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. Explanatory Mem'orandumi}.

In November 1997, the Commission presented to "Council the Proposal for a Council
Recommendation on the Suitability of blood and plasma donors and the screening of donated
blood in the European Community (COM(97) 605 final). Given the attention that has been given
by the European Parliament to blood safety and self-sufﬁcrency in_the Community, the
Commtssron proposed that it be.consulted. ' : :

In its November 18 1997 letter the Council consulted the European Parliament.A :

On 15 January 1998, the Pre51dent of the Parllament announced that he had referred the proposal’\

to the Committee of the Environment, Public Health and Consumer Protectron

On 18 March, the Commtttee considered the Commiission proposal and the rapporteur S draft"

report and adopted the draft leglslatlve resolutlon The report was tabled on 19 March.

N el .
. .

"~ On 2 April, the European Parllament approved the Comm1551on proposal as amended and o
- adopted the legtslattve resolut|on _ : » : .

~ The Commtssmn has accepted fully or in part 16 of the Parhament s 29 amendments and rejected .
Y Two d1d not affect the ongmal Engllsh versron L - .




Commission proposal
COM(97) 605 final

THE COUNCIL OF THE EUROPEAN UNION

Havmg regard to the Treaty establishing the European
Community, and in particular Article 129 thereof;

. Having regard to the proposal from the Commission';
Having regard to the opmlon of the European Parliament?,

. Whereas it accordance with point (o) of Article 3 of the
Treaty Community action must ‘include a contribution
towards the attamment of a high level of health protection;

2.. Whereas the Commission’s Communication on Blood
Safety and Self-sufficiency in the European: Community’ of

December: 1994 identified the need for a blood strategy in .
order to reinforce confidence in the safety of the blood -

transfusion chain and promote Community self-sufficiency; "

3.  Whereas Council in its Resolution of 2 June [995* in
response to the Commission’s Communication, invited it to
submit appropriate proposals - in the ' framework of
development of a blood strategy; . :

4. Whereas Council in its Resolution of 12 November
1996° on a strategy towards blood safety and self-sufficiericy.
in the European. Community invited the Commission to
_submit proposals as a matter of urgency with the view to
encouraging the development of a co-ordinated approach to
the safety of blood and blood products

"5, Whereas the European Parliament in its resolutions on
blood safety and self-sufficiency through voluntary unpaid
donations in the European Community® ” ® ® has stressed the
importance of ensuring the highest level of safety in the
selection of donors and the testing of donations and has
reiterated its continued support fqr the objective of
Community self-sufficiency; :

6. Whereas Council Directive 89/381/EEC' extended the
scope of pharmaceutical legislation to guarantee the quality,
safety, and efficacy of proprietary industrially prepared

medicinal products derived from human blood or human -

plasma; whereas it does not apply to whole blood, to plasma
or to blood cells of human ongm
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7. Whereas therapeutlc use of blood and medicinal products
“derived from’ human ‘blood and plasma- contriblites
" significantly to saving lives and yiélds considerable benefits.

for those suffering from long term blood disorders; whereas,

however, in spite- of their significant therapeutic value,

blood, blood components, and blood and plasma derivatives-

have the potential to transmit mfectlous diseases;

8. Whereas the availability- of blood and plasma used for
therapeutic " purposes 'and as startmg material for. the
” manufacture of medicinal products is dependent -on the
willingness and generosity. of Commumty citizens who are
prepared to donate;

9. Whereas donatxons should be voluntary and unpald

10. Whereas in respect of blood or plasma as a starting -
material for ‘the manufacture of proprietary - medicinal
products, Article 3 of Council Directive 89/381/EEC refers to
measures: covered by the .modification, as to testing
requirements, referred to’in Article 6 of. that Directive, to be
‘taken by Member - States to prevent the transmission of
infectious -diseases, comprising’ the application. of the
monographs of the European Pharmacopoeia and the
recommendations of the Council of Europe-and the World-
Health Organization as regards in partlcular the selection and
- testing of blood and plasma donors; to promote Community
self-sufficiency in human blood or human plasma; and to
encourage voluntary unpald donations of blood and plasma

. Whereas it is not always possible to know at the time of
_ whole blood or plasma collection which donation may be
. used for further manufacture rather than used in transfusion;

“ 12. Whereas all blood and plasma used- for. therapeutxc
" purposes, whether for transfusion or for further manufacture

