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Annex A 

S ni` Tt ' Committee 

vliflbank 
LONJDO;,! 

s w l l.1 :>i A. 

Proposed Directive on Blood (EM reference. U=N of 24 October) 

at lirl that the Scrutiny , 7.ir=iri_, s :h;.:: tu 20nskA.r nd clear the proposed 
i .I3 1. - Gii _,.i ~s :'i .t i .7 ~ts71 t l :a r mbcr Health 

\c 
j o  .:.F ~ed.r I am it n £ u 2ci A.  , Committee kn(_} .,.

,:4 1 1 _ iu+., ..3 i 3.2 *.✓ of .. }.c 3 . i,i .: o f

Thy; ...zl:.;i i ,r , Ac Co -  >i-nt ;<<s.r `:: 7 P. w„ :I.n.. m.,,. .i auppo'; c or; 
a 

a3E EIT. Ju ,t $..C._ 
.yr :s10 ?  ~E.~?t~.v(?3c'~.. .z.> I €. . Cx o

CIl € f.x .ci0 t :0 :io; 'i 't't. t.,Ito 1 p d . Jr: t Lion;;, .,M Corn - Torn mc;it, C:.. : , a E- .t;:?+: 

{0I:± ?_it .'ai.. .ii . ; 3. e: .. .( ..I _1, h L ii ;h (o wc;;n A:: no; 1 e:i ,.'.£, p so<.cco

txtc. €. a , , , 3:: ~ , ~~ _ ~ :yti i"„.x.7C% ' «1 41_+...

co;; r;n r;..a. s3 C Am;( non: ...II €A 1'a 1' n. <la 0 10 0)1 f'<. w Ftal: 

7}(.:,:e i1 , , t 3. t 1 , l 1 ?"f, r _ „1 s1 1  ~ fir:; ~~f'~ , ~r   :t E` ~r: f <s:i`t~kei~.

3 { 1.. .3' t> tf~ z '>77.

Article $ 

I. This Directive shall not pre cent a Mien ber State from maintaining or 
implementing on Its territory more stringent protective measures which 
comply with Ch provisions of the 'Treaty. 

.In particular, a Member State tiara introduce requirements for voiunxaiy 
unpaid donations, including the prohibition or restriction of imports of 
blood and blood components which do not satisfy such requirements 
provided that the conditions ot.: .rticle 30 ot the I icars are met, 
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..................................................... 

A 

Flood lOP 

Ha o:ocan S'eruunvY Committee 
7 till 
LONDON 

` ̀ . 
i.. P 

J ;' .. 

Proposed Directive on Blood (EM reference: U/N of 4 October) 

I was €,t4:1 al Oa;. the _ 1;: .;k.o Ce uue ,.yes able to ...UI'.. 1 t .a and th ear the proposed 

Direcu ` u , 1.' u. 'a J t t. €.l.t. I{,,! . I uk?, Sc''. 1 alth 

Cowie1 #. 

As promised. f am writing to let the Committee }avow the outcome of the issue of blood 
in. I:l alxd Council. 

Tim main 1 tone en nOde 1-40vUenmz, a; '," ,.ea ft ana.ucthat, h`41, . it c, orm thea € z 

{lf':,f1a €( ar r atC.aemaunus, on `l none ~ .• , ( :it was made on t enf , : : 5 tO 

obtain  beam en l; fact? @%t ?,z i. ,:#:r Itn x<..Ct darti.€ L„ir The Gov iili uz_f . ah . E.s F t 3 has 
as av€ic .a_h 11_,< .1'•.ata aaz,l. l 7 at 3 oasL.~_.

toe l.,h x as a atm.a a sic rc Tsi.t.it ll eacasare. I O. .€vae neen mede )t ass :te

C  a4. €l. no. row .P .., tam €a"€' .1.~.ar .41 € , , :a :,  €x 0 yP'

icrd: °
rZ 

~ <~. _~,.e'~,a <":~ . , ~•.i;' z a ZiB 5rr< _ l. .a~ z r '=; • ~ .1~: •~1 ,„ ~d3 ~~;z. 

