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Company overview

EuBiologics Co., Ltd.

A Biopharmaceutical company building a portfolio of vaccines designed to improve global public
health, in addition to providing CRMO® service to domestic and international clients

= CEO: Yeong Ok, Baik

=  Foundation: March 10, 2010

= Business place: Main Office in Seoul

= Bio-Plant, R&D Center in Chuncheon City

= No. of employees: 85
= Capital : 8.0 Mil. USD
= Sales: 3 Mil. USD (Yr. 2015)

=  Website : www.eubiologics.com
= Tel.: 82-2-572-6675 / 82-33-817-4001

= Business area
"Vaccine Development (Development/supply of safe and effective vaccine for global market)
‘/CRMO Service (Development/supply of advanced manufacturing technology for biopharmaceuticals)

CRMO* (Contract Research and Manufacturing Organization)
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Vision & Mission

For health that lasts a lifetime

Vision: To be a global bio-drug company providing
safe, healthy and lively future

Business Cateéofy N

OCV “Tech. Transferred by IVI” - Contract manufacturing service for
Typhoid conjugate vaccine biopharmaceuticals
Pneumonia conjugate vaccine - Contract R&D service
g@@ INTERNATIONAL (R)EH[0| A ATIS 3
VWY VACCINE INSTITUTE CHUNCHEON BIOINDUSTRY FOUNDATION

*CRMO: Contract R&D and Manufacturing Organization
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2. Euvichol®
Development for WHO PQ
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OCV Development background

WHO Stockpile Program

A global stockpile of oral cholera vaccine has been created, as an additional tool to help

control cholera epidemics. The stockpile has been available 2 million doses of vaccine.
<Source : BMGF (2012)>

= |nexpensive and effective vaccines
are underutilized because of the Uncertain Demand
“vicious cycle” of uncertain demand
and inadequate supply

= |n order to convert the “vicious cycle”

. “ - o . Manufacturer
into a “virtuous cycle” of vaccine Cholera Vaccine TR T S
availa b|||ty and country adoption’ Limited Country “Vicious Cycle” Invest in Vaccine
. . Vaccination Development or
demand and/or supply stimuli are Scale-Up
needed Production

= A cholera vaccine stockpile could
break the “vicious cycle” and convert

o . Limited Vacci
it into a “virtuous cycle” imited Vaccine

Supply
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Euvichol® Development Milestones

eu

2010 Sep. OCV License Agreement with VI

2011 Apr. Non-clinical Trial for OCV in Korea

2012 Oct. Phase I clinical trial in Korea

2014 Aug. Phase 3 clinical trial in the Philippines

2015 Jan. Approval of Marketing Authorization from MFDS (28 Jan.)
Jan. Dossier submission to the WHO-PQ (30 Jan.)
Aug. WHO Inspection (24 ~ 28 Aug.)
Dec. WHO PQ Approval (23 Dec.)

2016 May. Approval for Variation(Scale-up & removal of thiomersal)

from MFDS (28 May)




Euvichol ® Profile

* LEU : Lipopolysaccharide ELISA Units

Description V. cholerae O1 and 0139 bivalent inactivated vaccine
Indication Prevention of Cholera caused by Vibrio cholerae
Composition Quantity
V. cholerae O1 Inaba Cairo 48, Heat Inactivated 300 L.E.U*
V. cholerae O1 Inaba Phil 6973 El Tor, Formalin inactivated | 600 L.E.U
V. cholerae O1 Ogawa Cairo 50, Formalin inactivated 300 L.E.U
V. cholerae O1 Ogawa Cairo 50, Heat Inactivated 300 L.E.U
V. cholerae 0139 4260B, Formalin inactivated 600 L.E.U
Composition in 1.5mL | Phosphate buffered saline (pH7.3) 20 mM
Thimerosal 0.15 mg
Recommended age 1 year and older
Doses Two(2) dose vaccines given with 2 week interval
Storage temperature 2to 8 °C
Shelf life 24 months
Primary Packaging Single dose 1.5 ml/ glass vial | y
Packaging Unit 10 single doses /carton (5 vials*2 lines) iy
VVM VVM 30 90mm*35mm*35m

=110cm3/10 vials

Euvichol @ is the 2" OCV which was developed by technology transfer from IVI, and equivalent to
Shanchol™ (Shantha Biotechnics, India) in terms of quality, safety and effectiveness.
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Timeline for Licensure

Task force team was organized in July 2014 and every activities to be performed for
WHO-PQ approval were listed up.

