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(Limiting
patent protection in 2.
poOr countries) Generic
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(Fast-track
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: UNICEF, 2553

U Y v A 1 a v D\
HISJ‘]J]SJﬂ’J]NN1!ﬂQﬂ]‘H’Jﬂ“lﬂ!!!‘Viﬁ‘ﬁﬂﬂlﬂx‘lﬂﬁ%ﬂ’lﬂﬁ‘ﬁ’iﬁE’)!N’iiﬂ

NOWANEEN3§OININIIIAE509817N3 (U.S. Orphan Drug Act)

. 1983

10
. .1983

2005 imswannerdind, adunaz Tsamenuingi200%iia durans1zARan Az

7 (Market exclusivity)

The U.S. Orphan Drug Act of 1983
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2. 50
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!!ix‘l‘yﬂ"ﬂﬁ‘iﬁﬂluﬂ'JEJ!m'J‘ﬂNﬂ"Iiﬂﬂ"lf@/ﬁ]ﬂ“rﬂﬂl@\‘l'iﬁ Incentives generated

by governmentprocurement guidelines

Vaccines for Children (VFC) ..199%4

,The Advisory Committee on Immunization Practices

(ACIP) amugnssumsitludidormnaiidadon Taonsznsasgunmuaz nwensuyud

[

ACIPyiumanedsinfluanuiudyaniesdoidlumsalmih

Medicare . .1993

58 . .1993
il Zovay 8511l a.a.2003

4.3-9.5

Tn339m351)e 97181355301 (Project Bioshield I and I1)

57

.. 2003
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tax credits,
intellectual property incentives, “wild card” patents liability protection
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(Advance contracts for meningitis Cvaccine in the United Kingdom)

.. 19%

nyznaluil a.a. 1996
TaguilosiuTsaeuauosdnay & S1uau 18 ..1999
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WyethLederle ..1999
MIdadeaes vy 10 aulaa munalevesusEn Chiron 5

Baxter 3 ..2000

(= = o 1 (2 AR g = =) [l o 9 [
agn 21 miﬁlﬂgﬁﬂigﬂﬁﬂiﬂﬁ uw,ﬂuaﬂwmmamqmmmmﬂumﬂﬂfmmmimmag

U b4 v 1 a )
uiﬂmﬂmmuummmﬂmmmwmﬁumﬂﬁzmﬂfg H

Q

(%

Tagufivzihnldlulsemzsuodradanu Jagiuisiuau AguR Sumziounazannsa
1518 lutlsemaa)tu dafl
’ (Routing  immunization)
14 BCG, Measles,
Rubella, MR, varicella, DPT-IPV, DPT, DT, IPV, JE, Influenza (split), pneumococcal (13-valent
conjugated, 23 valent), Hib, HPV

2, (Voluntary immunization)

Mumps, Rotavirus, Yellow fever,
Influenza (split), Hepatitis A, Hepatitis B, TT, Diphtheria toxoid, Rabies, Pneumococcal (7-valent,
23 Valent)

Tssnumaadngululszmagauindlugluuvvesmsasnumesluilssime

Y a 1 = v A = o [l o 1 d'
IU631Y @WﬁﬂﬁNﬂ‘i%mﬁ 4 378 UINYNTIABUNAIALLASITNUIY mm”lﬂu
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Ananneluilszima
1

. Kitasato Daiichi Sankyo Vaccine Co., Ltd influenza (split), DTaP-

wIPV, DTaP, DT, TT, measles, rubella, MR mumps

2. Takeda Pharmaceutical Company Limited DTaP, DT, TT, measles,
rubella, MR~ mumps

3. Kaketsuken influenza (split), JE, rabies, hepatitis B, hepatitis A,
DTaP-sIPV, DT  TT

4. Biken: influenza (split) JE, DTaP-sIPV, DTaP, dT, DT, TT, measles,
rubella, MR varicella

s. Denka Seiken Co., Ltd influenza (split) ~ TT

6. Japan BCG Lahoratory BCG

Ananealszma

1. MSD Hepatitis B, HPV/(4- valent), pneumococcal (23-valent)
rotavirus (s-valent)

2. Sanofi IPV, meningococcal (a-valent), Hib  yellow fever

3. Pfizer pneumococcal (13-valent, conjugated)

a, GSK HPV (2-valent)  rotavirus (monovalent)

vandideutazmenoama luTaddanunaziu suszihmndinnulaoanouaz aunInve
Taguithunldsuauau uaﬂmﬂﬁri"gmas‘i’qﬁ?%mﬁﬁ’u%mga
National Regulatory Authority (NRA)
Ministry of Health, Labour and Welfare (MHLW) Pharmaceutical and Medical Devices
Agency (PMDA; private agency) (Review)
(Post-marketing safety measure)
(Relief services for
adverse health effects) NIID National Control Laboratory (NCL)
antisera, blood products National
Institute of Health Sciences (NIHS)
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U 4 v A |l a %
uiﬂmﬂmmuummu’Jmmsmwmmmﬂszmﬂmm?\%