Article 

I i lr.i.; .Pit l.t ve Aiaif not present a : ie.mber State from maintaining or 
inlpi,em ati rg on its territory inure, stringent protective measures which 

arr>aai , nn it:ia the pr odsions of the Treaty°. 

In t>articula r, a Member State may introduce requirements for voluntary 
unpaid donations, including the prohibition or restriction of imports of 
blood and blood components which do not satisfy such requirements 
provided ed that the conditions of Article 30 of the Treat are met. 
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Article 19 

L Member States shall encourage voluntary unpaid blood donations' 
with a view to ensuring that blood and blood components are in so far as 
possible provided (roan such d•onaton,s. 

2, Member States shall inform the other Member States and the 
Cs.;Fraaaaassi€~n of the actions taken by them to achieve the objective set out 
in paragraph 1. 

Recital 22a) 

According to Article 152(5) of the T 'eat"v 3 the provisions of this Directive 
cannot affect national provisions on the donations of blood. Article 152(4) 
states that Member States cannot be prevented from maintaining or 
introducing more stringent protective measures as regards standards of 
quality and safety of blood and blood components. 

You will note from the compromise wordiri^ur that the UK is under no obilpatiOrn to use 
bat;' d „_ ,t y €mm s u m unp id tlt; On , „l is 1t4i it. is the Vasa to t all ilbt;uc 

c :'sliLetet within In the I. l !,, ?> :a votarnair an ! ttt p.ud nature. Paid donations; front the 

:bs saw plasma ha ;e i ... blood pit>duo; are necessary ry it5 a risk . :: li.t ? l.a; i .t.i .t,, ti€' 

gibed thell:t J3 ;tt : .l , 1. (..'iii 

Wb,i',st the UK and al! OthL r i3 .i:,be,. Skates are now corny ritted to 'inibrn..-ing the 
t nti..a . ';n .t. :.? i r disi meti  coo poiic cct.,. nto'nenu, we do no believe that 

is 
t eed under Ann. n. C . .`C at he sooty: Coto a a:ai'ird 

011 

:dtf ii'mati(~1"( 

;. 

y 

Old i. ~ . ;. cat L a .. :. €€.ti ~ :€ ,t. : dicad~e dr. place ; such to' the 

nV ~-is,~ L.Lt.z 1 .~F ~. £„}. twA.. .4.33.3 3x

The Government also shared the, cnce.rrs of the Scrutiny Committee regarding the issues 
{.l ...3. q ,s1 €1; . 1. .., .zttrks, the .iied t,ea, wz%.t,a1 it s'=,t£ .i; .1 la. .` J£3t r_J1 e person and the 

C deli l Im . ors ants I am :s leased d to an that , lose issues now solved "satlshicuirii at 

RetCi#_.?'Hii< ti. s tone snobow these' its on 

ii 13os itai Blood Bares 

As von know, our concern was that the so ntioaidraft did not make it clear ,O hether 

l"'i. laity f to .a banks °,were 1 .t.it _.:1.i :d a to, `_ L; .I, £.. ' £ Lau" c uOnisicnt "".. Ed. <ll.~u. 

promoted th e ii, v, that hospital i €a £::d thinks 3s t_ui_d 

he 

.,cjvi rr d by the Directive as they 
scare aZ d t: ii.atrib£.oto biu),a . fa.. ~ 1~,. î Sin t., e CS, li. won L. a~i €-'A ; .ortioni. i. t.: £(<< alt of hK.,. 

t'?SC S l i  L. ., i o. (<zi blood `JcL1143`. t: 

'l'he UK has .rein LLC a solution, which both yes ects the aims or the .' ra live and 
iaves bkrtma States to i.. deor .lno ,he ,l.ec,faru ii hat' errauciari,salons ml stamina 
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Article 19 

I. Member States shall encourage voluntary unpaid blood donations,
with a view to ensuring that blood and blood components are in so far as 
possible provided from such donations. 

