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1) Katie Thomas/David Gelles/Carl Zimmer, “Pfizer’s Early Data Shows Vaccine Is More Than
90% Effective”, "New York Timesy, 11.9, 2020.
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2) W% AkEIARL Fol At 5 Aokl Blol e QT 2020, 7. A% Fupujole
A% MAS e Sl QAAE 34 AASII el Folah wag Bk
DR LS SR I A S Rtk SA] 48558 ol 0asglo] A1E bl
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3) Carl Zimmer/Katie Thomas, “Pfizer’s Covid Vaccine: 11 Things You Need to Know”, "New
York Timesj, 11.9, 2020.

1) 18, A 909 B} Sfolah el wAl £ f3- B oln] YEMul iz, (2
H] 2, 11.10, 2020.

5) James Gallagher, “Covid: Who will have the Pfizer vaccine first and when can I get it?”,
'BBC,, 12.9, 2020.

6) Emma Reynolds/Sharon Braithwaite/Amy Cassidy, “Allergy warning for Pfizer/BioNTech
vaccine after UK health workers with allergy history suffer reaction”, "CNNy, 12.10, 2020.

7) vt Brelsystolehs AAE 71 oS ARk MES 552 gtk (A8,
‘HAo gk AAA olsE gk dar, ot st k=R (A|18¢ 35), 2014,
405—445%; BFA|§ ‘WA G lo]| qlo] GAapA AR, o BRI SHAII8H 15), 2017,
171-1979; 234, “-gviet Bxio)me] Aot 3A”, o5y sh(Al14¢ 13), 2013,
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2L TR, (8 A1747235, A8 2020. 9. 12.) 2 To]oRE 59 <kl
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TR EFo] il o 2 T ets 5|7} AALS 1A S48} Aol o] =
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21 317} AAF AAFE G 2SI A7 AR = A o] A gsirkal T 16)
o714 = W= FDAS} tighl=r A ofa)7} A1F simumlol g2 ZhlE WAl
Oﬂ thate] AlQbekar Q= Al 7l B 571 AA) 7ol =elels 7123

SAAL A Al Rt 123 WHOZF 2b9] 87} AXRE 4] Sogh 3
/ﬂ(unlicensed vaccines)ol| tiste] X&fst= 554738 37} AAL HAfEA
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7}, "l= FDA

(1) ®|3 FDA®] Ao 7t 7o =z}el

ul=rol| A Al efe] FEs] o] {1871 W7 74X] o] A Afelli= FDALS) 9} 21 4k
3} 2291 CDER(Center for Drug Evaluation and Research), CBER(Center
for Biologics Evaluation and Research)©] A=240.2 o]t} CBER- 4!
< sEUbole 2 S Mue] st gy o= thg-skar WAl ke
Feletr] flal T AIF Azvptolg 2 ZelE WAl 7 Tt =eikl &

16) U.S. Department of Health and Human Services Food and Drug Administration Center for
Biologics Evaluation and Research, "Development and Licensure of Vaccines to Prevent
COVID—19 Guidance for Industrys, 2020. p.19.

17) World Health Organization, "Emergency Use Listing Procedures 9:6—62, 2020.

18) U.S. Department of Health and Human Services Food and Drug Administration.
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H A5 TE19) 20208 5€ o] viAESE ‘Public Health Emergency: General
Considerations for Pre—IND Meeting Requests for COVID—19 Related
Drugs and Biological Products : Guidance for Industry and Investigators’20)
= A FHEAS S S GAES Hal Pre—IND Meeting 4178 8.1&
ohfjsict. 2020 6ol BH3E S ‘Development and Licensure of Vaccines to
Prevent COVID—19 : Guidance for Industry’21)3= COIVD—19 WAl 9] o] A}
2 Q17 A ule] tigh 7ho]| =& AlFgit), ofgfol| A= T Tho| maiel S
FHzste] FDAZF AA ek A1F Azl 2 7Hd S WAl 7 dpgS 2

| Z Tk AleF NTell A 3|71l o] 2717hA] o] AnbAQl A= ofefof Tt

1ok 71— 29 %(Nondlinical) A3 — Pre-IND Meeting — IND — 9J{(Clinical) A3
—NDA — Q78 %37}

(7B 212k 7§4H Chemistry, manufacturing, and controls)
m oA Q18)74E whaia)l s A% AR unbo] e A 7S WAlL wial
o) fiz, AzPE 2 A AAVY, AL A Fde) male] e -

QU= A2 A Mol The EA o] waEofof §iek22) WAl Rz ALGH]

