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About Sanquin

» Founded January 1998

« Sanquin is a merger between Central Laboratory of the Red Cross Blood
Transfusion Service (CLB, founded WOII) and the Dutch Red Cross blood
banks

« Sanquin is responsible for supplying blood in The Netherlands
on a not-for-profit basis - donors give blood on a voluntary basis

5 divisions: Blood Bank, Plasma Products, Reagents, Diagnostic Services
& Research



Centrifuging blood results in three layers of
blood companentsin the collection bag:
plasma on top the buffy coat with platelets in
the middle, and red blood cells on the bottom.
This separation makes it possible for three
distinct blood products to ba obtained: plasma,

Hospitals can call on Sanguin's knowledge

and expertise if they encounter problems The hospital checks which types
with respect to blood transfusions and of donor blood the patient may be
immunaology. The patient’s blood is then given. To prevent transfusion
examined in the Sanquin lab. Sanquin also reactions, only compatible blood

Sanguin transports blood products
from the blood bank to hospitals in
refrigerated containers.

Blood donors give 2 half a litre of
blood. Plasma donors give 650 ml of
plasma During the plasmapharasis
process.a machine separates the
blood into cells and plasma The
blood cells go back into the donor's
body through the same tube, whila
the plasma is collected.

Thanks 1o the available
infrastructure and expertise,
Sanquin is well equipped to collect
blood and tissues from a patients
own body. For example, stem cell
transplants are used increasingly
oftento treat various diseases.
Stern cells can be obtained from
umibilical cord blood, for which
Sanquin has assumed the role of
umbifical cord bloed bank.
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Each donor is unique and must
complete a questionnaire.

The potential donor’s blood
pressure and haemeglobin level
are measured to see whether he
or she can give biood.

Each donation is unique and must be
tested The donation is given a unigue
barcode that can always be traced to

platelets and red blood cells.
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the donor.The lab determines the blood

type and the rhasus D-factor, and tasts
the donation for blood-bome diseases,

such as AIDS and hepatitis.

’ Sanquin

Sanquin makes medicinesout of
three quarters of the plasma.
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Sanquin isolates proteins from
plasma on a large scale:

The proteins are used to make
medicines to treat patients.

makes reagents available for laboratory
diagnastics and research, so that hospitals
«can perform tha tests themselves.,

Sanquin can also prapare
madicinason the instructions of
other countries or organisations.
Separate pharmaceutical activities,
such as process validations or
stability and formulation studies,
can also be parformed.

may be administerad to a patient.
The transfusion lab keeps records for
each patient concerning which
blood product was administerad.

The red blood cells go to patients
who havelost alot of blood due to
surgery or an accident. Platelets ara
used mainly for oncology disorders.
And plasma is administarad to
patientswho have lost a significant
amount of blood or had a large
transfusion, and forwhich the clotting
activity must be restored.

Medicines from plasma are used to treat
pecple, for example:
= with haemophilia
= with Immune system disordars
= with autolmmune diseases
« with serfous blood loss, bums or
blood polsoning
= who have sudden attacks of
jpotentially dangerous fluld retention
Plasma products are medicines. The = who must be protected from certain
doctor datarmines which madicine Infections or toxins
Isused in the treatment, and the = who, during pregnancy, must be
phammacy makes the medicines protected from blood breakdown In
avallable. The phammacy keeps thelr unborn child.
records for each patient conceming
which plasma product was used.
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Production of human pharmaceuticals

« Sanquin registrations * Delivery of products to:
» National Marketing Authorisation - EU
procedure: 5 products » Switzerland
» EU- Mutual Recognition Procedure: * Turkey
5 products « Australia
- European Medicines Agency: . US
1 product
proauic « Canada
|  Brazil
* Production for Contract « Indonesia

Manufacturing
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» Traceability of plasma products
» 19983: Dutch Law - batch administration Dutch hospitals for some products
* 1996: HIBC barcode & peel off labels & leaflet: Lot
« 1997: Change of law - Plasma products became human pharmaceuticals
» Registration national, MRP, EMA

« Human pharmaceuticals:
» European Federation of Pharmaceutical Industries and Associations
« 2006: all secondary packing materials: GS1 Datamatrix
» Dutch Symposium 2010: bedside scanning
« EU-directive Falsified Medicine published July 2011
» Meeting with Dutch Hospital Pharmacists Association (NVZA): bedside scanning
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What to do to implement GS1 Datamatrix

« Become a member of GS1

« 2002: company code: 871718583
« 2009: EAN-13 to Dutch cartons

« |dentify Application Identifiers (Al): (01)GTIN (17) EXP (10) Lot
* new Al needed Active Potency: (7004)

» Create a S.O.P. with products and GTIN

* Investigate which packaging materials had to change
« Can packaging machines print datamatrix?

« Distribution department

 Validations

 Training
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Sanquin packaging materials

« All labels were adjusted
« All cartons were adjusted

« Artwork was sent to regulatory authorities
« EMA: great help to get all text on the labels (8 ml vial — 3 languages!)
* MRP: questions about GTIN
» National Authority: no questions

Nonafact 100 IE « Ul/ml

Fofectanta fPuver ris Hors talbung siriss Injok tionsicaung.

Menselijke bloadstoliingsfoc tor IX
Facteur IX decoagulation Rumain

Menschik her Blulgerianungs-fakior IX

plossen in 5 mlwater voor in u- r.roum-:m

Administrer immad iatement

Nonafact 500 IE= UI
GTIN: 8717185832051
O nmidddlijk toedienen .

