r l;t Board iNBS3L The Board was established by the Biological 

i St andar ,1  ,P 197,rs with iwidt^.i;ne t} a ied in the NBSB H,inenrnc Order of H76. 
17 'e Beard ceceicts of up to 1 s niemr'ers appointed by the Semetary n; btatw for Heat_ l'lrsa.ed me- nr bwris inz1 da, Boding ng 

UK detxtists in the field of bimikagical medtcirec as well as a number of n'ka:negemetrk, and ranee s ci ibtma, 
"the Board is advMd bythree mean -coracre teesr 

j • The S&tt1s Polity AdvisoryCommittee (SPACt includes ski sdentific' N Wtnembers pleas several other highly 

expe?`iex redsarerthate in key ar ar, SPAC adv'we NBSI or. the -denti c progranune of ThSC and on priorities 

within it and co-, ii°dira` s a regular pm gn-1rr e mat peer sder,3tmtic r'eview's, 
• The Finance and Cenerei Pn e C.omm;mt F P) adv: I' 8SB on ad n,:,,ri-scie <iezc ma; mca- , it Iu it; resetarare 

availability and budgatni . 
• The Audit Coca€xmit'ti.e,. 

1 :r>G, al ~~ ,_ Viz€ at eani erdi B card (NSSB*; 

S entifsc Pour Finance and General  Audit 

Advisory Committee Purposes Committee Comfriut ee 
tsz,kC J &C PI 

Director 
of N BSC 

~ientif#c eip art Lead SGientiftc NonnScienti is 

Divisions Divisions Support 
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clear fub te pr <<c~tic : :ra division`s
part t th [ C rcag-rranm_e. .r 
3 e n , e n _ -,x.. •y3f r,,sr z' .9',= 

t . }  r t w .\'L,rn a d * ', z;:rr is 

SPAN aft r views the Director's 
r C S a nd al  tor de eloprer'ts and 

aja e3 in he `airtce of work €t'eer 

scwrtitia wt'.<\=> rut ai1c iii other lxu titl%. N wid' 

;`&ien CIE 1.i:taj r7tH. e

sr\c are Luther ^~`,+ t e c b , B 1+ 1 t is 
prior3.he - har the t i.:nre ,are tiny art&red ft tk 

Aso part ,of N i e .C'S strategy f b 1sr t+ 

decisions c,),i i .zgrarnme priontes aoarst a 
background ref der budge ary ink rnra boo and 
costing dot::: tp rt d t,7( dad rno t}lf'F`, 

The Dtrcaatvr o o re to repo 5 ha: k to 

`iPAet r,ri the s ,ri Li ei :l r ;u.It ;F the 
reeornrnertdat < ria a( a tn lera SPAC and. 
the Board  nso r etark -a ew

against sr ecmc programme goats and targets. 

10 

WITN6408003_0010 



3 Future Developments

:a.t SCIENTIFIC DEVELOPMENTS 
RELATING TO C ~a TR.:3Y.., AND 

STAN OA ft 01 S\ t 3 0
. 

The rate of -.ci h;ic r <_. i-  ie..rcthe and 
bi.rH•g an i. in he ican. n of 
R1t>C". '.i'r CoriUr t oapt:::t ' 1 i 

., rri rur:her 

mr r enturr c  the : nett 1:.'c?. i a :chow 

5,'.t c.t Lc J. c.s?ct t . f?i ;:arit-. 

D . to r kEsi n vrr uc on 3^.CITE«w'e' 

ai. tit .H; tr .i.r :; 4 to tar 
lac ri in itt ar noroatunrut ruiro, tr . trend is 
expect d : , conti- +te. °c it r.e`r the:-apeutics 

", ie,nt nook t (ob,nrns tt t: t fiar T at; Frf arid. 
non. R idiical near devtio.::ixe tt in therapy 
uch as gene therapy see betow t and in 
ag 

s ie 5 ,are ai . ; expe tell to cr01te ,r,e~..; 
i_r r rind rot  li i -r e: <xi'ea 

i t' control and era ;:, .ar f . tin H '.:ri, r--dery 
dev e,iopi tints in t ot..chnc aog are it ' ,r•,g to 
sigaitnitcant urnprovements in the te.:hnc,i fo,r, 

a=gile for the cicalix control and 
a and arotisarion p'..'cedures then se vcr as 

applied in cow. entiotaa.l and novel c,`:;_ y ir. I. 
tried?:t:. coot, ^ ouch impl'overrentr. i . i..' 

,fuczrip ,vhcreaer possihhe, the rx,,- 3i _or orals. 
Nets $aocanest New' :rzternaric r-al minanves, 
h at the WHO C kh. ' Pr„ccr.~-r.rr,•,

'4 uec ir ch .ir;d trrarnurhur at7 n cot the Ch : € t val. 
i i1 t art l'nirrarr.-e. As wet) as c ;rk t v the 

I'f F, rrila i?u n.'3.c in ustrv, ire :ru 't ;At 

e€tharicir3 . crogre,? wr'var'ds the design or 

Improved t"•y~Pts of vacwr.nes and extend:t. `.3 the 

effective use of aexistin.Q aaG::.r'te s, 1n l -ii; t o, 

neW in 0  10.0 .: ,l, r 
3;Oti. 

r tt^, s' i . f_<.> 

ert'terrt , c:h <i:, 111V i.rIo. 'to or "In 'i, 't.I 

Ppidi:r"tc c ratrS iif '.-}`. k to t{;°. "t  Yr' ;t o r' £r? 