2. Member States shall ii torm the other Member States and the 
nmnssion of the actions taken b f them to ache'se the objective set out 

in paragraph 1. 

Recital 22a) 

According to Article 152(5) of the Treaty, the provisions of this Directive 
cannot affect national provisions on the donations of blood. Article 152(4)
states that Member States cannot be prevented f'rort maintaining or 
introducing more stringent protegtive measures as regards standards of 
quality and safety of blood and blood components.. 

You will note from th i .<€ 7 i71:3 w wording that the U.K is under .no €, h :i:ion to use 

blood solely from . t,, t3.I;. ,.zx.. i t;.rio id bonauons, _ it it l=ah It as the erase tha an.: blood. 

collected within the € . K as a t a 4̀ aFit€€d .. t and unpaid  .lit <11 ,:', Au do1nat:ions from the 

USA .t)I raw 131ci % 1 Or lea bhied stud! t, arc ru:e,ececscrv ,.; a joi€

iveri the theoretical .? )1 . 

4sr`l"€i st the UK and a _' other Member States crc now I .an nab o „>3t ztil.Cdu' the 

C::)dt?I ii.... '.',) 3 of our don mode and police ,irno? r11a . 
e 

do not believe that 

Lc't5;:1: , .unce s A . .,Fo . _ .:11: ,: c . _ _ty ,t i€. I ..•,_Ec Oms ..i ;1 :sts a .,: rd t13a.cmLs"3'1... or.. 

(;S ch 0 ..c eat €:nf14i Lt`l"xL tL l ,t3. U, a s l c u :.ernee > ai :,1d- i-, r. ac..,  acl as t: G: 

The God ertime,l t also shared th e .or ,,,rns Scrutiny K 4 era : the c,;' the .~ ~`ii i.i~ : d_'v~~E7<1 t~ ~ r~~sl., ~ ai.. ~ issues 

of hospital _y. €.::1 hairdo. the. medical q:s.lal f cauoi s o di ;'se t onsibl person" nd the 

tact nical amii.exou inn 1 am pk'ai:ed to mc tOot there iS5005 were iesolved sattssaetornv at 

`; Hofr ltd .Blood Basks 

As you know, our concern  that the prig nai draft did not make it clear vvheth_er. 
_v. 

he `is,;l .,li%.31.~. .;i[Ii:~.s '4 ;, f €3t: s.i.,s.idedd <n the .>'..=un '"+e l':7,•'e 

ti 

Gonskst rti I "`i 

',pro _eted the t . .k din doss  . . coed Jan,t'a..s sho id be covered ',,, y theDirective  as d e tv 

store and distribute, blood. 
Mcwe 

`ua, it would Ise :lisp rorar€"tionalte for sill '.3r the 
pao,, l 1. o1 t`xe atssecaivo .0 apply , "]ir., t 11 bleed sacks. 

The UK has promoted a s 1ution, which both respects the aims of the Directive and 
leaves Member ^ L t a to determuw ,he inechi flan sUn 005mcnn.h:..t;l. C . TUTU i; ati°v 
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standards.. TLs pnaninn har h,een reached at. 1 Lndih Council. The speci 0 Anteics = x<ich 
should spot to #. nrplod bh st ranks izJere caa£fled and the Comment : i.4. i.b t 

arnuet agai t the i,ita n i  %O ,t tCt £.s t,:CtO).<2 ,wo .ears. II- :is

that inspecti3 t,.: L'. wt n a ,'>_. nouht €.E _ie a .j, n n ttc 3 . improving standards. as. 
wail as i41 <.i as al3`✓ impractical, <: ed d£:kt ,lip €. ant t.[ nan, should be left. to the 

co 3jxte a . ul.A. i id al Mcutbei States. 