19) FDAY] 7lol=gkele HAl F&EHE 7IX|X|+= FE=TH“In general, FDA's guidance
documents, including this guidance, do not establish legally enforceable responsibilities.
Instead, guidances describe the Agency’s current thinking on a topic and should be viewed
only as recommendations, unless specific regulatory or statutory requirements are cited.
The use of the word should in Agency guidance means that something is suggested or
recommended, but not required”). T2} 7| =5 FH3] 51K %S A] FDAS] AAF
AAE EshA] X 4 ot

20) U.S. Department of Health and Human Services Food and Drug Administration Center for
Drug Evaluation and Research (CDER), & Center for Biologics Evaluation and Research
(CBER), TGeneral Considerations for Pre—IND Meeting Requests for COVID—19 Related
Drugs and Biological Products Guidance for Industry and Investigatorsy, 2020.

21) U.S. Department of Health and Human Services Food and Drug Administration Center for
Biologics Evaluation and Research, "Development and Licensure of Vaccines to Prevent
COVID—19 Guidance for Industrys, 2020.

22) U.S. Department of Health and Human Services Food and Drug Administration Center for
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(Wb A Ale(Nonclinical trial)

A A WAl Fofo| wet Hgart A om AEEA
(immunogenicity), 22| 3L W A4lo] Qb gkx|of] gk Fito Al ghrh24) -
A& Iz ublol e A T E WAl 31 S-St o= X8 E A Algell
M AE FEvptelg s S WAl o7k 57] AeHCOVID-19
vaccine—associated enhanced respiratory disease; ERD) 2] AH|l7} H.a1E]

7] wizol], 25) PAE2 AL Al Al A ERDE] 2 o5 HEs)

o wasiol & Bt gl

(th) Pre—IND Meeting

Al 7 A= A LAS A ] A3E A2k Pre—IND Meeting S 4]
ZJ3H}26) Pre—IND Meeting< 973 Al@ o] A7} f-2om] kx|, 35 Al
= o= A S AAlel = EA] 5ol ¥3ke] FDAS} ]| §hol & =<

Biologics Evaluation and Research, TDevelopment and Licensure of Vaccines to Prevent
COVID—19 Guidance for Industrys, 2020. p.3—6.

23) U.S. Department of Health and Human Services Food and Drug Administration Center for
Biologics Evaluation and Research, "Development and Licensure of Vaccines to Prevent
COVID—19 Guidance for Industrys, 2020. p.5—6.

24) U.S. Department of Health and Human Services Food and Drug Administration Center for
Biologics Evaluation and Research, TDevelopment and Licensure of Vaccines to Prevent
COVID—19 Guidance for Industrys, 2020. p.6—9.

25) U.S. Department of Health and Human Services Food and Drug Administration Center for
Biologics Evaluation and Research, TDevelopment and Licensure of Vaccines to Prevent
COVID—19 Guidance for Industrys, 2020. p.8—9.

26) Pre—IND Meeting A1 A Aol 7]dEojof 3l= 412491 W8-S 2020 590 2A7He
FCOVID—19 Public Health Emergency: General Considerations for Pre—IND Meeting
Requests for COVID—19 Related Drugs and Biological Products : Guidance for Industry and
Investigators; 9| 4] &1& 4= Qlth
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27) U.S. Department of Health and Human Services Food and Drug Administration Center for
Biologics Evaluation and Research, "Development and Licensure of Vaccines to Prevent
COVID—19 Guidance for Industrys, 2020. p.2.

28) U.S. Department of Health and Human Services Food and Drug Administration Center for
Biologics Evaluation and Research, "Development and Licensure of Vaccines to Prevent
COVID—19 Guidance for Industryy, 2020. p.9—12.

29) U.S. Department of Health and Human Services Food and Drug Administration Center for
Biologics Evaluation and Research, TDevelopment and Licensure of Vaccines to Prevent
COVID—19 Guidance for Industryy, 2020. p.10—11.

30) U.S. Department of Health and Human Services Food and Drug Administration Center for
Drug Evaluation and Research(CDER)/Center for Biologics Evaluation and Research(CBER)/
Center for Devices and Radiological Health(CDRH)/Oncology Center of Excellence(OCE)/
Office of Good Clinical Practice(OGCP), TFDA Guidance on Conduct of Clinical Trials of
Medical Products during COVID—19 Public Health Emergency Guidance for Industry,
Investigators, and Institutional Review Boardsy, 2020.
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(v}) New Drug Application(NDA)