2014

2015

[ [ [« [s [¢ [7

| 8

| 9

|10

|11

|12

1

| 2

| 3

| 4

| 5

[¢]7

| 8

| 9

|1o |11 |12

Licensure in Korea

Quality(CMC) approval

Non-clinical &
Clinical results approval

GMP approval

WHO PQ

Pre-meeting

Dossier preparation

PQ application

Screening of the PSF(1month)

PSF evaluation (7months)

Sample testing (3months)

Site visiting (2months)

Report and outcome of the ass
essment

eu

* Above table is the real one set up on June 2014
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2.1 Clinical Studies
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Development Studies

Pre-Clinical Study A 6-Week Oral Toxicity Study of Oral Cholera Vaccine in Sprague-Dawley Rats.
Apr. 2011 (http://dx.doi.org/10.5487/TR.2012.28.4.225)

Safety and Immunogenicity Assessment of an Oral Cholera Vaccine through

Phase 1 Clinical Study Phase | Clinical Trial in Korea.

Oct. 2012 (http://synapse.koreamed.org/DOIx.php?id=10.3346/jkms.2014.29.4.494)
Phase 3 Clinical Study* A Randomized, Non-lrfferlorltY Trial Comparing T.wo Blvalt.et\t K.llled, Whole
Cell, Oral Cholera Vaccine (Euvichol vs Shanchol) in the Philippines
Aug. 2014

(http://linkinghub.elsevier.com/retrieve/pii/S0264-410X(15)01228-1)

“The safety and the immunogenicity of Euvichol® were proved to demonstrate non-
inferiority to Shanchol”

Phase 3 Clinical Study

Pre-Clinical Study Phase 1 Clinical Study

Qe JKMS it e ‘i

Oral Cholera
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http://dx.doi.org/10.5487/TR.2012.28.4.225
http://synapse.koreamed.org/DOIx.php?id=10.3346/jkms.2014.29.4.494
http://linkinghub.elsevier.com/retrieve/pii/S0264-410X(15)01228-1

Summary of Phase 3 Clinical Trial

A randomized, single blind, multicenter, therapeutic confirmatory study to assess the

Title efficacy (immunogenicity) and safety of Euvichol in healthy adults and children
o This study is to assess the efficacy(immunogenicity) and safety of Euvichol in healthy adult
Objectives and children subjects.

Investigational

= Test drug: Euvichol

product = Comparator drug: Shanchol
Number of subjects included in analysis:
(1) Pivotal study
Study - ITT group: 1,228 subjects (Test group: 614 subjects, comparator group 614 subjects)
population - PP group: 1,224 subjects (Test group: 610 subjects, comparator group 614 subjects)
(2) Safety study
- Safety group: 3,632 Subjects (Test group: 2,999 subjects, comparator group: 633 subjects
It was confirmed that the efficacy and safety of Euvichol are non-inferior compared to the
Conclusion

comparator drug Shanchol in healthy child and adult subjects.

1) ITT (Intention To Treat)  The ITT set includes subjects who had at least one measurement of anti-V. cholera O1 antibody titer

2) PP (Per Protocol)
3) Safety
eu

after investigational product dosing.
The PP set includes ITT subjects who completed this study per protocol (2 drop outs)

The safety set includes all subjects who participated in the study and had at least one dose of the
Investigational product. 13



Summary of Phase 3 Clinical Trial

% Vibriocidal antibody titers and proportion of > 4 fold rise from baseline GMT
to V cholerae (O1 Inaba, O1 Ogawa, and O139) : Adults

ADULTS O1 Inaba 01 Ogawa 0139
(>18 years old) Euvichol | Shanchol | p Euvichol | Shanchol | p Euvichol | Shanchol | p
(n=377) | (n=376) | value | (n=377) (n=376) | value | (n=377) | (n=376) | value