:". t. have e n ':Lt msst.ul .n `.csau_ tin deli„iCk4tu, .it: that a three. wad not 

W) mr d Ji.._.e :n ni .;lnal or bo ig ca ..:slG.,c.... and . c' years pkacua ° w. ne £es,a: ! 

sit ,"iswint. A. taut 4e,., seance d g oe is .....uelt non a oO..€.el na in ifter 

s„ 

.'{. s 3E.? s: . Cates 

n,.ha. at tilt 1 .a.ti ... k. t tint \. sUT <.i.s .tt atone, t h i.i l..l restitct:on Yrouh." he 

;Yt ~i tti ;.ui is flat 1'aq€ ira nuns at the ja. a. 1e (hat neat  onn€tsed an', Lather 

?4 Ii..<aia. i. £.;. tt.te tape at ate ne degree. as the I'e,.aansthic p.  i.'£.t„ dna ., a 

[ __sx.lna.is a iC.l<>~., sla t\ :anttt. We arc sainlieti that the h» >_..wrens ban, Ii n met. 

it health bbai.tteii. 

_, ? T .°cl fical : aai rcxes 

As the t<planator, Memorandum dated he 26 February (Ref; 5773/01) pointed out. the 
G=:?`,ie,.£.:Iteut ut t set attauit the a tt_..I.et;.#. bra tt annexes on the basis that the' w"'c e too 

would X3,11 wekC nut oa data an€.. .,viauld. be difficult to translate into,

Unwevnr whilst the (;o ennurent did not 'sunport the original annexes, It also had 

bgi''• i C 5 4 ; t' t 
hard r+l. w~~~4'~ .itS.ii~ C~.y r;~t'Cili '1e, e. nosed ~'3tw>.sks.lw i, s1 tint , .U:~  j1=r~>1 z . Ta ~ei;i.x.Yia.

pro }U.,aad to delete the ,xi1:Iie ati i dvii etai,  `e .1a... ta at tee ,a.t.. eut:tac natt:u 3i 

techitesit. S eq :t`.ri.'.Y7ims to to Conl.,.,i >.n u and sit .:s " at tsarina group atn tta4 a by 

Mei> % States. s. 1t s , t felt that Ci a ..s ...nap too lea, a t at c t t a thhctive.i , ^cave the 

i;`, E.1 and . aic: t ti3,i: . 2 fi. :SS l .site bla'P{:he, 

Tint L <_ has TOTTiote:l a solution ress secting the aims of the Dire ;ti e and preventing the 
Gatos _ __ t. non naantina is ana crs wtthLut f rn ,l ,'en t ;t, Ihat _,omy . .;oat 

gonna a V. a avant ..1i w.k s x':.j) I. akn>c.

xtit COPi':.Y. < [_,sa t, . t. : Zrd zfr n aon at . , u rnajntnntt 7. tid. 11aua. 

.,.ia ~ -  2>t.,.3. .ii. w y ~., nit i..i3ta. k.. tLe ., t_h:n.,. . lot1,i11 W3 c1~b t.. is, ;. .#f,. d . : #'.: £ 1. Los 

Ik'£a ..._,.z:l a _.z t 1 Nr t ~t s i a'  1 i,"'at.wa..Sc 1.; . i"a_.x,, is 

John Hutton 

\k.i i a at "` 1 e' ro.r Health 
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,.adard Tl iThis tzz. .,.11t~a M1 I,,, been r ac.alRd a3,t HH ealth Ct €ti cil, The specif.it .\.nieie.: , which 

t,s;f ., a„a1,a, '-.t.a ?.;1 ,. .€it.t,li c-,. [LT''fyt','7 1rI~r

'F' l[ d 1iw>t ,_?1 [_..a,ltiJl+ E 'Y" ' L .1.. is Sit Or t.,C;U:i~il . j7,`.; . s 7 ,s I,a[s1 . ; ,ak;

that ,..t;,pcct zns ns N. wan x .?11s,(I n n;c . : e cost a  the:et >>II 7Y "it'ina .:T; Iii s wt" 

wed as he..3i . rla 0i05/ impractical, :u d ;it i:£ 505 h Iz ;f"t''.a,.<<ss
3. 

thauld z, ii tu, the 

,. Ot 3 ptncce a. LS i,.1` 1{5C :It Mcnthe St s. 

