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Fromy: Jonathan O, [CH
Drate: 14 December 2001

ME(H)

Copy:

Mary Agnew, PSPS(PH)
Ohivier BEvans, PHG.S
Charles Lister, PHB.6
Paul Brice, ICRB

Teny Kingham, ICB
Erma 0¥ Sullivan, [CB
Mark Grey, ICB

Proposed European Blood Directive - further response to European Serutiny
Committee {E5C) required

Tssue

Prior to the Health Council vou wiowg to
serutiny clearance on the bivod proposal,
the follewing further information:

Sy Hood MP, Chair of the Lf:a«{‘ seeking
This was granted although the E&C

# el @ devision is taken at the Council on 15 November, we would be glad if the
Minister could write to us again alterwards to inform us of the cuteome.”

Timing
The Conunittes next mests on 2 January 2002, Uy Sscretaviat would therefore need
receive the letier on 4 January &t :h latest,

Revommendation

To sign the letier sl annex A

Yoy previcas lerer o Jimmy Hood MP, dated 12 November is aftached at snnex B, i
nesded.

Jonathan Orr

International Branch
Room 546
PH

«E\Ja% for

aleates 120

[ A
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Annex &

Jmimy Hood MP

Chatrman

Furopean Scrutiny Compriltee
7 Millhaok

LONDON

SWIP A

Proposed Directive on Blood (EM reference: U/ of 24 October}

I was grateful that the Scerutiny Conumities was able to consider and clear the proposed
Directive on the guality and safery of blood in time for the 13™ November Health
Cowneil,

As promised, [ am writing o let the Committiee know the outeome of the issue of blood
w Health Council.

The main concem of the Government was to ensure that, whilst it supports the principle
of veluntary unpuid donations, no binding requirement was made on Member States to
abtain blood only o veluntary wapaid donations. The Governanent helieves that it has
achieved the aim of maintaining the right to mport raw plasma for pooled products from
he LISA ag 2 vOTD risk reducton meagure. This bas heen made possible by the
corpromize wording fonnd i tme for Health Cowneil {The Common Position wording
has not yet been rasgfled by Jurista-linguises or deen officially published. The Ewropean
Parlinment is due o hegin its second reading in January 200

Article 4

1. This Directive shall not prevent a Member State from maintaining or
implementinog on its territory more stringent protective measures which
coraply with the provisions of the Treagy,

iz particwlar, 3 Member State may lotroduce reguivements for voluatary
unpaid donations, including the prohibition oy restriction of imports of
blood and blood components which do not satisfy such reguirements
provided that the conditions of Article 30 of the Treaty are met.




Arnex A

Jimumny Hood MP

Chairman

EBuropesn horudiny Conmnsties
7 Millbagk

LOINDON

SWIP3la

Proposed Directive nn Blood (EM reference: U/ of 24 October)

i was grateful that the Scrutiny Commitice was able to consider and ¢lear the proposed
Directive on the quality and safely of blood in time for the 15" November Health
Council.

As propused. Lam writing © lot the Committee know the outcome of the issue of blood
iy Health Couneil.

The main concern of the Government was to ensure that, whilst 1t supports the principle
of voluntary unpaid denations, no binding requirement was made on Member States to
obtain bleod anlv from voluntary u{zpzﬁd finn:*ri(}m The Governunent belleves that it has
achieved the aim of maintaining the right 1o import raw plasma for pooled products from
S s a vOID nsk reduction measure ’II‘ i tas been made possible by the

the LR
compromise wording found 3 time for éf“'mh (ﬁ)x.n sl (The Common Position wording

fay mor yer been ratifisd by Jurisis-lin ngﬁft y Been officiully published. The European
Parliament is due i hegin s seeond realing in Junnary J002%
Article 4

1. This Directive shail net prevent a Member State from mainsaining or
impilementing on s territory more stringent protective meusures which
comply with the provisions of the Treaty,

in partivular, 3 Member State may introduce reguirements for voluntary
unpaid donations, including the prohibition or restriction of imports of
blond and blood components which do not satisfy such requirements
provided that the conditions of Article 30 of the Treaty are met.
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Articie 19

i. Member States shall encourage voluntary unpaid blood donations”
svith g view 1o ensuring that bleed and bleod components are in 5o far as
possible provided {rom suek donations,

Z. Member States shall inform the other Member States and the
Commission of the actions taken by them fo achieve the objective sef out
in paragraph 1.