existing :iccires and r'aprd nc rot 6+ .i'i the 

g.ohai impact of t,hercul psis and ^r: :elana. 
Predn'unan, writ on the srax.1acJ, trod for 
new candidate malor1 i s oe, i , nor rvu v 

begun. 
The now approaches no '; .s.r ,r, 

include the use of re comb Enarr € ,w:;i 
technolcrfry for the pf o£ i ps r?e" Yt °i_`f rf i tffin 

of iia.tt-Ccti uG agent:. This 'kntit:ator the 

production. "it stable attenuated tire, nit as itvC 

v~ecrones and the deli is of li' e rocoml ,slant 
vectors such as vacr`ir:.a.a .s ipox and satin.. "tr';it. 

ti tre;; s. ckrw o nce, inr a st x coot, t t are 
being designed that in,'oli e 'ho' o .1 'lu e of 
mkkroenciaptsulatt 'n ok',3Sa.41 k.•,...r, 'h ""ntis 

will hopefully avoid the nece- iv to  . ,,;it,pie 
ini'ee lions of the i.nmunol;en. Coo cured 

vaccines offe.rir'e .uninuniry ii tan is rk;'i diseases 

by a single Series cat rn,ectzoric at, now dog 
developed by industry The srandariisarcor anti 

cz rotml of each _r t of vaccine c ;rrr.'oindhemss 
mut=t cc _o tui rind <;'n a case by ca:er ;,iota 

since or' one rrpci;''oxnr iav influenn alit 

i xt i it i :i, f I or. onI er. Or era
icomhr, au i,,rt a tint. an a t; r, i f'c'tt.E. c_. 

' ry rrc e- tl', lc~ t%:It "°G . <_. w : ti cD. 'A 

mottoes r ri  e Hen r" kingly €ngly 

u, ea61, l ,e'., to r= l P z r.i_c :c ests and ths"i 
tei:hr of yt i<'}f 'nut hone for the design of 

new srrd ;rr.nrt sec; vaccines against infectious 
f~. e.wes. fhc regulatory issues concerning 

, is .es oct1I involve the development of 
the: tied! . mill therapv', and their corop roitu 

will rel.,>ire a r a ' ,.ii= t a rH. c' oh he 

Now .pear iaches fear the standardisation and 
control of tuuf f products  will also be required in 
order to erto;.rc appropriate standards of 
t tuali°S natey .r ad cfficact: This includes Ole 

iec+p tie r, to- enpropriare International 
Standards ;nod e,. 1 methods. Such work will. 
represent a grco Top :ic "eot.oit

prograrr:rne, ant it' ll , of tc r' €c t ,-able 
importance ;n pubic  ,a €th. 

Gene therapy Cml`, .b,-ce years ago, many 
scientists would have considered human 
somatic gene therapy to be at an experimental 
stage, la gel.>' unproven, coot rE nrchritOlobv for 
the next : : leri 6u.t:rt: r;x'l r .t''trl for the ,9hs, 

This field hot. h.7 e cr been t 2 ',,ul teet cc ouch 

rapid progress ress h➢r tyre tvthm'mc1uer that are now 

at iii,tb:e far the deitoc'r', of pecifia: genes into 
iomatc coi N are already being et, ~lu<tted. for 
therapeutic pot nt'tal. Several inherited 
x.t.ono'g*en.ac disorders are prime targets car perte 
therapy, and clinical t`"t 3 to are c rllker"way r . the
USA and Europe rehiring to adeorcone" 
deamniase deft t <-r and oy'tcc fibrosis. It is. 

widely holier, oct cE of f ; tc ttai rn , t .tenecaily 
can be used to moot a hrr ,rd spectrum of 
acquired pnclvgoruc pathologies, including 
cancer and AlE . 

Gene therapy teotwoloity depends on the 
development and use of complex gene delivery 
systems such as re ilto:atic n-deft tent 
retrovirusos and adorns t 005, , t l,;? a h 

simpler nort-viral vectors its liposo :e r also 
currently under ev aluatfc n it i_'. ' ttci;I ?ted [bat 

eventually a broad spectrum of pro::iucts will be 
manufactured ton use in gene tl-i t aapy- Such 
'gene-based' products will recuire new 
reguato: vX approaches ar£ i testing strategies, 
often nee esr tats ng a a: we e,}' r.i e assessment. 
At 

pr}esent, 
tnuc r1'fore it ;trig i5 needed to 

develop safe and effective vocors for'

introducing genes into patients and NIBS C will 

it 
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be in a position, with its wide expertise in the 
test of medicira igical products. to pLay 

me.. z'raf >. p. Js. ;g covo_r and in meeting 

tie new zheiienge.> zn.< a. 't_ c i.. ,.,.e testing of 

fr r} "<t ":14r products, 

bawd s n en international symposium on 
(Lace he apy hosted. byNU3SC, a set of 
gucdelines on the quality aspects of poten.tia.l 
future gene therapy products has been 
c'ucrlished by the EC 

Novel biological therapeutics; Cy owe 
and gr ,v , t c cc. n rc. r rep.cce E cJ_nt to t 
i N i Bch-Ic ego i:t13.s, OCW •tf, H ;.cct 7 li e .^ Inc 

tGT%t: are .. ti heir £.. d  iscovrr'ed at a fan >.z.; '., 

come i to li c t,s ,1:'!d. growth fedora ra. ace arerdy 

iccerised rr e -; cal products. and ; a. ,ly r , ;re

are 5riCE bi"cf promising resuits, in pot _lrr:3+.:  

La .t, in inc arid growth factore thu"e r  ,t:;

for the .rt..: ,.;,..:ia tof a wcde range of ;:'.line' 

nd:cat cons such as impaired wound t r ling, 
rn. nolo i al d 'shuu-born heernopoebc 

reti.cin.stitu:tion viral hepatit , cancers and 

fleurnpet},i s. they are complex molecules 
whose at7.: s. i ecocenoy has to be assessed by 