" into industrially-prepared medicinal products, should be

* obtained from individuals whose health status is such as to
ensure that transmission of disease does not take place, and
" that each .and every- blood donation should be tested in
- accordance with rules which provide assurances that all,
.necessary measures have ‘been taken to safeguard the health
of Community citizens who are the rec1p1ents of blood and
iblood products '

" 13.- Whereas glven that the blood transfusion systems in the
Member States of the European Community exist to serve its
citizens, it is necéssary to secure their conﬂdence in the safety
of these systems; :

14. Whereas disparities in policies and practices among the

Member States regarding the selection of donors and ‘the
“screening of donations within the Community are such asto

undermine confidence among its citizens as well as blood

transfusion services in the safety of the blood and blood
- ‘products and hinder the achievement of self-sufficiency;

15. Whereas the goal  of Community self-sufficiency -can
.only be achieved through co-operation among the Member
States in order to overcome such disparities and build mutuat
confidence in all’ aspects of safety of the blood transfusmn
. chain; v

. ,_taken to safeguard th ¢ _
-who are the recipients of blood and blood products;

12. Whereas all blood and- plasma used for

therapeutic purposes, whether for transfusion or for
further manufacture into industrially-prepared
medicinal products, should be -obtained from -
individuals whose health status is such as to minimise.’

-the risk of infectious agents being transmitted by

blood; whereas each and every blood donation should
be tested in a accordance with rules which provide
assurances that all fpecessary measures have been -
fie health of Community citizens
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16. Whereas the suitability of an individual to donate blood
and plasma is an essential component in contributing to the -
safety of blood and blood products and to the goal of self-
sufﬁcxency,

17. Whereas it is essential that all measures be taken to
safeguard the health of those who' provide their blood and
plasma and to minimise the hazard of transmission of
infectious diseases by blood or blood products;

18. Whelfeas uniformity and consistency ’throughonit the
Community in-the acceptance of donors, the screening of
donations and the recording of relevant data will help to
contribute to the achievement of self-sufficiency and to
increasing confidence in the safety of blood and plasma
donations and the transfusion process; whereas in order to
bring about such’ uniformity and consistency, and build
confidence, measures are required at Community level,

19. Whereas measures at Community level should take into
account existing guidelines, recommendations and standards
* in the area of blood at both national and international levels;

20. Whereas in accordance with the principle of subsidiarity, -
any new measure taken in an area which does not fall within

- the exclusive competence of the Community, such as donor

suitability and testing of donations, may be taken up by the

Community only if, by reason of the scale or effects of the.
' proposed action, the objectives of the proposed action can be

better-achieved by the Community than by Member States;
Whereas commonly agreed requirements on donor
suitability and testing of donations need, therefore, to be

introduced in order to contribute to the safety of donated

"blood and plasma and the health protection of donors and to

permit-confidence in safety of the transfusion chain among

citizens, especially as they move about in the Community, -
and to contribute to the attainment of Community self-

sufficiency as provided for in Community legislation;

21. Whereas in -accordance with the principle of
proportionality, the means to be deployed at Community level
for promoting sound practices and consistency throughout the
Community in the suitability of blood and plasma donors and
- the screening of donated blood must be in propomon to the
objective pursued, :

22. Whereas recommendations by the Council, pursuant to
Article 129 of the EC Treaty, are the appropriate means for
doing so at Community level; whereas such recommendations
must be congruent with the prowsxons of Directive
- 89/381/EEC;

23. Whereas recommendations on donor suitability and
testing requirements form part of a strategy to enhance safety
of the blood transfusion chain, the other elements of which
include the inspection and accreditation of blood collection
. establishments, requirements related to quality assurance of
the processes involved, the optimal use of blood and blood
products, haemovigilance, and public awareness

24. Whereas it is necessary that the best possnble scientific
advice is available to the Community in relation to the safety



of blood and blood products

b " 25. Whereas Directive 95/46/EC'" on the protection of
[ . individuals with regard-to- the processing of personal data
R and the free. movement of such data lays down special . T B

requirements for the processin_g of dala concémin_g health;' ) _ . )

4 S S R 25a Whereas it has been recognised that, although . -

o ) . o ) ' -+ still theoretical, there may be a risk of nvCID being -
o ~ transmitted by blood and blood products; whereas it

: is “necessary to - take approprlate precautxonary:
o measuresz S S :

_ " HEREBY RECOMMENDS.THAT

I. DEFINITIONS

For the purpose of this Recommendation,” Member Statés
. assign to the terms listed in Annex l the meamng given'to
them therein;,

2. PROVISION  OF INFQRMATION TO
PROSPECTIVEDONORS -~ - 2

- Member States prowde to all prospc.uuvc donors of blood
‘or plasma D : .