Hecital 22a}

Aceording to Article 132(5) of the Treaty, the provisions of this Directive
cannot affect national provisions on the donations of hloed. Article 152(4}
states that Member States canpet be prevented from maintaining or
introducing wore stringent protective measures 35 regards standards of
quality and sufety of blood and blooed components,

You will note from the compromise wording that the UK i under no obligation to use
biood selely from voluntary unpaid donations, although 1 1s the case that all blood
Ko of a voluntary and unpaid namre, Pad donations fram the

collected within the U
VSA for raw plasma For pooled blood products are necessary as a visk reduction measure
given the theoretical risk of vCID,

Wihilst the UK and all other Merber States are now compuatted to informing the
Cormmission of our domestic and policy srrngements, we do not believe that
compaetence 1 ceded under Article 1 :a?{:a of the Treaty: this is o standard wformation
exchange and is congistent with other arrangements already in place, such as the
aotification for communivable disenses.

The Government also shared the concemns of the 5¢ mtm\' Committee fwammg the issues
of hospital hlood banks, the medical gualifications of the “responsible person” and the
technical armexes and [ am pleased to say that these issues were resolved satistactariy as
Health Council, Taking sach of these 1o tume

13 Heosniral Blond Banks

As vou know, our congern was that the oviginal draft did not make it ¢lear whether

hospiial blood banks were 1o be included in the Directive. We have consistently held and

promoted the view that hospital blood banks should be covered by the Direcuive as they
store and distribute blood, Howevir, it would be ﬁ:wmpertzmmte for all of the
provisions of the Directive to apply to hospit tal blood banks. f

The UK has promoted a solution, which both respects the aims of the Directive and
leaves Member States 1o determing the mechamism for ensuring safery and guality
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Article 19

1. Member States shall encourage voluntary unpaid blood donations”
with a view to ensuring that blood and bleed components are o so far as
pussible provided from such dorations.

2. Member States shall inform the other Member States and the
Commission of the actions taken by them fo achieve the objective sei out
in paragraph 1.

Recital 22a)

According to Article 1582(5) of the Treaty, the provisions of this Direetive
cannot alfect national provisions on the donations of blood, Article 152(4)
states that Member Stntes cannot be prevented from maintaining or
introducing more stringent protective measures as regards standards of
quality and safety of blood and blood compouents.

You will note from the compromise wording that the UK is under no obligation to use
blood solely from voluntary unpaid donations, although 1015 the case that all blood
collected within the UK is of @ voluntary and anpaid nature. Paid donations from the
USA for raw plasma for pooled blood products are necessary as a risk reduction measure
given the theoretical nsk of vCID.

Whlst the LUK and all other Member States are now committed o informing the
Comraission of our domestic and gmiifw arrangements, we do not believe that
competence is ceded under Article 1532(5) of the Treaty: this is a standard information
exchange and 15 consistent with other srangements already in place, such as the
notification for communicable diseases.

The Gevernunent also shaved the cancerns of the Se 'utz'nﬂ’ Conunities regarding the issues
of haspital blood banks, the med tical gualifications of the “responsible person™ and the
technical annexes and 1 am pleased w say that these issues were reselved satisfactoriby at
Health Council Taking sach of these in

i1 Hosptiad Blood Banks

4

Ag vou know, our concern was that the original draft did not make it clear whether
h}xm?‘ai bload banks were to be included in the Directive. We have consistently held and
promaoted the view that hospiial bload banks should be covered by the Directive as they
store and distribute blood. However, it would be disproportionate for all of the
arovisions of the Directive wo apply to hospital bload bunks. ¢

