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BACKGROUND

WHO urges establishment of sustainable blood and plasma programmes to achieve
self-sufficiency of plasma-derived medicinal products, namely immunoglobulins and
coagulation factors, which are needed to prevent and treat a variety of serious
conditions that occur worldwide

Accessibility to safe treatment products remains a challenge which undermines
both safety and quality of life of these patients.

Many Low Middle Income Countries (LMICs) have advanced national blood
transfusion services (or at least one national blood transfusion center) capable of
collection, processing and testing of blood components

There is significant waste of FFP due to limited clinical transfusions in LMIC

Burnouf, T. and J. Seghatchian, "Go no Go" in plasma fractionation in the
world's emerging economies: still a question asked 70 years dfter the COI[
process was developed! Transfus Apher Sci, 2014. 51(2): p. 113-9. N




MINI POOL PLASMA
FRACTIONATION

Enabling National Blood Establishments to
produce safe plasma coagulation factors and

immunoglobulins




Rationale

Improving Utilization of Wasted FFP in LMICs

Local mini-pool fractionation
in
validated sterile medical devices

Production of Safe Coagulation Factors & Immunoglobulins
s it a Pragmatic way to fill the supply gaps ?
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VIPS MINI-POOL IVIG

Virus Inactivation & Ig Ultrafiltration Bag
purification bags Cascade




Aapiate f;
| \4‘& 3;\)( 40PSIG Il(@,
‘ G Riozm

1300217

M 10001S
Soybean oil 40 mL

Only for use in the VIPS. plasma and
0 S0 procetsing system
oo Package insert




ood Establishment Licensing by

NRA
+

_ Ministry of Health ([ ) daall 539
oy by & bl s 5 )
Medical device Regulatory Unit i el ‘,‘"“_5:“‘“" e "'“’
el el istrati Jaaaadl) 5 1)
Department Of Registration Cidb NG, FMRMD23
[CE5 G ity il i g Bt 06| Sl pladiad) 53 alina b o 3lias i i)
inal) ol 3 i}
Sy Raad iy JF e #lsy Tl i JHina s ity 1998 Linad 167 o3 op3iy Janaly Alspual) g Rlsi 3o oy 1955 Ll 127 43, 01530 o 3
01012013 ke At S Jhadd) Sy Al A g e Uiy 2007 Ll 542 4B AN Jimad y 1998 4 213 )
3 Al Al 3Kl s o B gl Gl *

* Trade Name : ———
Virus-Inactivation Product for Cryoprecipitate: AN e
V.LP.S. Single-Use Processing System For SD Virus Inactivation of Cryoprecipitate

For Code & Description: See Behind.

1-For donor centers & Transfusion centers ONLY pHiaall G a2l *
2-Use: to obtain virus inactivated cryo, free of bacteria, with optimal concentration of important
lasma components such as F VIIT & Fibrinogen, for medical applications.

3-Material & procedure for virus inactivation & sterile filtra of minipools of cryoprecipitate
(400 ml + 20 ml).
See Behind. : Byl sy *

agall Bilgas Aadhea s b gl dadls by UV i Gn Bl g i Pl A Nea s *
See Behind. T potadl S 5 gl
V.LP.S. SA Viral Inactivated Plasma Systems SA Ludas,a
Switzerland Ladiay
sl pgall By i) (e pud *
Bl AUL Us oalgy G312 (A AS,80 ke 52020-11-03 S5 0iSs Dl e y koo *
2/2013/1 il 8, % 2
e
02/01/2013 sl 2
S e 6 plgl 38 el 3] oy o o 01-01-2023 3 455 g sde ! deedllgasiint 3
Free Sale No : -2010-13180 (From Switzerland).  Expiry Date : 19072013 sagall salg o8, * Oy
FDA § — Expiry Date :
CE No : TUV-A-MT-1/09/Q070 Expiry Date :  02-03-2014 2
ISO 13485 No:  TUV-A-MT-1/09/E111 Expiry Date :  02-03-2014 \\
TUV Austria Service GmbH (CE 0408) espdat
polaedll i
§ Cliadia
LM 5538 e p STl ok o 0 Bttt B0 Sikget Jbnal e Ala LBV Qi iy *
a5 300 Agbageal) (g A58 5l S0 Com At A5 e gemnd) s W) 4NN ey 5m 5 o8 Al Sl a8 AV Gy ¥ *
pEalt g gl Lada o ALAS 4 phce (Y glon 3 gianally eV pleadd) piidl e Jualall 359l Bkgad Uy ARSI 1 Jae) o3¢
Aunlal) gl ghona o A0 Aaloin] o 1055 Uk gf age by il Aadny
b)) s Jliasal) 520y yta Al o Jieaalt Jsadi 500) e
=4 ) ;4,,.:,!\\ ;__.»
T SN s y
QN 1.0 /
b (e 7Y — — —
Tel.: +202 — 23684288 +202°-74202 - 23640368 +202 — +202 -25354100 Ext.: 1403 Fax: +202 - 23684194
b

Wel

e: www.eda.mohp.gov.cg  Version: 01  Email: medical.deviee@ eda.mohp.gov.eg




Page 1 of 7

Role of the mini-pool cryoprecipitate technology for cost-saving
and guarantee of local Factor VIll, Von Willebrand Factor and
Fibrinogen product supply: Egypt experience
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PRODUCTION OF S/D CRYOPRECIPITATE

* Production of 36 million units of FVIIl at a cost of USD 2.54
millions (USD 0.07/unit FVIII)

* Cost of imported this amount of industrial product would be
USD 5.44 millions (USD 0.15/unit FVIII)

* Direct cost saving is close to USD 3 millions

* No FVlll inhibitors in 20 severe Hemophilia A PUPS
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CLINICAL EXPERIENCE WITH MINI-
POOL IVIG

ITP

A randomized multicenter study: safety and efficacy
of mini-pool intravenous immunoglobulin versus standard
immunoglobulin in children aged 1-18 years with immune
thrombocytopenia

Mohsen Elalfy," Marwa Reda," Islam Elghamry," Omar Elalfy,> Mohamed Meabed,?
Nada El-Ekiaby,* Mahmoud A. El-Hawy,” Hadi Goubran,® and Magdy El-Ekiaby”
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SUMMARY

Mini-Pool plasma fractionation is successfully developed and implemented

It offers developing countries an access to use domestic plasma for local
preparation of plasma products with safety and efficacy similar to industrial
products

It can be an intermediate step in the preparation for large scale plasma
fractionation projects

MP-IVIG medical device can be a practical tool to prepare
hyper-immunoglobulin from convalescent plasma in epidemic areas

It can be also used to prepare strategic products such as anti-hepatitis B and
anti-D hyper-immunoglobulin



https://drive.google.com/file/d/1gPsUBYt8VwuQD70EBIGa9lG9

YOEWGbnl/view?usp=sharing
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