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Safety Step 2:
Safety Step 1: Testing Donation
Screening
Safety Step 3:
Safety Step 9: inventory Hold/ Lookback

Post-Marketing

Plasma pool testing

Surveillance Safety Step 4:
Safety Step 5 & 6: &
m g Manufacturing

Quality Assurance

I GMP
Complete Manufacture I
Safety Step 7:

Safety Step 8:

Quality Assurance
Packaging Guidance
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Plasma derived therapies and
Recombinant therapies;
Manufacturing sites in USA,

Plasma derived therapies.
Manufacturing sites in
Spain and USA

149 Collection centers
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Austria, Belgium, Switzerland,
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75 Collection centers

Plasma derived therapies;
Manufacturing sites in
Germany, USA
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Plasma derived therapies,
Manufacturing sites in

K

H X Italy, USA, Hungary
BlOl(N 22 Collection centers KEDRION 15 Collection centers
Plasma derived therapies and
1 Recombinant therapies;
CSL Beh"ng Manufacturing sites in

USA, Switzerland,
Germany and Australia
86 Collection centers
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Testing donations

NAT testing
Inventory Hold
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Dilution by pooling

Virus inactivation / removal steps
Finished product

From the general public to the patient %
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Causes of death in haemophilia in Sweden — HIV and

HCV excluded

Haemophilia % Control %
Total deaths 100 100
Malignancies 23 23
Hemorrhagic 13 0
Ischaemic heart 17 29
disease
Cardiovascular 7 8

disease
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Haemophilia Society / Steering Group,
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Projected Demand to 2020

® Plasma derived FVIIl demand to
;Dcrease from 3.2 to 4.3 Billion
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Plasma Source ( Mil/L)
* North America 18,803 (57%)

* Europe 7,726 (24%)

® |G demand to increase from 95

¢ Asia/Oceania 5,320

 Latin America 588 (2%)

to 216 tons (16%)
® Current global supply of » Middle East /
plasma for fractionation: Africa

32.7 million litres

291(1%)

70-80% of current global supply from

s Supply requirement will rise to
39 e rhillion litres by 2

- additional 4.9 million litres

remunerated plasmapheresis
018 donors

Estimated total recovered plasma

from VNRD available:
9.3 million litres ( 7 Burnouf, 2012)

World Map of FVIII /capita use for

2012

* WFH Responses for 2012
under 11U/capita

* Countries most likely to
use pd-FVIIi CFC

* For 11U/capita (survival)

+ Additional 200
million IU annually
for the patients
identified

* Additional 2.2
billion IU annually
for all patients

* For Joint integrity and
low dose prophylaxis for
children 8.7billion IU (
3.5 IU/capita)

- 58 million L Plasma (
1501U/L)
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+ Support plasma collection
» Optimize logistics

« Kedrion i34 Z U 7T IR EZ E = |
g—n v R A E oS
THH., 2001 FlTRIZLINT=,

A Z VT TIHEREPED LN TE
D, YFEEFLELT, BLE (B
DR, FIEOEMFE, Vs r— 72
E) — EWhtrF—(REEH,
BTG R E) — mhkt (AR
RBAfETDODI L Pu—Lil)
DENENAKRD, TORNEZEHEL
TBY, AF V7 TR/ FIESH
723X T o MmiE % Kedrion 2352 £
ELTWHENRTHD, Fxid, Z

Health System
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+ Quality programs
+ Technology investment
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+ Time to market
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5.

N D,

Kedrion operation model Best practice to follow

TR
Collecting Coding and

« This model have been developed to
meet Blood System expectations and

Validation
needs

Finished + This model is prepared for all
Transportation Storage Products stakeholders, from donors to pa[jents

Storage
B2 B » This model represents a strong
Acceptance B |4 .ol partnership between Kedrion and

Feadback Planning RO National Health System

B Kedrion services

. Kedrion industrial activities
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