2 ?f,:Yi. r.A e t cE.:.s:1Y,x 1'n - <'.n re1'L'i'r7.G'P.` to 

Lanced t rupac::tit;rs.. [n santiC.FatcJn. ,! 
.<3%'gt;, i3E ncoecw,, ;Ji tit =Se prti t,, lns c..  -:f II'

a ccowi, l . [i 1a.,d.":Xk;3l trucica cc, rca E` e s .. .., 

tl rice, NiE cs c reasing its cc:,. t; c t„ ..c 

development of bm a`*ai t' tip "t1r t 1 a.s and h€' 
establishrxli:rctofreffererr:e prepareiio <c 
fnstiti,ire s expatituce v: ail be a valualcie rein:
+e>a  abe t:is tl,e puarmacanmeet thU  c arid 
e;yw of 'C"v :w liocitacas co doe ee pF ',.y. t ..:,w nor a l 

therapeutic agents. 

3.2 EUROPE 

'ithinl. Europe and within the context cki the 
developing European legislation and 
procedures for the licensing and eonir 's of 
merilocrars there 1.c t reed sk?r tt.e cec11 i l s r1. 

ord',natlon. of ire 'c;ft;2 fi}k:. isSue-c, cccecc cc ci. 

Over the next civcc'vear period 4t -r,:i{ a::i,.sco 
assist s.n the der c 1:1,na ,t c:sa:. 
• tic rki-J.hc cc , technical ;l»rtior,itir,n between 

Europeans control a ath: tir<t s Jaccitog to 
Gunther swer 7.t1 ena T cli pnxedeces toe 

licensing and Cc'ntr'4ki; 
• Harmonised i'ez;lhrw—, 3i gu' felines fezr 

biological i,3tid<.ardcc,a on and c unta a cc lie 
EUt 

• European Pharmacopoeia roocangrs, 3t 
hiolcigieais f>ernh srt y cc .it trc e> ;t c r

manufacrurers arid re,; ::i;cto>ry authorities 
alike; 

•' ' a c._Sa.ict :...x.. C..t coca scientific support t;.1. 

the La:r€1 ecrk'ccJ ni sti;:srt, the Ev%rop aii 
Medicine> Peale ten P encv (EM _ 1, <cod 
other EC bodies; 

0 i..,etttiiii +. i  r k eh- e clict ;gin 
prioiitv° :1 pics i, latcs>;.i to faesalardiaceti.onand 
control; 

* European ccxte_"fat auclite assurance schemes 
to assure a._.:ept. t  . rd .: orlsistenf 
perforce awe c,i , _la, , i 0. eccg throughout the 
Con..7,ti.d"iii d. 

* Sre_calis'ni tr...f,:.cc : ,,, aendardisation and 
control to at c ,. 'cc EC scientists and 

• A European netxti. .lc o facr.l.tate ';._ 

e change ant acacarmeton ::.n the a,ta~_l it7.:.t cccii

It t5 `"e'ti1c1 s 3cS "t, _, c: ae , i h  "s a £: cec :a 

; J:apear Teethi,ci Latc ra CVr , C, . ,.rcs cut ar; 
anc;2a',i rs s.cic.J.rne at le r.nci f  'he EMEA cod i 
tour "national lacer v `ax 3c cheeaaicc5 >n cite PU 

other man the MCA. In i9c4 NSC achacrve•:e 
ante-nado' al clue;:tS ccc, ceditation for its 

European ean. catch h 7 i'e`t, se work, t.. oven,cc5 in

produt t are,;_ and a! .£.,ia, 1CSC, dct aa.„a t, 

e.? ,id the i5.. epic c.: t 'ii, , s,..., red; tet; Tei t 11.E4f: 
seen 3.4 an cabiec b ar ru c xy.: ac 'circa 1'.,.:: dcc fA7:;n. 

standard of tin lc';Ct'i'cctcc ocaci te eeCtocn t#: `: 1 

area of work 

hi 

.... ......... .. ............. .. ............. .... .................................................................................. ............. 
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thi" follu v3r. ou Cllne the r:cpect ed toxins and . iurt ,6n, work in th. zi rea will 

dcLelo „iR'.""s t' ko , 1B «. _. aro ;ramie of wt`?Cb:. a -int rtue }y- ,ti"1 r _a, .H9..:i3 w o t'.a?

over the rerusd y'xPj to „ :i s)',t, n iur:'to\iru; u ,, er 1, ?'to <ssa K on toxoicls 

so a'"t'::'eYa - ii +ai`It tsr':.;,,•i: toexrand. 

4.1. I1x L \° CCINE ti~iY , re;*9 of ; r.roin * 
 t 
r:1L Yli L , t.tt _..1 tY Sit

TH  i r i or't~t .Ys:L firs tart ta'ili .Fos_'. i..tk ;e  ;:C r . t .,.x a :n 

1 rrrs a'' i:C; .L , 'SK 511; i. E,1 ie £1 ., oils  and use so H. :.L.:3.a r .t 2.. a:> in lhl` tre..,lnsent of 

a ;;3c 3.rie .o'd. E,n p0ii vat rir et, tiota in . euro rl ust Olaf mil;sos 1e . 

tn:aards for the .!'a7':Zi E,13:±atid':i and cor?troi of 
sa ik iv urinsr to bthod products i'>di also

ril' >Y x evksnes1. In Line with our strategic 
0510 n)  d sre sups ll e i :tea s to animal usage. 