DAY 0 |Baseline GMT® 35.8 35.8 0.99 [76.8 73.8 0.82 (43 34 0.08

GMT* 1140 1086 0.68 |1718 1280 0.01 |16.1 179 0.52
DAY 14 |GMFr® 319 30.3 0.77 (224 17.4 0.09 3.8 53 0.02

# seroconversion (%)°  [317(84.1) |315(83.8) |0.91 |322(85.4) |295(78.5) |0.01 |127(33.7) |157(41.8) |0.02

95% CI lower boundary® -4.94% 1.48% -14.97%

GMT® 773 732 0.59 1238 962 0.01 (124 14.0 0.42
DAY 28 |GMFr” 21.6 20.5 0.73 |16.1 13.0 015 (29 4.2 0.01

# seroconversion (%)°  [308 (81.7) |287(76.3) |0.07 |302(80.1) |278(73.9) |0.04 |108(28.6) |142(37.8)|0.01

95% CI lower boundary® -0.44% 0.18% -15.82%

‘Geometric mean reciprocal titres

®Geometric mean-fold rise from baseline to 14 days after first dose or from baseline to 14 days after second dose

“# with >4 fold rise in titres from baseline to 14 days after first dose or from baseline to 14 days after second dose
495% lower confidence intervals for Noninferiority analysis of the difference and the margin is 10%.
Difference 1s seroconversion rate of (Euvichol-Shanchol).

eu
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Summary of Phase 3 Clinical Trial

% Vibriocidal antibody titers and proportion of > 4 fold rise from baseline GMT

to V cholerae (O1 Inaba, O1 Ogawa, and O139) : Children

CHILDREN : O1 Inaba . 01 Ogawa : 0139
(1-17 years old) Euvichol | Shanchol P Euvichol | Shanchol P Euvichol | Shanchol | p
(n=231) | (n=235) | value | (n=231) (n=235) | value | (n=231) | (n=235) | value
DAY 0 |Baseline GMT? 12:3 119 0.88 [12.8 12.9 0.96 4.0 3.0 0.09
GMT* 680 609 0.63 |780 636 .35 |60.1 65.7 0.62
DAY 14 |GMFr’ 35.1 51.0 0.75 161.0 49.2 039 |15l 22.0 0.07
# seroconversion (%)° 198 (85.7) [198 (84.3) |0.66 200 (86.6) |197(83.8) |0.40 [148(64.1) |158(67.2) |0.47
95% CI lower boundary® -5.03% -3.69% -11.78%
GMT* 625 621 0.98 |838 733 0.42 140.0 43.2 0.68
DAY 28 |GMFr" 50.6 52.1 0.90 |65.6 56.7 0.51 10.0 14.5 0.07
# seroconversion (%) (202 (87.4) |209 (88.9) [0.62 [209 (90.5) |207(88.1) |0.40 |131(56.7) |146(62.1)|0.23
95% CI lower boundary* -7.35% -3.22% -14.32%

‘Geometric mean reciprocal titres

Geometric mean-fold rise from baseline to 14 days after first dose or from baseline to 14 days after second dose

# with >4 fold rise in titres from baseline to 14 days after first dose or from baseline to 14 days after second dose
4959 lower confidence intervals for Noninferiority analysis of the difference and the margin is 10%.
Difterence is seroconversion rate of (Euvichol-Shanchol).

eu
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Summary of Phase 3 Clinical Trial

+» Solicited systematic adverse events (AEs) among adults

Euvichol Shanchol
(n=388) _ (n=3s9)  Pvalue

ADULTS

Within 6 days of first dose
Nausea/\Vomiting 0 0
Diarrhea 1 2 1.00
Headache 9 14 0.29
Fatigue 0 0
Myalgia 2 1 0.62
Feverd 2 0.29
Loss of appetite 0

Within 6 days of second dose (n=382) (n=377)
Nausea/\Vomiting 0 1 0.50
Diarrhea 0 1 0.50
Headache 6 7 0.79
Fatigue 0 0
Myalgia 0 1 0.50
Fever2 2 1 1.00
Loss of appetite 0 0

Number (%) of participants with > 1 AEs within 14 days® of either dose ~ 17(4.4) 27(6.9) 0.12

Number (%) of participants with SAEs within 14 days of either dose 0 0

@ Temperature >.38.0°C. 16

mber of participants of 6 days is the same as that of 14days.