BT gt e o e eal a wmam o

1 2.1 For donor awareness

5 S, Accurate but generally understandable éducational

¥ o materials about the essential nature of blood; the products . . . o .

- derived from it, and the important benef ts. to patlents of A ST o .
blood and plasma donatlons . ‘ ' o . o

b The reasons for requlrmg a medlcal history, physncal . , ) . : o
-examination, and the testing of donations; information: on e ' o S B
- the risk of infectious diseases that may be transmlttcd by - )
* blood and blood products; - the signs and ' symptoms of

AIDS, and the significance of ‘informed consent’,. self-

'deferral and temporary and permanent deferral; ‘

At p e Iy

&
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N

i . The reasons why they should not donate whlch may
A be detrimental to their own health; '

‘ ' ‘ " d. The reasons why they should not “donate which put o )
, .fecipients at risk, such as‘ unsafe’ sexual - bchavmur. mv..

» . /AIDS, hepautls drug addlctlon and the use and abus«. of.

g ' dru&s

€. The opuon of changmg thclr mind about donatmg, _
prior to proceeding - further wnhout ahy_ un_due-
embarrassment or discomfort; '

! ' f Intormatlon on the possibility of wnhdrawml> -or
self- deferrmg atany t|me during the donatlon process

g. The opportumty to ask questlons at any time; - ¢ L : -t

i ‘»h. The undertakmgthat if test results shows evndenceof_
.my pathology, they . wnll be conlacted by the - blood
L,olh.cuon "entre B :

00, No 1281, 23.01.95, p31
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i. Specific information on the nature of the procedures
involved in the donation process and associated risks for
those willing to participate in apheresis programmes,
whether for plasma or cellular components

22 Conﬁdentlallty

a. The measures taken to-énsure the conﬁdentlallty of:

any health-related information provided to.the authorised'

" health personnel, the results of the tests on their donations, as
well as any future traceability of théir donation;

_b. The assurance that all interviews with prospéctive
donors are carried out in private; .
c. The option of requesting the medical staff of the
blood collection centre not to use his / her donation.

3. INFORMATION ' REQUIRED FROM
PROSPECTIVE DONORS

"Member States ensure that, upon agreement of a
willingness to proceed to donate blood or plasma, all

‘prospective donors (whether first time, new, repeat or

regular) provide to the _blood and plasma collection o

establishment:
3.11dentification

ldentiﬁcation - supported by valid official
documentation providing name (ﬁrst and surname), address,
and date of birth. ‘

3.2 Health history

a. Information on their health and medical history

including any relevant social and behavioural characteristics
that may assist in identifying and screening out persons.whose
donation could present a higher risk of transmitting infections
as well as those who could have contracted a recent infection
that may not yet be detectable in the screening tests;

b. Answers to questions about their health and medical

history by way of a wriften questionnaire and a personal

interview with a trained health care staff member which
should address the elements and risk- behaviours listed in
Annex 2: o .

c. Their signature and that of the health care. staff
 member conducting the interviews on the donor
‘questionnaire acknowledging that the educational materials
provided have been read and:understood, the opportunity to
ask questions has been presented and satlsfactory responses
have been recelved :

3.3 Informed consent

a. Their informed consent in writing that they wish to
proceed with the donation process;

b. .The prospective donor’s agreement that if their blood
or plasma donation becomes excess to the needs of their
own Member State, it may be shared with another Member
‘State of the Community that is in need ; -

a. Information on their health and medical history
including "any relevant social -and . behavioural .
characteristics that may “assist in identifying and -
screening out persons whose donation could present a -
risk of transmitting infections as well as those who

-could have contracted a recent infection that may not

yet be detectable in the screening tests;
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. 4. REGISTRATION OF DONOR

" Member States, in order to facilitate future verification of

' grepeat and regular donors, future tracing ‘of donations, and
.future exchanges of mformatron establish ' a mutually
. compatrble donor tdentlﬁcanon / reglstratlon system to:

4'1Donoi"centre identificatiom , cN

a. Perrmt every donatron centre in each Mémber State to.