The UK bas ;;srfzmcmi e sa}utimw which both respects the wims of the Directive and
leaves Member States to determine the mechanism for ensuring safety and quaiity
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standards. This position has been reached at Health Counell. The specific Articles which
should apply to hospital blood banks were clanfied and the Dovernment successiully
srgued against the mandatory requirement for inspections every two vears. I1is bulioved
that ingpeclions every two vears would imcrease the cost without improving standards, 43
well as being logistically mmpractical, and that such enforcement should be left to the
competence of individual Member States.,

2 Medicond qualifications of the “responsible person”
Negotiations have been successiul in loosening the definition, 3o that a three {(and not

fouar} vear degree in medical or biological sciences and two vears” practical expernionce i
sufficient. A four-vear science degree s much more common in other Member States
than in the UK, and the Government believes that such g restriction would be
disproportional to the requirements of the job. The Govemment opposed any further
specification i the tvpe of seience demm«: as the “responsible person™ would have a
predominantly administrative remil. We arg satisfied thar the UK interests have been met
at Health Council.

31 Techmcal Annexes

As the Explanatory Memorandum dated the 26 February (Rel? 3773/81) painted out. the
Government did not support the criginal drall annexes on the basis that they were 1oo
wreseriptive, wonld fall quickly out of date and would be ditfionlt 1o transiate imto
ragulations,

However, whuaist the Government did not support the onginal annexes, 11 also had
reservations regarding the proposed amendment | vy the Buropean Parliament. This
proposed o delete the annexes i thewr entirety and o leave the entire drafting of
fechnical requirements o the Commission and an expert working group nominated b
Member States. [t was felt that this was a step too far, as it would etfectively give -‘he
Commussion and {5 expert committee a carte Hlanche.

The UK has promoted a solution respecting the aims of the Directive and preventing the
Compmission from ext eriding s -pf:z*v r*f without formal reguest. This compromise
nosifion was reached al Health Council on 13 November,

fam copying thus letter to Lord Brabazon of Tarz , Chairman of the House of Lords”

SL utiny Cogunittes, 10 both Committes Clerka, Dovtan Gerly Li and Tom Radice, Leg
Suunders, Cabingt Office and Emma O Sullivan, Dy Buropean Serutiny Co-ovdinator

John Hutton
Minsster of State for Health
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standards. This position has been reached at Health Council. The specific Articles which
should apply to hospital bload banks were clunfied and the Govennment saccesatfully
argued against the mandatory requirement for inspections every two vears. [ s elieved
that inspections every two vears would increase the cost without i ;mg}lmfz% standards, as
well as being logistically tmpractical, and that such enforcement should be left to the
competence of individual Member States.

Medical gualifications of the “responsible person”

3

Megotiations have been successful in looserung the defimtion, so that u three {and not
foury vear degree i medical or biological sctences and two vears’ practical experience is
sufficient. A four-vear science degree s much more common in other Member States
than i the UK, and the Government beheves that such 2 regtviction would be
disproportional to the requirements of the job, The Government apposed anv further
specification in the tvpe of science degree, as the “responaible person”™ would have o
prﬁd@mmmtiv adrunistrative remit. We are satisfied that the UK inferests have been met
at Health Council.

Techrieal Amnoxes

Lol
oo

As the Explanatory Memaorandum dated the 26 February (Reft 377357010 poinded out, the
Government did not support the oniginal drafl anneses on the basis that they were oo
nreseriptive, would fall guickly out of date and would be difficult o wanslate into
regulahions,

However, whilst the Government did not support the orgingl annexes, it also had
reservations regarding the proposed amendment by the European Parliament. This
proposed to delete the annexes in their entivety and  leave the entire drafting of
technical requirements to the Commuission and an expert working group nominated by
Member Statss. It was filt that this was a step too fur, as it would effectively give the
Commussion and 1ts expert commities a carte Manche.