Summary of Phase 3 Clinical Trial

+» Solicited systematic adverse events (AEs) among children

Euvichol Shanchol
(n=240) (n=244) el
CHILDREN
Within 6 days of first dose
Nausea/Vomiting 1 0 0.50
Diarrhea 1 1 1.00
Headache 0 3 0.25
Fatigue 0 0
Myalgia 0 0
Feverd 8 5 0.72
Loss of appetite 0 0
Within 6 days of second dose (n=235) (n=237)
Nausea/\Vomiting 2 2 1.00
Diarrhea 0 2 0.50
Headache 2 3 1.00
Fatigue 0 0
Myalgia 0 0
Feverd 5 9 0.29
Loss of appetite 0 0
Number (%) of participants with > 1 AEs within 14 daysP of either dose 12(5.0) 17(7.0) 0.36
Number (%) of participants with SAEs within 14 days of either dose 0 0
@ Temperature >.38.0°C. 17

mber of participants of 6 days is the same as that of 14days.



2.2 Dossier Preparation
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Dossier Preparation

Basically, Dossiers were prepared according to the WHO guideline

1. Product Summary File :

Guideline for preparation of the product summary file for vaccine prequalification

Guideline for preparation
of the product summary file

for vaccine prequalification

v

Immunization, Vaccines and Biologicals

@yl o

eu

Chapter 1: General Information
Chapter 2: Personnel
Chapter 3: Premises and Equipment

Chapter 4: Vaccine composition, presentations and schedules

Chapter 5: Production

Chapter 6: Quality Control

Chapter 7: Stability

Chapter 8: Clinical experience

Chapter 9: Production and distribution data

Chapter 10: Update of Regulatory Authority Actions Relevant to the Product

19



Dossier Preparation

Product Summary File :

Guideline for preparation of the product summary file for vaccine prequalification

Example;

Chapter 1:  General Information:

1.1 Briet information on the firm (including name and address of the site,
including telephone, fax and 24-hour telephone numbers, and the principal
contacts of the Company), relation to other sites where steps of the process or
testing activities may be conducted.

Itis expected that the name of the company applying for PQ is listed first. The full address of the head office and
contact person with his/her title/position, and the contact numbers should be given. This should be followed by a
listing of other sites or other companies involved in any phase of production or testing, (parent company, other sites
for the company, any contract manufacturers or testing laboratories, subcontracted warehousing, etc) and their
addresses.

The relationship between sites is a request for an indication of generally how the product is transported between
the various sites for production, testing and storage.
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Dossier Preparation

2. Site Master File :

WHO guidelines for drafting a site master file (Annex 14, WHO TRS, No.961, 2011)

1. General information on the manufacturer

Werid Healih Orgarization
WHO Tachnical Hoport Sorics, Mo 961, 2011

Annex 14 2. Quality Management
WHO guidelines for drafting a site master file’
i 3. Personnel
3. Scope .
e 4. Premises and Equipment

5. Documentation

6. Production

~

. Quality Control
8. Distribution, Complaints, Product defects and Recalls

9. Self-inspections

Sazoc on the Explandorynolos br pharmamutial manstachrars on the propamion 213 £

* SMF can be useful in the planning and undertaking of GMP inspections
 25~30 pages plus appendices,
* Simple plan, outline drawings or schematic layouts are preferred.
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Dossier Preparation

The progress of dossier preparation was checked on biweekly meeting

MrDs +28 8%t 8IS i BT M| AR EE FHI2ERKE E 14-09-12 ()
CAAF g N N N =
i u‘ 3.9 Qualification and validation procedure(Z# E{2t contr
votal_Database locking DP HEY 37t ¥ 08-29 | ler0f i)
Pivotal_Statistical analysis
Safety Statistical analysis
CSR(3) development MP Audit(0|82 XHE2) ¥ub>QA 245 20 IR}
h GMP Audit(®2])
CSR translation (Eng)
WHO PQ approval
DP(SMF 5) Atz &t
Quality

ura

plication letter %
DPHIZE U AHA EUB>QAQCNAF 1CProduct summary file submission to WHO EUB>RA