" 'be uniquely identified, by - communicating to all' other .

Member States and to the Commission a list of centres and
their identification. .comprising the country code and a sultable
combmatron of. Ietters and numbers at thelr dlscretlon

4 2Donor |dent|t‘ieat|on and reglstry

a. Requrre that all relevant mformatlon regarding the
identification of prospective donors. ‘be recorded in- an

. b. Provide for the keeping of records on donors and

prospective donors in such a way. as to ensure umque

. Allow for the mclusron of mformatron related to

Member States, in * order to ensure the surtabrlrty of
mdrvrduals to be accepted as donors of blood and plasma

5 1 Sultabllltyvcrlterla for the aeeeptance ol' whole blood
and apheresxs plasma donors

. a. -Ensure that general crlterla for the acceptance of
blood’ and plasma donors are clearly spelt out in _every
donation ‘centre and that clear ‘messages are presented to
donors as to the importance of their willingness to donate

but also the importance of the acceptance criteria;

b. Ensure that the responses given to the issues raised in

the written questionnaire and / or the personal interview, as
presented in Annex 2, provide the necessary confidence that

reclprent of the products derrved from that donatron'

Te Ensure that the prospective donor meets thé phy51cal

requirements criteria contained in "Annex 3 in order that there

Member States, in' order to facilitate future
verification of repeat and régular donors, future tracmg :
of donations, and’ future exchanges of mformatxon

_establish a mutually compat:ble donor identification T

regrstratton system, takmLﬁJlly into account those
lready exrstmg tor o P

‘a. Permit every donatlon centre in each. Member '
State to be ‘uniquely identified, by communicating to

all other Member States and-to the Commission a list _ '
_of centres and their- identification comprising the

! _country code and a suitable.combination of letters and’ g
~ numbers at their discretion, while taking fully mto ‘

. automated or manual system for new and first time donors
" and be venﬁed pnor to’ each donatlon for repeat and regular
‘donors; : »

identification, protect’ the identity: of the donor | from< . :
unauthorised access to conﬁdentlal mfomtatlon, but faclhtate :
future traceabrllty of any donation; B

- adverse donor reaction to the donatron, reasons for preventmg .
_an mdrvrdual from. donatmg, whether on a temporary or
_permanent basrs wlule ensurmg conﬁdentnahty

s DONOR SUITABILITY '

. the donation will not -adversely affect the health of a future -

account those systems already exrstlnjgz

are no detrimental effects to his/ her own health as the result o

- ‘of the donation;

d.- Ensure that the prospectlve -donor’ s su1tab1hty is

determmed at each donatlon sessron




.¢. Prohibit or phase out the practlce of using
replacement donors

f. Requlre ‘the responsrble phys:cxan to. gzve his / her

- written authorisation as’to the final determination of the .
suitability of -a. prospectlve donor, when this may be

-questlonable
6 DONOR INELIGIBILITY

Member States,, in order to ensure that the prospective donors

‘do not cause harm to their oWn health. nor that their donation -

present a nsk of transmission of mfectious discases:

-

6.1 Deferial crlterla for whole blood and apheresrs plasma

donors o

.. Ensure those who may show evidence of one of the _

' characteristics listed in Annexes 4 and 5 should be rendered

either permanently or temporarily mehglble to donate blood

and plasma;

B Ensure that appropr:ate provisions are in place in the
donatron centre for- counselling,
’ prospectwe donors who are deferred

- 6.2 Deferral reglsters

.. Mamtam a record of any prospectwe donor deferral,

as appropriate, to

whether permanent or: temporary, .including -the reasons_‘ '

- why, L. - .. ~

b. Ensure that such donor deferral registers are set up

" so as to fully respect data confidentiality requirements-but-

be available for consultation by authorised personnel of the .-

blood collection establishment or approprlate authorities °

when matters of safety are coneemed

o
’

7. DATA PROTECTION

Member States, in order to ensure the conﬁdentlallty of
sensmve medical mformatlon about prospective donors:

. a, Ensure that measures are in place for prospective
donor ldentlﬁcatlon and accurate data verification;

b. Ensure that data security measures are in place ‘as
. well as safeguards against unauthorised data additions,

deletions or . modifications to donor files or deferral‘

reglsters and transfer of mformatlon, :

<. Ensure that procedures are in- place to resolve data
dlscrepancles ’ »

- deferral are based o

" ¢. Ensure that epidemiological data on viral markers

are regularly collected, analysed and verified using'
common definitions, and criteria that are comparable

~ throughout - the Community, ‘and that they remam
. vigilant for the emejence of new markers, _

d. Ensure that cnteua on the nature and duration of
the results of sound scientific
evidence, which will have to be promoted, and that
the precautionary principle should prevall when that
evidence is not avarlable : :

“a. Ensure that measures are in place for prospective

donor identification and accurate data verification by
means of a unique codmg system




— d. Prevent - the unauthorised disclosure of such
information, while ensuring the traceability of donations;

e. Pay parttcular attention to compliance with the
requirements of Directive 95/46/EC in particular its Article
8, when processing data related to blood and plasma donors.

8. VOLUMES COLLECTED 'FOR SAFETY OF.

DONOR-. -

To protect-the health of the donor Member States:

a. Adhere to the maximum volumes of blood and
" plasma collected at a single donation and over al2 month
period presented in Annex 6;

b. Adhere to the minimum time intervals between

‘donations as presented in Annex 6;

‘¢. ‘Ensure that medical attention is avallable to the donor in
the event of an adverse event related to.the donatlon

9. -TESTING SAMPLES OF DONATED BLOOD

Member States, in order to ensure the safety of all blood

. and plasma donations:

a. Ensure that a sample of all donations whether
_intended for transfusion purposes or for further
r'nanufacturing into industrially prepared medicinal products

is tested for diseases transmrssxble by blood using llcensed

screening tests to eliminate units that are repeat reactive;

" b. Ensure that - all blood donations be found non-
reactive for the transmrssnble disease markers llsted in
(Annex7 ‘

c. Requlre re-testing of the blood samples found to be
. Feactive in an initial screening test in accordance- w1th the
general algorithm set out in Annex'8;’

10.- ADDITIONAL MEASURES

%

o a Member States take the necessary steps for -the.

. dtssemmatlon of “this recommendation. to all parties

~ concerned, and in pamcular to blood establishments i in their ..
territory; . i v .

b.- Member. States take 'all necessary . measures to
encourage the voluntary and unpaid donatlon of blood or+’

plasma;

b, Ensure that all blood and-plasma donations be
found non-reactive_in_approved screening tests for -
the transmrssrble dlsease markers llsted in Annex 7;

c.” Member_ States  take appropriate measures to
minimise any hazard that might arise that is relevant
to_the possible transmission of nvCJD via blood

_ -components and manufactured plasma-derivatives;:

2, d. Member States take the necessary steps to collect, -

~ analyse, - publish and update epidemiological -data

using _common _definitions, and criteria that -arc

: comparable througho tthe Commumty




INVITES THE COMMISSION

" To report on the application of these recommendations and
keep the matters covered therein under review in order to take
the necessary steps for revision and updating.

Done at Brussels o For the Council
The President
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~ ANNEX1
Common Terminology

Blood . Whole blood collected from a single donor and
processed either for transfusion or further manufacturing -

- Blood pror!uct Any therapeutic product derived ‘from
human whole blood or plasma donations.

" Blood component ) : Therapeutlc components of
blood (red cells, white cells, plasma, platelets) that can be
. prepared by centrifugation, filtration, and freezmg using
convent1onal blood bank methodology. .

Plasma derlvatlve - Highly purlﬁed human plasma
protein  prepared  under - licensed  pharmaceutical -
" manufacturing conditions . - ‘

Cell-derivative = . . A therapeutic product derived from
a blood component (as derived - from leukocytes -
interferon, cytokines - or from outdated erythrocytes -
haemoglobin solutlon)

Donor

First time donor Someone who has never donated

either blood or plasma. ’

Deferred donor Someone who, for protection of their own -
health or that of potential- recipients of blood products

prepared from His / her donation, is not permitted. to g1ve‘
blood or plasma -

" Lapsed donor * Someone who routmely had
donated blood or. plasma (regular donor) and has stopped
presenting himself / herself to donate. :

New donor Someone who has not donated
blood or plasma within the last year or is not listed in the
local donor registry. )
‘Prospective donor Someone who presents himself

/ herself at a blood or plasma collection establishment and
states his: / her wish to give blood or plasma

Repeat donor : Someone who has donated

before-and within the last year in the same donation centre.
Regular donor - Someone who routinely donates

. their blood or plasma at the permissible time intérvals.