.x;<.: On pLassbts'. .i,Ji"n?.at ssts to the 'sin o sing Over the os st toars, sOt . iIYs s lY..<.3:.:, ' 

' t cu :L1Yt,`~nC[.8z: "ia_Et y of iii' 1 poLivasnrirte will nr ;;''i'iC }.. t is sil  1 , i 11. e as a :,y-.3. :?:. _4.

..ri ate, n hila? ror'.trso work, 10 .'ese sarryw tie division  rsrti .Lies. Further Let ei 1
s, acc';1les :`s oko Likely to irtcv aso. Wi lrkk on s_he. .s'C3'Ci.; in the ce l.Ila_ ;r:";rnl l'oloty h: ,L c13d< 

solo of taint ci products, R": €oia1.v the rilorsocdonal anttbediea sirsciudinr Hose derivti 

ii.oled.
:ular a':.pe.::t4, will CAW.n~. a e.,.,p..c$s;a. s, , it.h by rDNA i,'1' i.,;.f'_u 1 are ant ctL aten.. 'fig::?r 

an it cerise ,o G,.e 't gene ari ii.ic a ";csn with :acixoun gk*r tm as ._i need to expand to 

s t'S, t 4'l;Y For t••kT.s{ irk,  niusta :t£:s.. " ;3aana puta,;€G.. cover the l.,%+,rc`c'a U i,,,>.,`isher of products 
an la-u`lu> 2a wl`:: ..,.. ,. z_ z ..., t 5ossw le undergotop :linirsa; :; :t.ut,t_iro sod licensing 

Future D?`'1. based srcriiss kw re e a se and increased ll e Ifni Is + state isi , potency of 

"esentathons of vaccines and the 11,51 of specific im nun gtobuttri products "his ssorit On. 

i tter";122 t# ;;cad tibstl':ai.es rot he p ropar:a3`::. LL ";t allergens is rianti%;4'1. ioiLets the r. `+,' C.e ` od 

..sco.nes. li  swayer. ddetuanda for to .iris; andanti materials, w hic , are .i resen ly early in 

standards arms in these two. areas ore oXarocte to development prog,v s to preclinical'cLosr F 
remain at current .evet s, Phere i. .a toed to a valuat _'n ata:.fi. There wilt co.'I ?i s,.t '' f be t7 

reCu[:lriOe rl'te proseds"'rea iE3:r du opeas; batch h r aicr emp3,_asi, on ..,:t: ,,.e.sh;li;j ,Yri.t.£st %+1 

.c;ease towing:ii iacfmC5 and ... £...z?if:; _")f1 Ir".:croaticnal Standards and .etzrrs:we materials 
thati;;+a.le i ire taitsise _7i ice with M(A. b r .. /tC5tflssO and reLats_'"1 :.,1;1eC7 .x. 

4.2 BACTERIAL VACCINES 
(Division ist lia£dcterioto yli 

The :et r. of 'c: on .per .arms Vaccines is 

•espocted to expartd., rnsutly because of the 
u terest of Use duwrxi i.al iscerissag 

ss ,i ii ai saccirsen, »oh alone and in 

combination with other antigens, Tin' ss rk no 
er£ct i ulsste:d bacteria 

)

w£1. rs€so show sortie

.hat on Fish va c:oes tai l tuna  ;n at 

present .eve's except is here it is .issticia,, d with 
riew Combination vaccines  coat x iris. g aceihai.ar 
pertussnn, dsprtlteiia, eta.ill.s and oust 

tc:33a1., :;>t eulS, However, .,nr `ca:'aes are expected. 

in the te} el of work on nner&ngoc ccal 
con a date and pneurnococcal vaccines. 

There is likely to be some overall increase in 
work on enteric vaccines, mainly in relation to 
cholera, it is anticipated that work on 

tuhrc luss vaccine ( 5CC) and tuberculirs will 
cx.paid The development of as s.trti 
reply ements for arsiariahirassul rneti i ds ro U 
continue. Following the successful development 

of it: vitro and new in oat.; assays for bacterial 

44 HORMONES (Division of Endocrinologyi 

Work on licensed prodact;; will continue to 

focus on developing improved a taos and on 
selected Product rnor£i° a srsg activusica, with the 
highest priority arena ito.y ti be licensed 
erythropuie?in. and Y> r ,,: tr : hin protho ts. 

New product, cdS "f; ij t e cr k r ll;ritY,>Cz 

include genetically e °oursr ..>rcd s. oadf t, o€ ..f>,u, 

tissue and hs negrowth factors and 
neurotrop€t c factors, 

.Y , 
ire restsli4 to these 

produce. to i t concentrate nee devalcsansssnt 
of standards and of ifi ei Z bsosir says, with 
particular emphasis or' the a pl;attusr5 ot 

molecular biolog)` techriir.Jus s. The Division will 

also continue to carry out all necessary pyroren 
testing for the Institute, 

4,S BLOOD PRODUCTS AND RELATED 
SUBSTANCES (Division of Haematology} 

In thi't9 area, in addition to work on blood 

clotting factors, a substantial increase in 

demand for work on anti-thrombotic drugs and 
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thrombc aytic drugs is anticipated over the next 
5  ize to ta'... tnrrc'ducnon of new 

.mar", Y nits and other rrosteria3 for 

:,i;a„ysnosi and treatment of t rnrnbosis. The 

development of European batch release systeirs 

is expected to lead to an increased workload in. 
the blood prixiucts area, because of the need to 