: EUB>QA
£UB>QC

P (25, 67H %)
DP &7 PN (AR, 36708) 371 £UB>QC

DP(1 lot) &7 24748 =M %Y EUB>QC

2. Personnel
P HIZ 3% Walblold B e

DS HZE7|IZM Y £UB>PD

4 MAF =9 health requirement
1PSEHEAIE Y MV(Ogawa, 0139)

4-09-12DP RS H2|C0]4 BN FO

! o 9
25)24 2! QC 799| construction and finishes | natur £UB>QA

Shipping validation

abily indicating study i - 1.2 1% 2 2K ZHX, 2P| T3 cotrol test 22

eu * Above table is the real one set up on June 2014 22



Dossier Preparation

Dossier was submitted on 30t Jan. 2015. After WHO PQ team’s screening, A letter
was received on 12t Mar. 2015, mentioning that the PQ team like to undergo PSF
review.

World Health
Organization

0w A = 1 10 Do 27 - S - T CINTRAL =81 23750 3611 -Fa CEMTAL ] 22 790 111 e mo b

Pl Siwik Koo Ches
FuBipkogics Co, L
[: Voriure Plam 4.

psesbemre he s

by phoase B 17041 WP
PO D {2895.085

wahlmul. e

12 MAR 2015

Dxenr Mir Cluce,

Acceptability, in prineiple, af Euvichol (0ral Cholers vaceingy produced
Fur parchase by United Nations agencies

Bislugies

i Euvichol {Oral Cholera
. e to WHI in your letter reeeived
dossier, Wé-|M|MI|:|.k|I|hﬂ|u.m w1l 0K s b T

0I5, Afer scresning o
aum.pt.lHL to ondergn the PSF review

Dharing the: scrvening it was noted that the followies additiceal infomat
Enfrenation wis trarsmined i vz gk el rociipl of 1B
o 100 M S

wies reuire. This
tditional information

report of validation of the meihods of inact
» prewide information on the cantainers used for sorage
« Scziion 10.1n 1L is acknowledged that you provided by email oo 29

imdicated 1o 'le-l“\ll“h.'!lll‘i_ authosization from MEDS, The o
i, Please
Jedd was fur thy Gireen Cross formulation and
jon for (b Eubiclogies site

(TTR-14025)

ling site. Please provicke

The process for cvabuacion will follow the document
prinsiphe, el siccings fir purchase by United Mtices Age

v for assessing the acceprahilicy, in
5" (WH TRS 9,

2
e EuBiologics Co., Lid, Chuncheon.si {Anertion: Dy S
Ministry of Food and D Safeny (Amention: Mr Tae-Byun Nam)
UNICEF Supply [Mvissan, Nardhavm (Attention: Dr H. Diehan azd Ms K, Dorgae)
Aal Ll Al Al o« AT 2
Organisition mondile de la Sants + Botumii oprasHIsUMe J0RIDOCDI sidial de la Selud
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Dossier Preparation

After WHO PQ team’s PSF review, LoQ(List of Questions) were received on 15t Jul.
2015, and EuBiologics responded to each question immediately.

Example;

Chapter 4:

Chapter 1:

Chapter 5:

A risk assessment regarding the potential impact on Euvichol of other
activities taking place at both EuB and GCC

Multilingual versions of the insert

Is all of seed Culture 2 is used to inoculate the main culture?

eu
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2.3 Sample Testing

eubiologics 25



Sample Testing

As per WHO PQ team’s request, Euvichol samples were sent to 2 different laboratory
for testing on June 2015, and test results were received on 14t Oct. 2015

7 NIBSC e

Confidence in Biological Medicines

3 sets of samples,
Standards,
Reagents and SOP

Lab 2

anNsi ) resuts

Agence nationale de sécurité du médicament
et des produits de santé
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2.4 GMP Inspection
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Mock Inspection

Before WHO Inspection, the GMP status of EuBiologics was evaluated by 3 different
external Inspection teams.