PN F& ol o ofel ehdd 3t Frasdol w3k &<l Bl S77) wieH
1 FDAN NDA(AIeFs| 7} A M) & A|&31t}3D) Federal Food, Drug, and
Cosmetic ActE 7t2. 2 Code Of Federal Regulations(CFR), CDER's
Manual of Policies and Procedures(MaPPs)32)E- &3] NDA Ax}7} -4 8}
H olg= vl ol A 88k = Aok B NDAE &3 Q18|17 A Aok
&= Ao] Yz]olt}, 1y FDAE AIF A2 upto|gl A o= Q1% 7]
2| = ©48= Emergency Use Authorization(EUA)©| ©] A gksjc}

T BHT)

(1) 1817} o] 5-9] Qb4 W7} Al (Post—licensure safety evaluation)

AF AR RO 2 AT A1) 73 dAlo] QIS 7HE WAL A W +=
ThE 7IH SR AAAIE e E @73 ol that i o] AAE 7Fs
dol st webd FDA= #Ale] Fahg-& RUBH D o e Alade
NDA A1 A5H 2tE As Agginksd) A2 o=, 78 4 Fol Current
Procedural Terminology(CPT) Z =& XA stal vz =1 afllo]] EA]S}]

A% 8710 HAslof ge).a0

31) SF=EAMNANETY, To)okm Al JES 1% 1s7F B AP R (W] =), 2013,
14—15,

32) FDA®] 4Fs} 7131 CDER®] 3% 8t MaPPE 21CFR Part 314—Applications for FDA Approval
to Market a New Drug or an Antibiotic Drug®l] ]3] ¥HZ& &3S Xdch

33) U.S. Department of Health and Human Services Food and Drug Administration Center for
Biologics Evaluation and Research, "Development and Licensure of Vaccines to Prevent
COVID—19 Guidance for Industrys, 2020. p.19.

34) U.S. Department of Health and Human Services Food and Drug Administration Center for
Biologics Evaluation and Research, "Development and Licensure of Vaccines to Prevent
COVID—19 Guidance for Industrys, 2020. p.15—16.

35) U.S. Department of Health and Human Services Food and Drug Administration Center for
Biologics Evaluation and Research, "Development and Licensure of Vaccines to Prevent
COVID—19 Guidance for Industrys, 2020. p.15—16.



(2) "= FDA9] 7153]7} A} Emergency Use Authorization(EUA)

FDA7} 21431 Q18| 71= $8l vl slar Q)= #l| ol = Fast Track, Break—
through Therapy, Accelerated Approval, Priority Review”} QJt}.36) 1 %
2218 S2e] Aol thgh o ofRolut 7|l X 8A7F gl Aol thEk o
ofroll thete] A3t AR X188t e &)= Fast Track A1%=7} th3E4] o]
th37) 2020 129 7= wl=ollA Z1as]lo] 317k Modernass),
Pfizer39) o] WA= Z}+7} 8-5)| 59, 799l Fast Track A%< A|&3H vf 9}
ek, A7 E A el whet )= A= Pfizer&] ®Alel thake] 2020
29 11¢¥ Emergency Use Authorization(EUA) 275 W% 3L 14U H-F]
& o m FFo] AFtE o m g, olgfjoll A= EUA A|%=of| thate]
Ao ARy gt
HEA Q1 Aloke] -5 Q1A f o] T=¥ o] % NDA A e AA Is)7H=
FARE dlelA o 71537 Aol Badt B9-5 #I8l Emergency
Use Authorization(EUA) ZAx}7} mlgdE| o] ¢lt}.40) EUA= Section 564 of
the Federal Food, Drug, and Cosmetic Act(FD&C Act) (21 U.S.C.
360bbb—3)41) 2] @& FFohz - =, Alof FEEdo] Az A<
Ak dHol Frast m5o] oL 1 Zs o] A SR Y AraL

]
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36) WX &), “m2UH9 7HAZE X854 - WAl At A LA AR Fast Track) Al =", A5 4 H
ATH(A147E 13), 2020, 45—-744.

37) Section 356 of the Federal Food, Drug, and Cosmetic Act(FD&C Act)

38) FDA, “Moderna COVID—19 Vaccine EUA Letter of Authorization”, 2020.

39) FDA, “Pfizer COVID—19 Vaccine EUA Letter of Authorization”, 2020.

40) U.S. Department of Health and Human Services Food and Drug Administration Office of
the Commissioner/Office of the Chief Scientist, & Office of Counterterrorism and Emerging
Threats, "Emergency Use Authorization of Medical Products and Related Authorities
Guidance for Industry and Other Stakeholdersy, 2017. p.1—2.