Re—placement’donor " Donors recruited by patlents to
enable them to undergo-elective surgery. .

Medicinal product derived from blood o or plasma
Same meamng as in Directive 89/381/EEC
‘Suitability ©  © Process by which an acceptance
decision of a prospective blood or plasma donor can be made. -
Personal data  Any information relating to an identified
or identifiable natura! person who can be identified, directly
or indirectly, in particular by-reference to an identification
number or to- one or more factors to his physical,
“physiological, mental, economic, cultural or social |dent|ty
(Directive 95/46/EC) :

- Voluntary, unpaid blood donation
i Same meaning as in Directive 89/38I/EEC



ANNEX 2

Common Elements to be Covered in a Donor
-Questionnaire

. lndlcatlon that the questionnaire is to be completed
signed and dated’

s General health of the donor

Whether prospective donor

¢ has recently consulted a doctor

is taking any medication

has haemophilia or related blood clotting disorders

e participates in hazardous sports (e.g. motor racing)

¢ ‘undertakes employment that might cause problems
within 24 hours after blood donation

e is pregnant or has dehvered a chlld now under 1 year
(for women)

e has received growth hormone or pituitary extract -
treatment . '
¢ has received a blood transfusion

¢ has had a corneal or dura mater transplant

e has undergone tattooing, acupuncture, body piercing by
someone other than qualified and / or licensed professional
e has been in recent contact (<3 weeks) wnth contagious
infections, chicken pox, measles

o has recently received a vaccmatlon(poho tetanus,
holiday vaccinations)

e has recently (<5 days) ingested aspirin (or other pain

kitlers) . . :
‘e is. workmg as aprostltute ‘ s has sexual behaviour that places them at rlsk of
transmitting infectious dlseases :
e isHIV posmve . . ‘
o has a spouse who is HIV positive - . hasa-spousts—H-l-\Lpoum
* hasa family history of Creutzfeldt-Jacob disease (CJD) :
o self-injects drugs
Whether prospective donor has / had
Brucellosis
Epilepsy - - C
Hepatitis - ’ o : T
Jaundice ' N )‘
- Major surgery/senous 1IIness ) o
Malaria . :
Whether prospective donor has travelled Whether prospective donor has travelled
e Outside Western Europe & North America ¢ outside the European Community (md1v1dual
_ : countries may be specified)

Whether prospective donor has / had .
. » Sexual behaviour that places them at risk of
transmitting infectious diseases :
»  Sexual * "activity. outside the European
Community (individual countnes may be

s Men who have sex with other men .

" e Sexual activity in Africa’

, ' . o specified) ,
e Sexual activity in countries other than those in Africa: = ¢ Sexual-activity—in—countries—other—than-those
(to specify country) _ ) in-Africar-e-specify-countng ' .

e Self-exclusion option

. : . |
" The questionnaire has to be given and completed at every visit.
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'ANNEX3 .

Common Acceptance Criteria for Blood and Plasma
' Donors '

Age- )

Blood and i)lasma donors should be. 18.- 65 years of age, -

Acceptance of first time -donors age 60 - 65 is at the
discretion of the responsible physician. Repeat donors may
-continue tg donate after the age of 65 with the penmssnon of
the responsible physmlan given annually.

For whole'blood, donors aged.17, and not legally classmed

as minors, may be accepted; otherwise written consent
should be required accordmg to appllcable law

Body welght

. Donors weighing no less than 50 kg may donate who[e
blood or plasma :

Blood pressure

~The systolic blood pressure should not exceed 180 mm of

mercury and the diastolic pressure should not exceed 100
mm of mercury.. :

Pulse :

The pulse should be regular and between 50 - 110 beats per
minute, Those prospectivé donors who undergo intensive
sport training and have a pulse rate lower than 50 beats per
minute may be accepted ' Cos

- Haemoglobin :
The haemoglobin concentration should be determmed prior
to donation and shall be no less than 12.5 g/100 ml for
females and 13.5 g/100 ml for males (or equivalent values
expressed in'mmol / 1). For apheresis plasma donors, the
‘minimum  shall be 125 g/lOO ml for both males and
females. -

Haematocrlt ,
The packed cell volume (haematocnt) should be detenmned

- . prior to donation and shall be no'less than 38% for females
and 40% Tor males. For apheresis_ plasma donors the .

mmlmum shall be 38%.