A W Y 1 a =2 Y u: Y @
uazmmqgﬂuamwm Tﬂfl‘Wﬁ]"liﬂHﬂﬂﬂ’J"lﬂJlluﬂﬁl@ﬂﬂizmﬁ‘ﬂQﬂiuﬂil"lil‘ﬂa’ﬂﬂﬂfluax

(MFDS) iijedl a4 2013 Taseadrailagiiv Usznoudne

1. Headquarter - 7 bureaus (45 divisions), 1 offices 2. National Institutes of Food and

Drug Safety 6 (epartments 1Jszneude 30 divisions  National Center for Lot Release
3. 6 regional offices 1syneudae 13 centers MFDS

o al ~ ~ 9 ~ o A
nagu 1,758 au Naudlszanailay 338 anuvssgansganse dszuia 10,800

1. Biopharmaceutical Policy division Biopharmaceutical and Herbal Medicines

Bureau :
safety management
2. Biopharmaceutical Quality Management Division Biopharmaceutical and
Herbal Medicines Bureau . post

marketing surveillance, GMP inspection
(requlatory letters)
3. Biologics Division Biopharmaceuticals and Herbal Medicines Evaluation
Department
CMC, pharmacology, toxicology  clinical data

GMP,GLP  GCP
4. National Center for Lot Release National Institute of Food and Drug
Safety : biologics 3
5. Biologics Research Division Pharmaceutical and Medical Device Research
Department review on testing method collaborative

6. Clinical Trials Management Division Pharmaceutical Safety Bureau
Clinical Trials Protocol ~ GCP Inspection
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7. Risk Information Division Risk Prevention Policy Bureau
(global risk information monitoring)

Y Yo 9

Tagiiumualdl vssnwaadagduduauio dwda vazdiudingu 16 u5En

( Act, enforcement regulation, MFDS regulations  Guidelines)

L preclinical development
pre-IND meeting

12 - phase I, I Il MFDS fwuaszeziaan 30 3u
IND
GCP inspection CMC, stability data, pharmaco
and Toxicology data, clinical data, IRB manufacture facilities ~ GMP
certificate
13 NDA approval pre-NDA  meeting MFDS
AMUATZEZa1 115 U NDA -

pre-approval GMP inspection
asmzdaumniadu TasmstwenasIiouenarsuuw electronic  document
online  fiGudufiumamdag dounainuna.a. 2006 CMC,
stability data,non-clinical data, clinical data ~ registration status
site master file on-site inspection
14 |
common - sense
case-hy case approach

vaccine safety management plans
1 implementation

productization support systems implement PM and  pre-review systems

Al umsnariagun1dwad lunmsnaa NoenssulianSnudmiulsanunaan v
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3
collaboration
WHO pre-qualified vaccines hepatitis B vaccine LG Life Sciences Ltd.
Berna Biotech Korea Ltd. Influenza (seasonal) vaccine  Influenza A (HiN1)-pandemic
Green cross Corp.  DTwP-HepB-Hib Bema Biotech Korea Ltd. LG
Life Sciences Ltd.

(Self-sufficiency enhancement plans)
80 MeluT) A.7.2020 FaasIinualdmusonantasudae 22 ¥iia indianua 28 ila

1. National Immunization Program
11 . 2012 HepB, JE (inactivated), HFRS, Varicella, Influenza, Typhoid, Hib
1.2 a.s1.2017 . BCG(intradermal), DTaP, adult Td, IPV, adult Tdap
1.3 . .2020: DTaP-IPV
2. Non- National Immunization Program
2.1 a.7.2017: Pneumonia, HPV, Zoster, Cholera
2.2 a.7.2020 ; Rotavirus
3. Against pandemic, bioterrorism
31 a2012: Smallpox
3.2 a.a.2017: Anthrax, Avian Influenza, Cell culture influenza
4. New & Innovative Vaccines
4.1 . 2020 Foot and Mouth disease, ard generation Smallpox, Norovirus
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Ssuammuaasmsiaianuiuawazanuiulidenunmuesindu

} (Regular or special
facility inspection) Pre-approval GMP inspection
Inspection after approval - 2
Tsanmlushadszmadadil a.a. 2011 Taodngruneadudmiu Pre-approval : Enforcement
requlation of Korea pharmaceutical affairs Act article 4.6 Post-approval : Enforcement
regulation of Korea pharmaceutical affairs Act article 4s.9

2. Pharmacovigillance system in Korea .

2.1 Re-gvaluation system: Regulation on the Pharmaceutical re-evaluation

FuAUNUMTAINa Ua.a. 1975 UAITAUNUNITNA

2.2 AE/ADR reporting: Regulation on the Pharmaceutical safety information

management
Korea Institute of drug safety and risk management MFDS
15
2.3 Re-examination system : Re-examination standard for New drug
F.1991
2.4 Drug utilization review: Standard of medical care insurance application
& details

2.5 Risk management plan: Risk evaluation & mitigation System
2.6 Renewal of drugs: 5
renew . 2018
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