1l=ate Ecropean guideiires and the increased 
ti , ,'-t:4me t ; 'eon.}z for Europe, Transfusion 

mid into worir "011 cc:nfinue at a level ;3 reed 
with the National Blood Authority, The 
antigerac. characteristics of hector','[ll derived 

from blood or orzpared dv -a.o-tibi::naut DNA 

technolog,, will require further study. 
The need .i l .tlo teal ,t•,.mdards er,,J 

reference materials is e.coected ;Co continue to 

expand with the inircOcetton ofrriore:' 

recombinant L ari•antx of Xis Z p molecules, as 

eel as new mr, hi s.NTlI  .: will also be 

involvedin: the production ton of

working and .efereri:.e.standards, in 
collaboration with, the European 
'Pai>rr,,,;stgnpt>r is and the Meac-unemerits and 

lettirt f'rograrnme of the European n Union, 

4.5 : DS (AIDS Collaborating Centre 

A major fceus over the next lave sears will be 

the development of laboratory correiates if 

protection in order to develop strategies for 
vaccination g:t,inot f'i lD S .and to de in,e 

methods ic;r controlling >ig the duality and c'fica , 
of AIDS ti 3ccines, .nuttier mayor focus will 

ry
e

.

invoi; ert,r_orci in the 6kl10 network (for 
chary ti, isation .:: 11? -i isolates. Standards, for 
PCR work will aisr continue to he presided, ed, 

and there will be further development soil

application of quantitative T'CR terl-iniques, 

4,7 MOLECULAR STRUCTURE 
(Laboratory for Molecular Strta~turef 

The combined use of electrospray rows 
pecrromerrv,nuclearmagnetic reso nar t',t,

i.. ,lbv'll l 'r,'te,?zr,. .[;pe and optical spectroscopy 

will provide detar edd str°actural and, functional 
chary t€ rise au a of a growing range o, current 
and potential pro duet arid hi3 i ;{psi 
31.:a.ri£ ci,C ts., These ':, r. `rE is,i 7.ies will be eS. eczally 

relevant to the cliaracteri so loin of recon,btnarut 

p rotet.;'Y:s and glycoproletro. novel el 

polysoccb iri le products anti conngate v,a, r.nos 
and are being increacirsglvuseru in the batch 

testing of orodsrcts, Collaboration with lead 
scienni'is a . ;arts us ibin the ,,.stitute mill. 
improve our understanding  of how small 

structural, .variations affect biological activity 
and clinical nica le- tfe:t , and provide new 
control methods to monitor these variations. 

The plr ssicocbemical characterisation of 
existing Standards will also be further 
developed thus enhancing their value as 
reference nce materials. 

4 ci STANDARDS i` tandards Dive sii nl 

The e Standards Divrsron continually strives to 

Or  prove the quality and stability cif 
international Biological Standards and other 

e:tererai;e materials by innovative onproaches to 
lh>tr preparation; qu ,ltt corrtr'ot arid 
?va'utation. ;''kn Tnaa7iedia e doelorirnont will be 

to install isolation. `, ^C r C io Z 501ropniote f r 
the preparation of new P t >'°t ...ce matenais that 

are potential& n>ectious. it rs also hoped to 

provide increased production capacity to meet 
the mcreasmg quarzta-y and variety of demand 
for new standards. TheDivision will also aim 
to reduce +2id':.b.t'r r r • ra frig tunes and 

processing ., i.rig; costs ice the preparation c r 

biological reference IT ate i al's '. i .'. lr 

compromising product qorilits. Sr a 

consequence ii nce of its spiritsIwed expertise and 
dclii ties the Divisron undertakes es ti l t eta d 
amount of contract  work for industry and other 

org anacations. 

4,9 INFORMATICS 4lnfor•maties Laboratory) 

Over the next five years our networked 
information systems will be extended to cover 
other aspects  ,f the institutes work. I'hc new 
database for monitoring control testing 
activities will be extended, and information 

databases on standards and reagents will be 

developed NIBSC w ll also be involved in use 

development of global.irtt arrnai on  rs'ororrs on 

standards and A£.a;;;exits, roars r ::rr~ +: fo ruse ci 

the European Union tat c,f'r al ,,ork or, 
collaborative ab ate. .tiiclies for standards r.=.. r l also 
have a high priority, pay:°cuiarly f':-,r 

ecomlirnant products. 

410 lIbht. 7, R.raET`'9 

a tE 4 ear in its Annual Ewhniess Plan, NIBSC 

prepares a .•f Targets which are 
demonstrable and/or ..1,<n rris le These 
Directs relate to Service Delivery Control and 

tandardisationt, Quality of 5e ice one the 

Efficient Use of Resources. 
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5 Programme Implementation 

MODES OF OPERATION 

it  < "' `'-ce. .,me t '< its .. ,tL o

niP   ;'c n e < ,id 'fs 

Fn." iiavf; dm 3t • , ,- number nt te r+"tnS, 

r nrt iples or modes of operation. The-;e on.ides 
of operation guide the Institutes approach rY. 

all areas of its Programme. These mode% of 

operation ,cart be summarised as o-c.l 

Services 
• Provide accurate, timely and authoritative 

advice, information and results, 
• ;Maintain, and where possible improve, the 

eo>te #fa eticc aaess of performance to the 
bsnef.t of all clients and customers.. 

• Maintain a high quality of pertormance and 
xy;ta l's ror the provision of services and 
materials, and where appropriate secure and 
calaiotain independent accreditation. 

Scientific 

• Act as a centre of scieruific: excellence in all 
matters relating to the control and 
standardisation of beolog cats. 

• Use available and .;rele', ant information 
networks and advice to formulate priorities. 

• Adopt a multidisc--iplinary approach to 
studies, where appropriate.. 