2] kMe ,w al quauttcations of the "n :1'a h CS (1.F3'' 

t. 'r_I a.. u377k. 0.1`L w ~ ,,..1tI'I}Tt so that a iiaueand i«' . 

in .is.._`tcat .1r in tue:c01  i,'eticu,, and E >x:- d.. scan;'orac tic al i<"".:1C,.t".zt.., .G.z?... 

11.. £ . tl . 
t 
t ::;E1S' ii S~._,.1fc 1 C. 1_i;; .lc; si: 1 /05/535 zwi•t"71,111Oi3 115 i 1he vSz~inhe'." ',.,.., _, 

l

til.an is. the t,li`,t.. :,L,._ :. [ ii: 
.,i!t 

,unit  :cot h 
i 

es eS 1 1a...
t

1. sit: `..t 1 restriction 
(

Pi_^11.(t:. 
i

,)e 
S 4 di spropo{ t a a to 1.. Fe ion nts .-'1. the If✓ A. fit. 6civernment O os ,a't 2 l \ forth 

specification 1'l ti /S ,,;p'' ofscience t 'i: tow i .,,t0.015;ble person ',,vou£c1 :1.;t . e 

p;  L?t?xi>F; 1 1 ` . ,b ;1Ta7.,i: Z'<t1Z w: 5005111, 50 C 4 :::..11..,11, d that 541/S t :l?. ;4e have en loci 

3] c aL 

As the , j r I Fnctory M1ernur midua"tm datad the 26 " ':lilt c y i >''' L f. 5773/01) pointed out, the 

a rJ`u 4, a..i:`I1, L ;11 /.1Ot/t..TL tie u 1011 L.It?<, E.f .e L 1. `Ile basis that they were too 

i. :: 001 tali qu3.t £ >1s /01 ! ::t a,,i1/::050. t:+,: ultt , w di .}:cult to translate into 

However, whilst the Government did not support'. the original annexes, €t also had 

00100 a e,. '-00 J z Lift 17£10/3500 d enait enS. iv the Europea ;w1101n[ai. Tlds 

led ic  tie: a x ea .,t< thci: . .trt"CL: , .us „ t+;. leave the :;ni to drulb  cf 

teC: >n it al `s 4L,a1, ..:s s_ota to the Cu.wodsiut and an sxrws, "uL'i:1 a 3:1 ;.~ ~, oup I:,.}£,i€a...4.f .a 

M.:_inb,,. St,.£ es is ' as felt that this was a „_/p lO '. t. a :old
£ I00 _13O ..,. .?,rsct1 r,. s14?, c...a, .a ci 5_. ' t .,,. _;1 

W LK h.tIS ;, :7 t. a 1x a§?€:atr J? . ,. /Long the siess of the L 1„".i ts. , nod preventing the 

COO/i/__>€3)..i :?11 xtend: t ..;t, 1:_out P'mial uq  .n. list :, •50 mprom;ae 

r05100'.A;;.i 11:.31 L. it I scUllS O >tIL:. it 5 diO elOPe'`. 

S ,i.:._ CO to:i Js ,.t .t 50 Loris / x0:.000 as 1,:a , ~.,ai.,ii :itn lt d th e 11 uae of Lords' 
i, _3,0 ..,, ,rt/s ,0 ass,.€,. .c.3€.ti9eltia`L 5 'iuzv , >1'. 1~7 S,1 3ml. rid'. 50 00 ,t.'., t a dew.. 3,.

1 00  i. ,_',11. ,;~"li: t.. tile a td a...<. M1.1i 15.= L .ii# I, it u Li  Us`,,,.,.:., 0 ,.:.,11:,.z' C. o- or-Lno.00 r 

John Hutton

ii i va " •:x 1t£ '1'1r: Health 

WITN4505163_0007 



;.n ue:." 