Donation interval -

For whole blood, ‘the time interval between donations

. should be greater than 8 weeks.
For apheresis plasma, this interval should not be less than
72 hours. . : :

Donation frequency
For whole blood, the maximum number of times allowable

-~ for donations should be 6 / year for men, 4 / year for women

‘and 3 / year for pre-menopausal donors. |

. For apheresis plasma, the maximum donat|on frequency '

should be twu:e per week

13

: Haematocrlt e

Where the haemoglobin concentration has not been
determined, the packed’ cell volume (haematocrit)
should be determined prior to donation and shall be

-no less than 38% for females and 40% for males For °

apheresis plasma donors; the minimum shall be 38%.



ANNEX 4

Common Deferral Criteria for Blood and Plasma
Donors ‘ o
(For protection of donor)

1. Permanent deferral

Prospective donors with any or a history of any of the
following should be declared permanently ineligible to
donate blood or plasma for theé protection of their own
health: ’ ' '

. Auto-immime diseases

e Cardiovascular diseases :

s Central nervous system diseases ;

o Malignant diseases.

 Abnormal bleeding tendency

¢ Fainting spells (sy'ncoPe) or convulsions

Permanent deferral in cases where prospective donors have
or have had a severe or chronic. gastrointestinal,
haematological, metabolic, respiratory, or renal disease, not
" included in the preceding categories, should be determined
by a qualified - physician in the blood collection
establishment, '

2. Temporary deferral

Ineligible for 1 year
e Abortion '

* Pregnaricy (after delivery)
'NOTE: Additional reasons may exist for the temporary
deferral of a donor for the protection of their own health. A

decision as.to length of time is at the discretion of a qualified
physician in the blood collection establishment.

4.



‘ ANNEXS

-

Common Deferral Cnterna for Blood and Plasma :

. Donors .
- (For protection of recipient)

1. Permani‘eii_t deferral

Prospective donors with any, or a history of any, of the
* following should be declared permanently ineligible to
donate_ blood or plasma for the protectlon of potentlal
rec1p1ents : : -

- Auto-immune diseases

- from
Babesxosw
* Brucellosis
. Creutzfeldt Jacob disease (CJD) (persons in whoso
fam1ly this has occurred)
‘ -‘Hepatltls B (HBsAg conﬁrmed posmve)
" Hepatitis C ) .
Hepatitis, infectious (of unexplamed aetlology)
. HIV/AIDS :
~ HTLVI/I
Leprosy
-, Kala Azar (lelshmamasxs)
Q fever . )
"Syphilis . o
Trypanosoma cru21 (Chagas dlsease)

- e Mahgnant dlseases ™

'Alcohohc chronic :
Cornea / dura mater transplantahon recxplent
Intravenous (IV) drug use ‘

Males who have sex with other males

' hormone) recipient
Prostltutes (male and female)

2 Temporary deferral

ProSpectiVe donors with ahy of tlxe following conditions
~ should~be declared ineligible to donate blood or plasma

' temporanly The time- mterval for deferral varies accordmg

to the condition.

21 In‘cligible for 3 )lears'
s Tuberculosis (after recovery)

o‘ Infeotzous dlseases- persons suffermg or havmg sufferud' :

Pltultary hormone of human - orlgm (eg growth .



e

2.2 ' Ineligible for 1 year

- Accidental exposure to blood or blood contammatcd
instruments
‘Acupuncture (if not performed by a qualified physician)
Blood transfusion recipient
Body piercing
Drug allergy (after last exposure)
Tattoo
Toxoplaémosis‘(aﬁer recovery) ,
Individuals who have had sexual relations with someone
infected or at increased risk of infection with HBV, HCV,
HIV. : : - ~ o

23 lnehg:ble for6 months
. Mononucleos1s infectiosa (after recovery)
e Surgery, major

2.4 lnelrgxble for4weeks :
« Following admmxstratlon of live - attenuated viral
vaccines