• Maintain a standard of equipment and 
techniques that keeps NIESC abreast of 
recent advances: in research and. 
development- 

• Develop methods of control and 
standardisation of biologicals that render 
unnecessary or minimise the use of animals. 

• In areas where the use of animals remains 
necessary; maintain the highest standards of 
animal husbandry and welfare under 
veterinary supervision. 

impartiality 
• Provide impartial advice that is 

independent of commercial interest and that 
is consistent with the Board's statutory role 
in the UK and NI13SC's status as a WHO 
International Laboratory. 

* Avoid any abuse of thehoard's monopoly 
position while fostering the protection and 
exploitation of ircnaavations be E5B staff. 

• Maintain the confidentiality of information, 

and materials as appropriate. 
• Pass an to the appropriate authority any 

information deemed significant to the 

protection of public health, 

a.m ORGANISATIONAL DEVELOPMENTS 

N ii`n pry. gr., r r. e of control, stano'is and 
ion <e':e f 7< r . .'t i' 1 is ed by .e-t`actit 

sc nrfc l.t: o.It ns, .. Erna .iced al , 'n ii', mu .., .< 

lines. 'E °m . l' :Fv msr ' 3 re n nnobl 
.<s

pr?~}
overall co n `l x. .'ttt:"i n nn,i 3t ,.,,e,[. `:rC', or

NIB`_ a programme 34tr idos. and uls `.sflte;` 

organisational units ' than NIESCtsc 'r.te mm 
support or these had • o -,ons to crier "o 

emote mananmnnwn progranur'.e. >:.% e „C s, ant 

..r use of resources .'lie .o .;am cab 
lord miemmkmn i, nr aniscti tmar

that bioma en7r,~ . l ^izl esi 7r 
r.ote. 

Ni3SC separarebo identifies and ct''sts rts 
activities related to control r.esting, other control 
activities, international standards and national 
standards, and has mdentified senior scientists to 
assist mar o .retmnnic t. .!`si n' with .1 . .,_. . am 

each of these irr, i Fck n rely: 
accounting r'tt € €r: t sled d< i < t .,:o 
x.~qj+ti'ti x'1 1. l; Ca^'>t',  to tie ii rated r preje' t .. 

5.,J iM ULTIDIS(IPt.IN. RV APPROACH 

The "struet:'.:;rm i. th," institute haw a 

mmmitbl,: i l r a i.rrar s` :"ppra mr.lr n va n oral i . inns 

to la I...x t-3-£.,..: for tilt-, t: n  ,'

products UC ?r groups rim tt rm iI ire's.. trim *i, r 

^,tand~:arxm nat on ann dr, t It prr:S t actin ti . the 

abili r cit the Institute o liming the C::'f l?e tl ;r."! of a 

iswide range of clrscrplirmes to near on any area of 
,Yol ..igrcal mfr^,dl me sets it apart t''C rr other 

ft.i+tnaict Iar ihrjratu ies and his E:y.: .ted in rime 

i at?a)i r :er£t cit Ni i3 s i ::.l€z l:tr'rrcaticrnl. 
role. 

5.4 QUALITY SYSTEMS AND 
ACCREDITATION 

NIBSC has developed standard /:operating 
procedures on it; key f to ?, mry areas, and has s 

program me tear artnmrmg arid nn m. twining 
internationally o- cragr;i e l , : a? t :asmur..tntce 
accreditation. MAMA Aecrolitmmbcr 

(equivalent to European _ t 9:.d x_ .l Fit l ,flO1t for 
batch release testing iartv n'ins, 24 product areas. 
and 91 separate. tests was awarded in 
September I 94. EN Ph) tiUOl Acct? ditat non of 
standards pica sing operations is 4 ha',ful ri 
for 1993..

5.5 FUNDING SOURCES ANt) 
ALLOCATIONS 

NIESC is funded principally thrl etch central 
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( Goverr me 1t bn. tz'. t1:cM Ir i -tit: also 
receives .3a.{ r . k;z 31 "i:.[Lia n°i. E:',.t tnai 
C rants, _1 (ea   1.,: _itarces. The 
1ntitue : + . k;'  urWog in 199/96 s as 

UK (,c ,'err r L:'t HJ '' ?1 
1:~,  t

l :?t ', i't "!; ° nttor t UK Gt 1 c r' meilt 

ht i:sl  t oic4lsfor'the1-rod 

h 96 to `?'49/°1)d i ,i.ow'n in. Figure 1, 

Figure L: rt it<cz ti;:?S i;f"UKGot r't'r' '>Si 
FI :i s t t r u7=h of Batsiog€cult, nv toe

period i.995/'e. to ? ~i ~.i,t ;;' '.•?lfi. 

Viral Vaccines 13actenal `:'c.~~rots 
335% 6. i 

pecrbist 
Support oZY9EMLi1kt~Y4f tc'.21a 

Prr3►ec 75 

7.1% Blood Pr vcts 13.9% 
and Related 

1318% 

Figure2o The 11194/95 ;4f ca"*'on
ixtl.cayp, >td'Yl' f'1d Tfdu at,, °t;' F;". ii.r .., ,vuu: L ca

Cottroi Testing 
33..` % 

1 I 
Tr uce u 

Otto. 