”’"’?ne LK has promoted a solution respecting the aims of the Directive and preventing the
Compussion rom extending its s powers without formal request. This compromise
position was reached g Health Counct! an 15 November,

am copving this letter to Lord Brabazon of Tars , Chatrman of the House of Lords’
Serutiny Comenittee, 1o both Compattee Clerks, Doran Gerhold and Tom Radice, Les
Saunders, Cabinet Office and Founa O Sullivan, DH's Buropean Scratiny Co-ordinator

John Huto
Minster of

of State for Health

WITN4505163_0007



Arnnex B

iy Hood MP

Chalrman

European Scrutiny Conmniiies
7 Milthank

LONDON
SWIP 3JA
12 MNaovember 20G1
Proposed Directive on Blood
As vou are aware, the Health Council is meeting on 15 November to agree a Common

Pogition on the blood directive. T understand that vour Commuties h{zﬁ been unable
clear the proposal and 18 seeking clartfication and reassurance in the following areas:

= unpaid donations and s effect on UK supgﬁés‘é& freem third countries;
= whether the proposal will apply to hospital blood iumi\s

= the medical qualifications of the “responsible person™

& the giaius 0f the techmical annexey,

To take cach of these points n

Yolunrary vopaid donations

There i3 2 strong view among several member siates that blood products should only
come from voluntary unpaid donors. The UK Government supports tis in prinsciple, b

i is regrettably zm;}z actical at the present tme, szm:zi the theoretical vigh of vOUIE, and m
peed for the UK ;mmn raw plasma for pooled blood praducts Fom the USA, where
the only available supply in the quantizies needed comes from paid donors.

-~

“1m, i'K Key concems are to ensure that the text of the Dralt Directive provides

_ ik w::xibi’ié_ty for the UK w continue sourcing plasma from the USAL and that 158
not drafted in such a way as to extend Community competence by regulating the way thal
Biood ;sagr;p.s:sfm are sourced.  Discussions on possible compronmuse texts are sl
continuing,
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Amnex B

Jimmy Hood MP

Chaisrnan

European Serutiny Commtiee
7 Midibank

LONDON

SWIP 31A

12 Movembey 2001

Proposed Directive on Blood

As vou are aware, the Health Counctl 1s mesting on 15 Movember to agree a Common
Position on the blood directive. Tunderstand that vour Commitfes has been unable to
clear the proposal wnd is seeking clarification and rewssurance in the following areas:

unpaid donations and its effect on UK supplies from third countries;
whether the proposal will apply o hospital blood hzmk'

the medical gualifications of the “responsible persen”™;

the status of the fechnical annexes.

® B % B

To ke cach of these pomts in s
i

Yoluntary unnaid denations

There s a strong view among several member states that blood products should only
come from voluntary unpaid donors. The UK Government supports thns in prmciple, but
it is regrettably impractical at the present time, given the theorgtical risk of vCID, and the
need for the UK o unport raw plasma for pooled blood products from the USA, where

the only avaiiable supply in the quantities needed comes from paid donors.

e

The UK's key concerns are to ensure that the text of the Draft Directive provides
sufficient flexibility for the UK to continue sourcing plasma from the USA, and that 1t
not drafied 1o such a way 23 fo extend Community competence by regulating the way that
bleod supplies are sourced. Discussions on pussible compromise s are sl

continuing.
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Hospital Bload Banks

As you know our convern was that the ortginal draft did not make it olear whether
hospital blood banks were (o be ncluded 1 the Directive and we have cansistently

held and promoted the view that hospital blood banks should be covered by the Directive
a5 they store and distribute blood. However, it would be disproporionate for all of the
provisions of the Directive to apply to hospital blood banks. For example the Parial
Regulatory Impact Assessment makes 1 olear that inspections would simply increase the
cost without improving standards. The CPA also expressed concern that 1t was
togistically impractical.

The UK would support a solution which respects the aims of the Divective, and leaves w
Menther States to determine the mechapism for ensuring safety and quality stangdards.