EI.Y:;'.II 3.v f:5.t.:<, d vtP 

h>aiE1,1. m, 

:uix opear Scrutiny Committee 

t i rs 
t,`11, 

12 November 2001 

Proposed IJireethe {m Blood 

As you are a wry , tr. s, 
i.

't IN Co56£.1cii is i.ae.ril ls  on 5 No,.  r.xt_(.ZeO: t ✓ enree a Common 

i Sl i •' _.,s, bb J1>>:ctwe. I .taut ll:? F 3. San: ,'ou t.. ;"II llt,t:; : .tt3 been unable to 

clear th e jsi:( t1r: 1 ,.t n l is 5eek5ny riaridea.,Lu i.nd r„wv. s r. nice in the .tbl owin<g areas: 

u nt aid donations and its a tle t ont UK supplies from third countries; 
• whet le:i the proposal w It apply to hospital blood banks; 

the medical qualificattotrs of the responsible person'% 
the status o.fthe techt:nmal annexes, 

To take each of these points in turn: 

Yollu 7ta v uLipai ota ti ohs.. 

There is. a ;strong view arno tg several member states that to s,.i products shoula ordy 
corn,. .' 1. ot;.:. L . .11<r7.ta 4s unpaid ts.onoc _. The UK Government sup pi,_i is a s.fs ui :, ::uc.p e, €. ut 

it is reuronamy .mnr,aetical as the present time, given. the :13.e:?.et ca> osk of d,.E`, and the 

need Sw :l . e 71K t . iiroort taw plasma for pooled blood products ti ._n the USA; where 
the oniv nv:a,.;aable supolu in the quantities needed comes from path donors. 

The €.. ltt5 ke

from 'n'i 

'- eo
)

ncents arc to ensure that We text ,,t 
:..$$ 

3`a, Dsri ct:ve provides 

W.ufti.w.cent. S Al' r ~.i .~.e ,.l k.K t un n.ue sou ii.i'tlT 3x..,.nt, ..3 the ( SA, and that it is 

not drafted in such a way as to extend Community ;:r. to ev !nnce by reguiating the s.aY, that 
1 e ,{ .i: . v cc `( \ ibt) 

cutup 
.A. 

texts are blood supplies c~rv, a'i3flt~l..wd. ~~:J>Wwt~a~i~tla7 art. ~,4 ~i~.lfi~.< a~ ~.~. i"~1s,n,1~:..   Still 
continuing. 
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Annex Ii 

Jimmy Hood MP 
Chairman 
European Scrutiny Committee 
7 Millbank 
LONDON 
SWIP 3JA 

12 November 2OiO 1 

Proposed. Directive on Blood 

As you no ou uq the Health d_,'. nail ;.s aa;t t. la€1;?, on . .. No'vomiier to aansea a i.. on.zi. nou 

J action on :he blood s%ilro t. o v'e. I tit'i z`erstand that Your C ommiUce ,nan been t.€nabie to 
,k,. :ei .4. t ,.. . ...:ta. ittC t iori .3:cat t-e%i. durarjc -' i.„t t.1=t_ t ltc? s E711

iwnaid sicai ;tic ns and its effect cm UK sup lies „it in third countries; 
ahether Un a,3; 3t ss €3.l ;p oh to hospital blood s mks; 

ffi the niecica lt. d:ticztlwos ui the :res onsibls person'; 

To tade each a these points in turn: 

Voluntary winaid donations 

There is a stror.xe view among several ral .member states that n000 ooro..I€ cts should only 

come from voluntary wean a c onors. The C K. Giovermuetu supports t.tis in prnnciple., but 

it is regrettably..practical at the x'resent time, given the thtored oat ,.,. . k of adJD. and, the 

need for the 1 <1  to,  nurt raw ' stra for ;:;o cw .,1C &1€_;.t:,  -r:ma: Me U: A,
the only avaifaW cm y in the quantifies needed cores tune pJd armors. 

sto UK Key," co c,.,, ns ire 3 ensure that the 'teY ̀i oI the 1> ,,tt .en 
:. 

ect_i e :'u ? "l de 

€x
{

, e ._Y.T tiex 
bil. 