25 Inehglble for 48 hours

“ ». Following administration of killed / mactlvated viral /
bacterial and rickettsial vaccines

* Following administration of vaccines (desensmsmg)

o o Rabiesvaccine (prophylactlc admlmstratlon)

52 6 Inehgrble (time frame varlable)
‘Hepatitis A
' Malaria (does not apply to plasmapheresns donors)
Prescribed medicines '

Tropical diseases (other)

NOTE: Additional reasons may exist for the temporary
'defen'al of a donor for the protection of the recipient. A
decision as to length of time is at the discretion of a qualified -
phys:cran in the blood collectlon establlshment '

16
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ANNEX 6

‘Common Volumes to be collected
~ and time intervals -
for whole blood and plasma donations

Whole Blood
Maximum Volume. per donation - 500 ml
" - per consecutive 12 month period
' ) -3 litres’
Minimum time interval between donations 8 weeks.

Maximum number of donationé per 12 month period
- o 6 (males) :
: > 4 (females)

(3 for pre-mehopausé"liwomen) -

Automated plasmapheresis
Maximum Volume per donation o
' Volume Collected -

.. Donor Weight A
o S ' (excluding anticoagulant)
50-67kg . - 625ml- .
68-79 kg © . 750ml -
80kg or.more 800 ml‘ .
Minimium time interval between donations 72 hours

Maximum number' of donations per 7 day period . ' 2

7
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ANNEX 7
Cémmog Testing Reﬁuirements for all Blood -

. .Samples
whether a whole blood or plasma donation

For all blood and plasma donations
" Antibodies to the Hepatitis C virus Anti-HCV

Antibodies to the human immunodeficiency virus 1
Anti-HIV 1

~ Antibbdies to the human in':muuodeﬁciency virus 2 »
" Anti-HIV 2

Surface antigen of Hepatitis B . HBsAg

In addition , .
~ For all, excluding plasmapheresis intended o‘nly' for
. . fractionation. o . S ‘
i ABOgroup
l_ih type

. Malaria . for travellers to endemic areas

" Treponema paltidum (syphilis)

18
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ANNEX 8

_ Comimon Algonthm for
Interpretatmn of reactive results in screening tests in relation to
clinical use of donation and"
Reactlve results in supplementary / confirmation tests
- in relatmn to donor deferral

Blood sample, ‘ ) . B
1x screening test | : o ‘ _ . negative donor and
; e e e b e ] donation cleared

: \/v
screening test

"~ reactive/doubtful -~

2 repeats of the same fest Kt — — v [~ ’

écreenmg test ' screening test screening test_"“ screening test | | o

) ENE N PR TS N A

eliminate unit

—anT—
| donor cleared [

i
i

.2 mpééts of the 'screening test from another manufacturer

[ all tests negatwe | ) . - one of tes s_dqubtml or.positive A [

[ donor gfeared |

in case of positive/doubtful or . . e

lackirig result, plasma processing [~ i | o s

| establishment to be informed about |1~~~ |-
previous donations within 7 days |~

2nd blood sample

l .dlfferent. _s\cfeening testé I
N -
. l . doubtmul- I
ex‘cludeﬁnformdonor J : I gxcludehnformdonor l .
N I
- look back | e | turther clanncation |
A : T : T :

I a"tes;mmatme ) " o[ Test positive |

! | donor cleared




FINANCIAL STATEMENT

PROPOSAL FOR A COUNCIL RECOMMENDATION
ON THE SUITABILITY OF BLOOD AND PLASMA
DONORS AND THE SCREENING OF DONATED
BLOOD IN THE EUROPEAN COMMUNITY"

' The proposal for a draft Recommendation on the suitability of blood and plasma donors and the
screening of donated blood in the European Community has no financial impact either on the
operational budget or on any human or adlpinisuative expenses.
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. IMPACT ASSESSMENT FORM ON
~ COMPETITIVENESS AND EMPLOYMENT

- PROPOSALFOR A COUNCIL RECOMMENDATION .

- ON THE SUITABILITY OF BLOOD AND PLASMA - = . -

DONORS AND THE SCREENING OF DONATED . A
BLOOD IN THE EUROPEAN COMMUNITY .

The proposal for a draft Recommendation on the SUItablllty of blood and plasma donors and the _
“screening of donated blood in the European Community has no 1mpact on competitiveness and

employment
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