General Support 
to Dept. of health 

3:i :3% 

Service Level Agreements 
~alts~ trx1 t EC overnment t.7.ctdc one 

a, acfi.7 rh < '.aih1 o nuwb{ r of ' LLX'vel 

. rii e'ts SL s, a Z rcc a :cots I . ..,i

tx en :1 r tee to be pro;:ti °,:t l 13b41,.... 

eiurinr `w veer ut goe5kitt end 71a e c' toe 

i • Ti`:{ tt n to fund to difierenh 1' £`t T'; Yi iti' 

°' zv.-,e e7 : /roc lUs l! e Y .90e"f  Of1d for Oill of 

these chic is cud 'r revww hur , z
004 5, NI{:1"S s u1, x"erooi rt: °urtdirlk

Oh the 1cc ae OLAt irdlceted. in 
I ore 

E,.,te:nel Uran7t:s 

it is X I bSU 
.; oc 't  to cock additional e Kta r of 

f r£3L11„ or r. I .. tftC r.   .._ l: 3ja.G.; in at 

support liree tle 'Or Ii .. titOit '5 ,t;3,st'cry 

functions and comple ~<t> t to centra►ty funded 
activities. It is the Lv 3rtr to of of ealth's 
ctS.t`ren.t p~tilics' "c crrut th:: uc 1 're of suds 
External Grant turcdmgto rw rr r 'tern E'', per 
cent of tote # d'l .t3[. w: 1 '£te'.rnal UCert o Csors to 

,ILI OC.. FnUfuck the i41 dtcec cer.h x c n:il,. 

is I1r I the Pt 300i1 Ut r .ra';s: [ . ` i 
I'e:'r^:.trtr„.,'t c i ,.< '{e' cod PUt it'
Howe k, ftfice. 

Contracts and Other Income 
1t is ' M','tC poocv to provide certain speeiahsed 
services  or. a contractual basis to paying clients. 
0o'vtee cuutcricc.t r,:rrangernents anti only agreed 

tee w,ik c cc line 'ceOh P01390's overall 
acitt cue f enc. r '"here €t . ti _z sewn that 
;o o a r work t;7t the n rat tute would be 

adversely .infected be the service contract 
commitment, and where such c ork would not 
involve NIPOC in any conflict of interest 

relating tots impartial and inde-+c:odt t 'coo ;. 
thc.:o trot and tttanda.rdiia6on "t c l  2* "xl£>. 
} 
ilU C ,c l :ct it's t r ct' i c d t i g eh g:.  tot

- oiv { `: .;-ttl tr .; to" 't tt 

*,'?_¢itrefleo r.i`.c7tr f.:7 3 re'' 1 it ruttttOr .£ cc't'ci 

t. the institute. 

3.6 REVIEW OF RESOURCE ALI 
OC:iT1C)N 

P 113SL , pr pgranu e'ie ,l0ti , It. ° C '1c7r i'e,. end 

:ft;viccccd uartt"icallv'atit 1, : tt { . :.I, , 7 i: t 1f 

u'is Corporate :"Iart lots el eeeZll a 1. .' M:.EP 

hove). Annual p.,.z,~, 0' c;erat fir. :.itt L t'S5 

?;thin the Poll{ wing rear cf:r=.x r i '..'t.ca :.t;6,:l.',t' 

b", the Board's Scientific boiccv .idoisccry 

Committee. mittee. I'he alloc'ation t t resources to 

k U te,ientific p;Eonttt;£s is rri'xo:ed ny 

'ars 3 yk ne rit, evcewctd by SPA ._ coo the 

1< ri'sFinnc cr'd cder.eeac I' :: :ec 
S , n ,iin :,t cc Et.£ R ,..GP,„ end. {ell ro t Ii f l 

to r'...r`:<.?fl'tn'sscon tot e Do tucrfr?tzt' t • k it %l %'1, 

Each veer, a4 pert r . {P si'ir'ocrl 'e ti 1,"'.'

Departrrnent ctcf ;Pct ltl+ cii \iIB w progress and 

future plans, ` OOC tdontifios tones' OTCOO of 

' ork v.,here it is believed tl~<-t odd tiorici 

r'o.sourcec r, ill ne _ + '.i r f r t, iS rum .rig 

sr ron new cmiit ti it 4';r 3r LiLt.' arid 

it ',,,ontl the fyP.,,. t..t 1.;, t i-. c...sl. . 1 l: tlt.i;1k rule i? 

r, Yi"•?`"~ tk:'i to 3, ...Cv.t aL:. : On , ice' i ll

ear.roncccrs anti cord c t <l..y.r 

, , €aitsr ellv emerp,nco A txilti the r t +t s art 

1t 
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„£k

i73'l"i . Ca'!.<?-i r .. . ~. [l ~ ._ . .._9 ktSed iXE 

th o1 d'3Ti£i i7.~thatr£n . ~; 3:?7 LTI

pros in is :nosed Lf$Ci£: 'isf 'a ..::,5.rtttv fit 

£,, a.. t'a , w .sue .o pected r) no :'oeso
;idoititinal r°esCta.t ct s e£?d. 0 ?fir: 

cor ar t :' r'- the next 5 vears €r t£ 
£a ~9; 'E"r" s1r te"sti; , . he t.,uTvrot +;7l 

neb. L r i t :: s3 1+ £ ,rw ., ;'.t r l L .1€ :£11 

~. 

Ue 

Va~ti>Slt as. tz?t' t , .tl ,. .~~

tIG-',, fig i_ C1 thy : c iztrr•l
tun s r ,i .:£i_£r y rr.s r s'nta'd plaet 
ne ;_31C£ 4 re r ;ac iT'is`Fnt o zee" the same porno ha`, s 

also bean icerititied, 

5 1, ; C MlENT OF REOLRCES 

The NPs P l c r xa-1 t ine. . . ,ail 
n er ;,em'snt of use of rr £,a c, 5 as. N h  The 
Beaut, , v to ha. is Phi r f's and General 
'ar vises Ccamrctti e.. s r s c.rasib e for 

srnprov Hg HIPHC,<ns€aa.l sudgets, and 
.UC2 'a :' Z',a 7e n.jittEr ' at it. s.' intervals 

c € t ut ' the iou. The Boars said its 
izalriA?3:i na zseaS : cress to we management 
information n nict eilows NTBSC Slarna emerit 
to tncn3 C ;"rt1;TTarnr'?e: r s d.7tin.r'P on a 
tx onihi bests. I . `s f€:-con i rnaserrent 
information chow ecc en ?iteire to be 

r' onitoreerd acct= dlr g :ta expense headings 

cmOs r its statutory arr:Zounts, to r vati£ _YaI 
unary, to t —a:as£me Area end c. external 
grants and contracts. 