Ss .. .)a the t,' t z'tm :£.
tt

5A3Er is plasma from `.! <.,# ai. . that it is
ot drGRe d in such a ~'s_ ^.' g., v and (. irntnunit C.L 3.a) it ...tun ieni..{ A , k

blood sWpfik,es; are sourced i,. iz i;= on possible conmeo n ;e. _eats are anti 
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As you know our concern was that the original draft did not make it clear whether 
t 1. ;.o ifd 3 Iif. .: 

r 
tt.i l;a. included in the Dixcc e. :,' 1d ,ve h 1 i 

Ski at d yt't.;x.i. de  L#_ = i that hospital blood banks r of l he vied b t the I ircot.d e 

as they :,tore and € i:_mibuiie blood.. However. it would be disproportionate t"hr all 0.1 the 
pro is ,ol:ip of the Di, ccti ye -a apply to Ili sold blood banks. For .?•,.li 11 .T E the Partial 

R iato: ,i I aot Asse.smen1 makes it clear that l.i- sped ons ti ould simply y increase the 

cog is ithout i,.tipmvi £`1 standards. The CPA also expressed i.,£1 iccrn that it was 

to i` 
0 t? 1 Ii aatwal. 

*S: ha 0 0.. Wa,1Fd stp )Oi t 9. .:(?iL

{

1tlOii is h:Jcl'-yi i u.:~()

j

:~c t.: ?

-{

.:,r aims o '.1,. «"', il .s.,;a

(

'% 4, and eases, . to 

0t ,.} us to detemu€ e 1 ,.\. rf t~,.. ~/). :S.l.v9 €.)i., for arise one safety and er Ti standards. 

The most i:mportant factor is the exclusion o blood banks regarding inspections and 
y.Anot jY 

,:Q,}>+. .?ala. ,hi .,J .vx b .ht.:e }.. I.;,, .t. iir 1F,b awi3.a3 0.

€ e ica U.ti.i 1 .~.,.i.i. c~ ? , r o, {•;, 7~) l::::ly -- 

We believe That negotiations have been successful in loosening the definition, so that a 

th ree i anal not ..nun Fy ear d kola :}I at : tis ti or hlokntcabiological sot s a 7 and two yea's , practical 
experience ixa'i .,_miflieteru, We arc. saththed..a.,it the LIX 1,. ,, _ :.,(ti has evil met. 

Technical Anne". a 

As the Expi ..<<,. .o
. _ 

Nicano and:u i dated the si  I Abrtn,.ary pointed oat Aaat LIueL:amentt did 

11 o surpe.at l.la Xi m at draft tt annum, on doe 'basis i£. . <a ;v tit t zo  seen as; beam too 

ti'•£: and s ar€ h ha driTlicait to rrutskna ma mutations. 

1l as._.s« ', .00_t the i_:io'."o irm'wi! d;d Out Lima~c,, ate original omaaos. it ;also had 

resets i!_/.s re r. ila . too ritopesad riaiidraeat the European  t o ?,.oattieii,. ..his 

piura}c,`_,cd to delete th e annexes itt ,. _aa , _.. ..ty and to leave We ..tmre crafting of 

technicali  nrementsio th Comhosmenc€.1.;{. en anticO .1` or in %rL4t,1p nominated by 

Member States. It was felt €that this .vd.a. a mop too far, as it would .stlOctiv&y eLse th e 

CommA  sum and its expert. committee iy +. , , 

The UK would support a solution which respects the aims of the Directive and checks 
Be powers of Be Com issi t, pi _. lit cis' k from extending its powers without 
formal request; We hope that this will be adopted in the final text. 