4 ~5 Dec. 2014
KoBIA (2 days) 3 Layout
MFDS 15717 Dec. 2014 4 Validation
(3 days)
Chimera Gentec. 15~ 20 Jun. 2015 4 Quasl;]tiy R;;k \I\//Iaallir:jaﬁ:eor:\‘ent,
(India) (6 days) PPINg ’

Control of AHU

KoBIA : Korea Biomedicine Industry Association

eu 28



WHO Inspection

= Date : 24 ~ 28 Aug. 2015 (5 days)

= |Inspectors : Mr. Mustapha Chafai (GMP Inspector WHO)
Dr. Mohammed Alali (Vaccines Assessor WHO)

= Summary of activities

e |

Clean Utilities Purified water, WFI generator, Clean steam generator, AHU

Warehouse Quarantine for testing, Sampling, Raw material and drug
product storage

Packaging Room Visual inspection, Labelling and Packaging

Microbial OCV DS production (Seed culture, main culture, recovery, cold
Production storage, and CIP room)
QC Lab Sterility testing, Microbial/Physicochemical testing

eu 29



WHO Inspection

= Documents should be available without delay at any time during the inspection

e Copy of the PSF with associated updates and annexes
* General layout of the site

* Manufacturing formula and master batch record

* Detailed manufacturing process flow chart

* Specification for starting material

* Packaging material specification

e Organization chart

* Job description of key personnel

* Index of controlled documents

e Batch numbering system SOP

* Number of lots

* Product Quality Review

* Environmental monitoring / Water sampling SOP and records
* Validation Master Plan

* Preventive maintenance SOP and records

e Cleaning Procedures...

eu 30



WHO Inspection

= Inspection Schedule

DEILS Activities REIMEIRS

Opening meeting Instructions and registration
Company Presentation

2 BT QMS review

Tour : warehouse & Personnel review
Site plan review
25 Aug Tour: production Process Simulation

QC review & BPR review
Tour: production & QC lab
26 Aug VMP, Qualification and PM review

Tour: utilities & Utilities review
Tour: production

Document review

Document review

28 Aug Internal discussion

Wrap-up meeting Issuing draft report

27 Aug
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WHO Inspection




WHO Inspection

After wrap-up meeting, Inspection report(draft) was issued.

= No Critical, but some observations.....

- Bulk Fill & aseptic inoculation should be performed ..
- Bio welding process should be validated.....
- Inactivation Process should be considered the worst conditions

- Supplier of disposable bag and filters were not audited
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WHO Inspection

It was requested to submit a response to the inspection report detailing the root cause
analysis and proposed CAPAs for all observations .

Observations | Root cause Correction and The steps that Timeline | Assessment
analysis proposed have or will be by inspector
(Additional corrective action taken for the
information may | (Additional demonstration

be attached as information may of effectiveness
annexes) be attached as of the actions
annexes) taken

1 a) a)

2 a) a)
Others

3 a) a)

4 a) a)

eu g 34



WHO Inspection

2 times of formal responses to the inspection report were submitted to the WHO PQ
team.

eu

eu

Bipurtva i, 5% Soya
Te LI,

o Cunchni Gngeo:
HRER VY TR e

eu

i e e, 5o . ey, Sangon o VL, e e 08, oo,
T SREAGRTEN, R <423 R14013 Wabsits: o | wswosub clugics com

T,

Mr. Deus Mubsng
Group Lead, spastion Servizes
Pregulification Teams

Wiocid Heslih Onganizstion
20 Avenus Appia

1211 Gensva 27
Swierlanc

1ear Mr. Daus Muhangizi,
Responses (o “WIIO Luspection Report” received from the WIIO Prequalification Tenw on

Septewber 29, 2015 in relution to the site inspection performed on August 24-28, 2015 for
Tuvichol (Oral Cholera Vaceine) produced by Eulli

1, he vadersigned on bebalf of

iclogics Ce . L, Iocated iz Bio Vet

Clunctiecn-si, Guuwon do. Republic of Kuress, a1 plessed to respond (o the Inspeciion Repert
seveived from the WILO PQT en Sealember 29, 2015.

Pleass find fiee nesposes exclosed wifhs Uiy letter far your hind vensideraiion. Stuald you have uny

quesics. please do uot besilate to cantact we. Thank you veey tach for your stpport

Youes siacerely

Quality Department
Fubiologics Co., L4d.
Firnailsyssarkl @eabiclogics.com
¥2-1U-56242275

ENCL: Resnanse ta WHI brsy

ion Raoart (CAPA Plan)

21 Oct. 2015

To.
M sl Chali
Tsckmieal Officer,

Erecualifivetion Tesn — Luspection Services
Werld Tisalth Organization

20 fvenus Appie

1217 Genw 27

Swritzrlund

Dicar Mr. Musapha Chafai.