5.S PROGRAMME REPORTING 

NIBSC reports £ m :€s activities arnu:illy to the 
Dspartr-osnt of He th through an 
Account big' ty keytess process. The institute 
p'wi ai shes each veer en ?s sac. ai ieport 
utrirrtar€az1 pro rtatstna.' hs1oshghts. rslBSC 

publisha,.s its scientific renuils through peer- 
reviewed scientific lour'oa s. 

5.9 LINKS WITH CLIENTS 

It is ' ;I SC's policy to maintain close tins with 
all its c[ients and target groups. us order to 
en.aae ti at .t F°^ogramrne and sct€%1ties are 
fully res xonsis'e to their rt out,. "l the balance 
bet ween the eetvirtss that hi uSC carries out for 
different c.iient :,pups hi nmrsn toned trough the 
Accountahihty Rev ,ow 

or :areas operated by the 
Department of Heath ~n iire with its Statutory 
Furtc' on5 "slfl° inainta ne :dose ,:orking 
reletio€aefups with the Medicines u'ants-el 

i 4;'tln? 4 -ti l Esc' pintor said techrriasl .a .Os

the iVorfd flea:' a t :,mn i:',a riori, the Fit' I -m 

Commission tire t ,. ns' n Pharmaci€pan.
a number . .tt sO er £ ic's ..,:';l t: "it bodes s 3 .".:ra 

the i:K Nibs.. Is_E =.a£r,ta its close techn3 i!_ai 

links with the Pharmaceutical industry<_ 

5.10 MARKET TESTING 

NIBSC has a prr rarnms -if market testing Of 
operations and c.*s iv-s to  rfu r , mast .,c 
their cost-e ec . e 'e'.- s t +to- z tr'-, ' -cob
those for nero maintenance, 
ez e rgv, waste ti ,pr. . rai: z Surds, catering and 
cleaning are ,u out to £ 1 psttrs;e tender ;on a 
regutsa -asii, tT aer Stun £tz, trite hero c e J, a it 
t CUK in the "rdrixsatracAon 4 i i • T-tats s

are currently sut feat to coops Ott '- s'ti up. 
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NBSBMembers

T . 1 Stan .r ' s a~£ t e L $ ta,, Ee : a ,re _ ' - r t'ary of State for H_a'th for i ac€r~ur t . .  the 
of z ).BSC. Tw li. .a. . ys v' re? a E'{'c<:.'.a E~ ,.rr of Nb ,:  .t * on i Aprti i < 95 

Dr ! 8 E'' . uls: CS F5C'.'P ?: MI -W  an) 
, :,d' i en, M3 L£,-.n 3D\ MD DSo 

Prc (l': R i}.  )£S MA ',. ",s€„ MD FCC) 
''., ~..._ x f1: ~:3i1 v ,a"t; AC.1S 

!fir t ot K Cu), P i''i) 
P I i` T si"i`i ",~ 1~S FRCP FRCOG 

F ik Ss r ,` Y Lou  PhD DSc %--RCPath 
Mr 

Ir J S Lum.;,i e.n, MA FCA FCT 

MfrsN :Mom's, MA 

MrJ P P Ir ,. l ip.IC k= a.?€p,RCS 

Pros r I 4 Ri k1tr 1̀::x DDT PM << F CD' } RC) _. 
$' C Scoii,i, C:k_ PS. Phi: 1,"Ji. FISo] rf arc 41 i .'. L }' 

Professor C AS+'o,s . RR 7P ) °hon R `)CI` f)C)<s h 

Senior I • Staff 
Director; C C Schild, CBE PS'c PhD DSc FlBiol FRCPath Hon MRCP 
Assistant Director (&Li nui ); M ICI fcrdarr, E3Sc MSc PhD CEng MBCS CStat 
Assistant Director (Ad . n stration3; R A Stewart, ES: PhD 

F€`ads of Department 

7 Swtt. 3A PhD RCNth
Bacteriology; M J Cnboi PS ,j f ` t £ L B l I`ll l R:,Paul 

nEndocriolo y; A Snst sir I. S: PhD 

Haematolo 
'v: f %,%' BA "o - ,di:te . MA.~jO'S~C}onLPhD 

trru. £ohiokk ... C i' h•f(, S, e. 'PSc PhD MRCE ath 

Informatics: M hi inMon, BSc MSc PhD CEng MBCS c,Stat 
MolecularSt€ucture; C one, iCC PhD' ARCS 
Standards: P K )hil _.. Pa is 'IQA 
Virology; P D 3bt nnr P.", PC) 

for further information. Lin NIBSC please cont:i:_4. 

The Director 
National Institute for Biological Standards and £ >nml—,1I 
Blanche Lane '~klc-sznr •, "0' ?'.~i 
South iunrrs Tel r: 2 91 A.r:s'rerbas:k; YAJIBSAC.G 
Potters Bar Fa 0;" °7S4''3&) 
I'iertfordsh€:e EN6 FQC FMail < er, uiriesf i? .ac.uk 
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