I am confident that negotiations in Health Council on the 15. N'ovemb$ r will be 
concluded in the best way to preserve our interests. I will easaai e that UK 

interventions in the Council will be in line with these principles and we will seek to 
secure the best possible outcome in light of the position taken 1www € ther Member 
States. 
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li B:kod Barks 

As you know our concern was that the original draft did. not make it clear whether 

hoSpita. blood d banks w t to be. €a.Cli, ded. in the Dra.cet w ,;n we have +c nat.itentld 

held and mrnwted the view ihat h .,p1,Cal blood backs ,..l uld be cc s e ed b3; the Directive. 

as they store fl Lt anstribute blood. However, if would be disproportionate  for all of the 

oro v €  ans of has Directive to apola to hospital ital blood banks. For example the Partial 
Resulatory impac.t, se`=snientt make; t clear t at. inspections would simply increase the 

cost WitiTlout ix it?E" st iF T atandareis. [lie t. l' 4 also e;4pre;nsed concern that it was

logistically sm.pr r ucal.l, 

The U ss+'i,~ r..Ed 't i 1. tt a . .s tts i t blab sQsp  
ects ,1,e anus of she .E,_,)  ..4cti\ c, and laves to 

Metr ber"Statea to €,ts,t It';:,i ne so meous wism for s:.€ sunir, a s as.s,lt, ass s. aa1 is staisdards, 

The lTh):gt important factor is the exclusion of blood banks regarding inspections and 
Iirera iing. We rope that this wall ha adopted ._ the 1ina. text, 

.LTled i' Al quaalifi V L3 (.. ~.. l ha. €..

\517e believe that n a ua':one hat v been : uc _.jssf:tl in loosening the ,a.. fin loon, so that 

1'e;.. € _.b:id E£t. E P.£ s'ir , a € € .. .E:. .ii .'ti; lai al ,i: €. . 1t it Sciences ia. and €,'s"s`::3 y ,ars ~31i ical 

s,€.I a is :!isasent ta a arc sax.. as oat 51 tat €:I. L  interests 1.u,:" u been met. 

As the Eapi anateits Mesnorandum dated ha UI Febsuam coinsed out the has scroment did 

not support ate ;?t'' .a,aii .w att aanneaos. en the sasLs . that shea nets seen as €5Ct[g 500 

t? resc.rlpt33`;.. ...xus a.. it In. ii.€'.i;.,£t '. ? to r."Slate <sit C; i"i: z i ,il;t_£I7.;, 

[loa.eaar. w,butt : e Ciosewirrient did not suppc i-1 lue orlyinal anncaea it also .,act 
rescis :..wis ie n 1, e 1 =sect arnendnsiern 1  :ir= 'p. w,i:s e en"

arT t their entu t nWl to leave en. s us-a.

L 3 i :l. requ :"; .. .s '_+.1 . .c !,,€. .ait'.37 ssi r E£,i a3 e'ier ,4'`l 1 xz l_ a %'st)i< ,ii;`ded b 

Member States. It was ! a.t that this wy: .> stan too .rte, • s it would ..1.,3_ »tr h a.v _, site 

ConI I,,S ioII and : _ expert ,,— ml .I. e'M. .1 sense is s:che, 

i h,e UK would support a solution which respects the aims of the Directive and c ieck ; 

the powers of the Commission. pa iw endn- it front extending its powers s without 
formal request. We hope that this will A adopted in the final text

1 am confident that ae„ €rtiatirans in Health Council on the 15 November will be 
concluded in the best way to preserve our rui rests. I will ensure that 1r . 

intersend ns in the Council will be in line with these principles and we will eeL to 
secure the best possible Outcome in light of the position taken fat. outer Member 
States. 
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.................................................... 

It would be helpful if your Committee could clear the proposal an this basis as soon as 
is practicable. 

I am copying yin this to Lord Brahazon of Tara, Chairman of the House of Lords Scrutiny 
Corn c ttee. 

JOHN HUTTON MP 
MINISTER OF STATE FOR HEALTH 
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