Sobrtanwenden
48412

o
5 ml dfean pour pré parations njec b
Relkonstitution in 5 m] Wasser r llrxuon:.cur«he

v
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Packaging department
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Distribution department

« SAP Sales module adjusted
* Products with HIBC or Datamatrix (GS1)
» New scanners (camara-based): linear and 2-dimensional
« Computer validation (GAMP)
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Status

» National: week 45 2013 15t product was delivered
« MRP: 3 products: GTIN included on 2
« EMA: 1 product : GTIN included & delivered to NL,FI, B
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Special issues
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Bedside scanning: vial (1)

» One pack with 2 different vials: water for injections and freeze dried product
3 different GTINs: carton, 2 vials

e Size of datamatrix on labels — 2ml, 8ml, 15ml, 50ml, 100 ml, 250 ml, 500 ml

vials
3 FE
: .,
- s 4=
i
£ i ciT
It 8 2E-
1

* New label 2 ml vial

amm
mm aQ 0 q

Tml

A4
- Voor Lm. of s.c. gebruik
a E ® £ GammaQuin 160 g/|
; N X g . g x oplossing voor Injectle
£ ie s g
z - s % 2
T 2 % Z ¥ § = H normaal | globul
- = 6 H’ * Voor gebrulk de bijsluiter lezen
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Bedside scanning vial (2)

Too much regulatory text on vials

Space needed for the GTIN number &
2D-code

Some countries do not allow a turn-
around label

Some countries require 2 peel off labels

E 3
E x >
31 g 2| 8 g o
£ 38| 3 ot 2
iE SIS 1
= u ~ s
§ 52 Ll = 5 E2
=] u 8 = s §%
H = 3 n| 3 £ g3
z Bl O av

CTIN: 8717185833362

48382

Lot © yyhicales0x

EXP ' 22012013
@

Iv.

Nanogam 50 mg/ml
f

l:ﬁﬂmﬁ:ﬂ"&{lm

ihmisen normaali
lmmuno?lobullini
immunglobulin, normalt,

i.!m ul 4

Nanogam 50 mj/ml

oplossing voor infu
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Local Database needed?

« Database Belgium?
» Sanquin products: 2 products with datamatrix
» CAF-DCF: 2 products with datamatrix

« Database Finland?

« How can a distributor add to a local data base.
(Not every one speaks local language)
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A special human pharmaceutical

» Pooled plasma product

» Product is distributed by Blood Banks:
ISBT-128

* NL — 5 barcodes

Unit number

Blood group code
Product code

EXP date

» Pharmaceutical code

« tracebility on “unit number” = serial

number

* Is there a need for datamatrix according

to EU directive FM

* IT problem Blood Banks & hospitals?

L

LI
Omniplasma 'A“' £.952.001.H
Omaiphsna £5- 70 mp'

roteines
Oﬁossln, veer infusie. Een zak bevat 200 mi, Rewarer in de wrikzer e beschermd 1 icht, © 5 -19° €.
zoo n! lemun s u | humane phsm-emimn Onnhukl prodict moet wardes vermieligi. Geneesmiddel op

Cerrakyaanmije ng raewiceung vllm
"Iﬂ Gl,("
Odma wor isfusie.
Vour wr,-t de bphm lucn
Intrreeneys gebeaik. Bu

hm heuden. G&n.k 'nf m:um h

A+EZLB4WQ03080D
traeze! i of reerslag vertoran Na ontdsoien Lok £ EXP:
kan Omaplasma, vear gebruic, 10 24 wir bewaard
worden bej +2-3°C, of 8 wur bij kamertermperataur
(+20-25°C).

e
"l‘ma \v.d!";:’l' RVG 25407

§O”nnio asma Hoedgrees A

Lot No Tk |

Omniplasma Bleedgroep A
Lot o JTaienr,

2
d
k)
3
8

DULL
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More countries on one pack

« EMA- registration: Cinryze (Sanquin = manufacter & distributor)

CINRYZE®

» Two countries one pack: UK & Germany
« Two countries one pack: Finland & The Netherlands

* Vnr code and GTIN code: do we need to add Vnr as (Al)
Only one datamatrix on carton

Will Dutch customers be able to handle the Al: Vnr-code

Cinryze 500 eenheden poeder en opl

plossing voor injectie

C1 remmer (humaan}
Cinryze 500 yksikkoa, injektiokuiva-aine ja livotin, livosta varten
(Ihmisen) C1-inhibiittori
Cinryze 500 enheter pulver och vitska till injektionsvatska, l6sning
C1-hdmmare (human)

Nederland
:)ls rcuml

JL Cﬁhxﬂmsl erdam

Nederland

060147"020687

Suomi/Finland
Markkinoija’Marknadsforare:
Sanquin Oy

F-02600 Espoo'Esho
SuomiFinland

Vnr 058254

058254

BATCH/Erd/Sats:

EXP/Kayt. vilm./
Utg.dal.:

GTIN: 5060147020687

yyMddH370X
012015
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Medical devices

» Medical devices in an administration kit
delivered together with a
pharmaceutrical product

» composed according to article 12 of the
directive medical devices 93/42/EEC.

* No CE logo

» Medical devices in a pharmaceutical
pack

« Serialisation needed in the future???

« SAP: Display batch - Where used list
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Complaints of customers

 Dutch hospital: cannot read datamatrix

Sales manager upset
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Status Serialisation

 All machines can print a serial number

» Do we need to print serial numbers (20
characters) on the product carton ?

« SAP and production machines are not
linked — project starts end 2014
» How do we cope with GTIN on vials
« 3 GTIN per product!

« Datamatrix is printed on the site of
cartons — aggregation problem?

» Not a lot of space on top of the small
cartons (34 x 34 mm)
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Special thanks..

» Sarine Pielaat, AIDC expert GS1 the Netherlands

« Helen Stuart, Process Engineer Sanquin Plasma Products
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