The most important factor is the exclusion of blood banks regarding inspections and
ficemsing. We hone that this will be adopted 1w the final 1ext,

Medical qualificstions of the “responsible person”™

We helieve that negotiations have been successful in loosening the definition, so that a
three { md fot kﬁii} vear degree in medical or biological sciences ol two years” practical
experience s sutficient, We are satistied that the UK interests have been met

Techmeal Annexes

As the Explanstory Memorandum dated the 26 i'zw aary pointed out the Governoment did
el suppoyt the origmal draft annexes, on the basis that they were seen 48 being 100
preseripiive and would be difficuit to translats into regulations.

Howsaver, whizﬁ* the L;m crnrment dzz:i 1 snpmz‘" t‘w oripnal snnexes, it alse had
reservations regarding ropean Purllament. This
mroposed Lo de:‘i;:trv ¢ annexes in ?iz T AnLrery ¢ zzd i 3'.~ ave the entire drafting of
technical nez;mr:rwfnm to the Commission and an o expert working group nominated by
Mendber S?mef;. i* Was Lﬁ*is that this was a step oo far, as it would effectively give the
Comoussion and 155 expert commitiee a carle dlanche,

g&
e By

The Uk wounld support a solution which respects the aims of the Directive and checks

the powers of the Comumission, preventing it from extending its powers without
formal request. ¥We hope that this will be adopted fn the final texi.

I am confident that negotiations in Health Council on the 15 November will be

concluded in the best wayv to preserve our interests. I will ensure that UK
interventions in the Counecil will be in lipe with these principles and we will seek to
secure the best possible outeoms In light of the position taken by other Mambey
Stutes.
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Hespital Blood Banks

Az you know our concern was that the original draft did not make it clear whether
hospital blood banks were to be included in the Dwective and we have conststently

held and promoted the view that hospital bleod banks should be covered by the Directive
as they store and distribute bloed. However, it would be disproportionate for all of the
provisions of the Directive 1o apply (o hospital blood banks. For example the Partial
Regulatary Impact Assessment m;ﬁws 1t elear that inspections would simply increase the
cost without rmproving standards. The CPA also expressed concern that it was
fogistically tmpracucal.

The UK would support 2 solution which respects the aims ot the Directive, and leaves o
Member States 1o determine the mechanism for ensunng safety and quality standards.

The most important facor is the excinsion of blced hanks regarding inspections and
heensing, We hope that this will be adopied 1o the final text.

Medical aualifications of the “respousible person”

We believe that negohistions mv;., been successiul n loosening the definition, so that 2
three (and not four) vear degree i medical or biological sciences ;‘u‘d two years” practicsl
EXpEriencs is sufficient. We are satisficd that the UK interests have been met.

Technical Anmexes

As the Explanatory Memuorandum dated the 26 February pointed out the Govermnment did
not support the ortgingd drafl annexes, on tﬁe %')tli\%b that they were seen ag baing wo
preseriptive and would be difficult to transiate into regulations,

However, whilst the Government did not support the onginal annexes, it also had
reservations regarding the proposed amendment by the European Parliament, This
proposed w delere the annexes i fimér gutirety and 1o feave the entire drafting of
technical requirements o the Cor mmission and an expert working group nominated by
Member States. It was felt that this was g step too far, a8 it would effectively give the

7

Comrmiasion and s expert commuites a carte blanche,

The UK would support 2 solstion which respects the aims of the Directive and checks
the powers of the Commission, preventing i from extending s powers without
formal request. We hope that this will be adepted in the final text.

i am confident that negotiations in Health Couacil pa the 13 November will be
concluded in the best way fo preserve our interesis. 1 will easure that Uk
interventions in the Council will be in line with these prineiples and we will seek
secure the best possible outcome in lght of the position taken by other Member
States.
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it wounld be helplul i vour Commitiee could clear the proposal on this basis as soon a8
is practicable. -

I am copving this to Lord Brabazon of Tara, Chairman of the House of Lords Serutiny
Committes,

JOHN HUTTON MP
MINISTER OF STATE FOR HEALTH
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it would be helpful if your Committee could clear the proposal on this basis as soon as
is practicable. -

§ am copyving this t Lord Brabason of Tara. Chaivman of the House of Lords Serutiny
Commitiee.

JOHN HUTTON MP
MINISTER OF STATE FOR HEALTH
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