41) Section 360bbb—3 of the Federal Food, Drug, and Cosmetic Act(FD&C Act)

42) U.S. Department of Health and Human Services Food and Drug Administration Center for
Biologics Evaluation and Research, "Development and Licensure of Vaccines to Prevent
COVID—19 Guidance for Industrys, 2020. p.19.
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H - 2 (the Secretary of Homeland Security), =745 %2 (the Secretary
of Defense), HAEA] 5 2 (the Secretary of Health and Human Services;
HHS) Z 7 o] ojabdAo] slojop BExi yte] EUAS A9
(declaration) &k <= 1aL,43) L Al o] Wi ¥ o] 5 H| 24 FDAZ}F EUA &b
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5% AL AR
Pre—EUA 219} 5 EUA 817} A galthar ol 7} o] ol <1l o] ofEel
Ag5elo] Bas

3 A AR 54 o oo FDAY] 517} AlAF &, e
AT, o] oFEe] b d 7 E ool gk 1, o oFEo] 13737 7873l &k
S Y ARE AE3EA6) o ofE i JA|7 A EUAS A8 =
RO AL AN 7]l FA7F Hof A sk 97 ol th
FDAE A& AR E vlgom Ao A% 917] 5 B ol o=rol
A g = JE A A o =2 3188kl Section 564(c) of Federal Food,
Drug, and Cosmetic Act(FD&C Act) G -5 HEsI 5¢1 o5& At

—_—

43) Section 360bbb(b) of the Federal Food, Drug, and Cosmetic Act(FD&C Act) p.5—6.

44) U.S. Department of Health and Human Services Food and Drug Administration Office of
the Commissioner/Office of the Chief Scientist, & Office of Counterterrorism and Emerging
Threats, "Emergency Use Authorization of Medical Products and Related Authorities
Guidance for Industry and Other Stakeholdersy, 2017. p.5—6.

45) Maggie Fox, “Key committee meets Thursday to consider FDA authorization for
Pfizer/BioNTech Covid—19 vaccine”, "TCNNJ, 12.1, 2020.

46) U.S. Department of Health and Human Services Food and Drug Administration Office of
the Commissioner/Office of the Chief Scientist, & Office of Counterterrorism and Emerging
Threats, "Emergency Use Authorization of Medical Products and Related Authorities
Guidance for Industry and Other Stakeholdersy, 2017. p.9—10.
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47) U.S. Department of Health and Human Services Food and Drug Administration Office of
the Commissioner/Office of the Chief Scientist, & Office of Counterterrorism and Emerging
Threats, "Emergency Use Authorization of Medical Products and Related Authorities
Guidance for Industry and Other Stakeholdersy, 2017. p.4.

48) 9 9 ekE A% - #2] 7]=(Good Manufacturing Practice; GMP)

49) *1140*:30_75417}L, T2 WA JREE Al a1fAFSE;, 2020, 119,

50) AFo] R e, Faguhg WAl A Al arejabal,, 2020, 16-19%.
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(2h) SJokE 317} 4lAk

AdA o] TREW rejekE Fof bxlel #et 42, (F2]% A1650%,
A1) 2020. 10. 14.) Al4%, TeekEo] EE3| 7). Al a1 . AAL 714 (A& oF
FOPAA A A2019-263, A3 2020. 9. 30.) A3F 5 Farste] At
o ofEo] BEAel b= AR 9} ook i 87 A A E AlEshaL, A oFA 9
AXE Eall Aloko 2 &7 ol o] % A Bl ol S & 4= QUS4 Al o]

=
T g aboll A R skE#] Sokd Fakgol gl - AHARE AAE
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Legal Issues on the Development of New Drug:
An Analysis of COVID-19 Vaccine

Hyunjoo Yi', Jonggu Jeong®, Hyein Kim’

!Seoul National University, School of Law, J.D. Candidate; “Seoul National
University, School of Law, Ph.D. Candidate, Attorney at law; ’Seoul
National University, School of Law, Ph.D. Candidate

=ABSTRACT=

There have been affluent studies on the development of new drugs and these
efforts have been crystallized into a separate field of pharmacology. Yet, a
normative analysis pertinent to the development of new medicine is still in a dire
need, except for studies regarding medical ethics. This piece of work aims to
contemplate on the legal issues concerning the development of new drug,
encompassing each and every stage of the development. In order to maximize the
practicability of the research method adopted as aforementioned, this work strives
to analyze the developing process of COVID-19 vaccine. The first step would be
to introduce the developmental stages of inventing a new drug, especially that of
a COVID-19 vaccine. After then, legal issues related to each developmental stage
would be discussed. Henceforth, the legal analysis would contribute to predicting
upcoming legal complexities and will be able to offer normative implications for

the invention of new medicines.

Keyword : Medical Law, Medical Ethics, Development of New Drug, Vaccine,
COVID-19