Responses to “CAPA Report” reccived from the WHO Team on
Novemher 27, 2015 in relstinn to the site inspection perfurmed o August 2428, 2015 for
Fuvichal (Oral Cholera Vaccine) produced by TuBjolug

L the uadessizned on behalf e KuBia onies Co. L. losated in Bie Vealuse Plaza 4, 56 Sovarkang o,
Cliancher-sl, Gamwen-go, Republ:
Report ressived from the WHO POT on Sovember 27, 2015

plensed o respond o (Le CAPAS Assessmert

Dleass Find thes wspaniscs snopasd with this lester or your kind on. Shiould sou have asy

cueties, pleass G 5o Basitetc o cartact mo. | hazk you very much for your e:pport.

Yrers sincerely,
y
f/,.f//’m
Mz YounSlin Puck

Quality Departmeat
Fahiolagies (o, Lid

Email:yrpack@eubllogics vem
Phone: <§2-10-3024 2378

ENCL: Respouses 10 the CAPAs Assossment Repart

7 Dec. 2015
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WHO Inspection

Finally...

; BWorld Health
Rl 0rgamzatmn

s k- arae -G I.;I we e BTHFRLRE TILAERTRA U ZETE 2 T Ean T o 25T - e okt

T dinct: + A e
1] 13T 4450
racrimiezl e -mnd ezera wha.ir;

Ow e L0012

I repy plense 15 970 43 WORE 2130 Nerdhavn
reter i T Il | 200 51610 1ranerark [ x;ﬂ [ 7_—00‘{ é‘ D _ﬂ L 3 Lftmtivﬂ
Tuwr relen i #212, Mokdongfungung-ro, Yimgcheon gu, Seoul, Kprea,

73 DEC 2015 Tel: 82226001307, T, 8222640130

ertificate of Good Manufacturing Practice
et 1Lel.,

Aceeplability. in prnciple, of Buvichal [(oral cholera vaccine (imactivated)| produced by

Fubiolagies, {0, Ltd, Republic of Eoren lor purchese by United Matlons apencies . [ Nem O |
YeongOk Baik : S or Eubiologics

e g pleased o infom you of the posttive deesion vn e cooeptabilny, nfthz
Tuviche! [[eml shelom wecine Goaclivasd)] for paehase By Unted Nations areneies. This produsd

wips fsaassed waing the prrecedure as desenibec in WIED TRS SVE { Aunex 61 . Gangwon-do, Republic of Korea -
Registered |
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WHO Inspection

Finally...

world Health cholera: inactivated oral
/ Organization ~ Ewvichol

Product Overview:

Type: cholera: inactivated oral

Commercial Name: Euvichol

Manufacturer: Eubiologics Co., Ltd. ﬂ

Country: Republic of Korea

URL: http:/fwww eubiclogics.com/ENG/eng_info/info.php
Responsible NRA:  Ministry of Food and Drug Safety

Country: Republic of Korea

URL:

Bulk Supllier:

Prequalification:

Prequalification Status: Current

Effective Date (ddfmmlyyyy): 23/12/2015

Product Description:
Pharaceutical Form: Liquid: ready to use
Presentation: Vial
Number of Doses: 1
Diluent:
Drntn nf Adminictrafinn. Miral
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3. Lesson Learned
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Lesson Learned

WHO PQ approval of Euvichol was achieved based on the following elements

» For completion to OCV project successfully
« All staffs’ strong belief to make this possible
 GMP compliance, GMP education and training
« Leadership and followership

> For satisfactory development as a small bio-venture, the following
external factors were too much influential

« IVI's, the technology developer of OCV, full technical support

« Guidance and suggestion in advance from the regulatory experts
of WHO PQ team and MFDS to avoid trial and error

« Pre-communication with many non-profitable organizations i.e.,
BMGF, GAVI, WHO, UNICEF
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Thank you very much!

th that lasts a life time
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