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(Z ) FDA Townhall (CDER Director ~ CBER Director !/ )

Fireside Lnat: rv

Tuesday, June 4th
11:00AM-12:15PM

B0 2019 « IT STARTS WITH ONE

i £ B

1. US FDA Commissioner CDER Scott Gottlieb k&%t 4 7 #xE FDA »
i AEPFBREOE BT R L 3 R BB RnE R AT
1% 32 Commissioner Dr. Sharpless #-¢ £ B 72 i US FDA gz { 3 5
Moo

2. USFDA E4~ % FIFp 5 AL B o fe 2 RP TG ¥ e

R 3 ¥ USFDA i 1 & % 1 i iRH ] I§5 -

3. FDA CDER Fg3* 2019 # /& #» #-%f OND ( Office of New Drug) it
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Fecie, A ATRAHESK (IND) % ppm s e B8 LB E L X
S SURIEE [ SR
4. CBER R s #-=0 > Office of therapeutics and biosimilar, #-% &1
(quality side) 22 % % (review side) R4 2 & o poby Bz > 4 5
#p 12 2 ( biosimilar ) e~ (template )» ¥ ¥ = = center of excellence
of immuno-oncology °
5. CBER director 3 L A & 1-2 # B #-fm R WA ~ £ o ~ e ok
SRR LR R B3R AQE 200 F 2 IRAEEREE
™ F¥ ¥ b BLA  (Biological Licence Application) Tl ¢ & & % &
Pe B M4 598 CMC ( Chemistry Manufacturing Control ) £% 4 » 4 cell need
reproducibility ~ gene therapy need to produce large quantity ~ cell line
consistency ~ manufacturing process important o
6. %" Realworlddata =& * FDACDER 3% % B %0 ¥ * 0% >4+
¥ -~ CBER i% & ¥ ¥ 5 conditional approval % second approval - % »%

LIREOTA B 5 a4 H i) 0 R T ARl § 0%

7. Bow i E 2Ie TRk AL 0 5 AER W PP 0 US FDA K 7
Breakthrough %
inspection °
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() Ar2axFERT EFHRBF (Alfordrug development )
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3. 4P HYTAIEE 7 ¥ % 9?7 ¥ o i TR B E_F § biologist -
chemist > data scientist % & 7 Al % 7 $2 04 B 4 o5k :25% & 3| 5p )
PAREINA KT o

4. Al ¥ ¥, 04 i 2 45 B % preclinical and clinical stage °

(=) 2K FDA ﬁiﬁ-?& A3 ,5&‘»:};, 31 (LDT, Laboratory

Developed Tests )

WA T B S
1. USFDAZL% LDT 32 & 7 A 47 % §k F2 < (clinical and analytical
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validity ) °
2 AEFARD DT ap N AT AR -

3. ERGHEHERR o AMBRETE FG- R D d B

¥ #% Diagnostic Accuracy and Innovation Act (DAIA) /2 % » £ % i%d

2 ®3 = %3k B (Larry Bucshon % Diana DeGette ) ** 2017 & 3 * 20
p 42 &% % (discussion draft) » 12 3738 {7 2. Federal Food ~

Drug ~ and Cosmetics Act (FD&C Act) %2 Public Health Service Act ( PHS
Act) # jx % » 2= = In Vitro Clinical Test (IVCT) 2z ¥ 3% 4 » IVCT @

35 % & % (Finished Products IVD - In vitro diagnostic device ) % F 5%
% Pl3F42 5 (Laboratory Test Protocols ) » 7 = [VCT = IVD + LDT -

4. USFDA # DT X %> FIRK g 2017 #& 1 0 DAIA 2 % >3 2018
# 3% 41 VALID ACT of 2018 » & 3% #-%4 "’*é”)@*"f%ﬁﬁ (IVD) ¥ 333? B

PEEBETF R BN R RN FRE-LDT 2 IVD & 3 5 IVCT 415

ThARLM G E R oREipREE, TP f‘:.E_'..?%‘S_‘af%’f’;'%—FDA IVD ¥R F* ¢ CDRH
Ldv s H e 2 IVCT % o

5. US FDA VALID /2 2 #Z R ¥>> M A % e IVCT » & 7 > B0
Precertification » ¥ ié;z Roege Bk s (v E AR BT & R0 d 3R
PRV SRR T IM  US FDA B3 & KR YD
B ] IVCT H jpe 3t 3 5 708 o
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6. US FDA ¥1>% [T system #-& R * 12 > 2xqy 2 F P ¢ (intended
use ~ performance and transparency ) °
7. IVCTHged > K gL L& Mot
8. # RILIFE7%E % 5 LDT 2 FL € » I ¥ 21 century cures act #-3&
> DAIA =2 o DAIAZ X L F &N F & 325 1 IVCT & ~ IVCT A % »
IVCT *+ & =v & ?}Q?\IVCTWF,J SR RSIVCT 3 (8 =& RSIVCT
FEREINEE DAIAZ X B HD X -
9. DAIA ¥ F g iRl L AriE > P s HFHZ B E AR (1)
FDA S w7 @ % 500 @ izl 2 5 = 2 0 IVCT> d FDA b= 32 -

& 35 IVCT ek 3+~ A5 ~ g 2 fgrk o FDA § A7H{ 1 F IVCT shie sk o
(2) CMS 5 3t B - F o 2 (570 IVCT > & R2EH BB 2l F -
& F7 a0 532 o 3 CMS/CLIA E fb = ?i%—“%% o (3) State ; ¢ %1% SR
& F R e R R PDBERE VAR
(~) tdmiiec 22 %3 MSD ¢ 3%

U PP EFEMELFRA 0 AIMA L PP EE S R 28 MSD

#4 {7 & %3 Dr. Julie Louise Gerberding % 4 L & ¢ 3% o Dr.Gerberding
¥iZEiMAFE (USCDC) ¥ £ » ¥ ¥ 30 SARS I P &k 2 » Hhpt A
Fe 2 SARS I 5 2 W% & 1 4p B ¥ 38 > 3£ i WHO B ¥ > Dr. Julie Louise
Gerberding 2 4p B F 4T
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Julie Louise Gerberding, M.D., M.P.H.

Executive Vice President & Chief Patient Officer
Strategic Communications, Global Public Policy, & Population Health

Dr. Julie Gerberding is Executive Vice President and Chief Patient Officer, Strategic
Communications, Global Public Policy, and Population Health at MSD & Co., Inc,,
where she also has responsibility for the Merck for Mothers program and the
Merck Foundation. As Chief Patient Officer, Dr. Gerberding leads efforts to engage
with patients and patient organizations to bring their perspectives into Merck and
MSD to help inform company decisions and represents Merck globally on
patient-related matters. In addition, she is building new initiatives designed to
accelerate Merck’s ability to contribute to improved population health, a measure
increasingly valued by consumers, health organizations, and communities.

As a world-renowned infectious disease and public health expert, Dr. Gerberding
is a leader well-versed in and passionate about acting with purpose and urgency to
meet patient needs. She joined Merck in January 2010 as president of Merck
Vaccines and, during her leadership of that business, helped make the company’s
vaccines increasingly more available and affordable to people in emerging markets
and some of the most resource-limited countries in the world. Dr. Gerberding also
helped lead the successful launch in India of the MSD Wellcome Trust Hilleman
Laboratories, a not-for-profit joint venture for vaccine development. In 1998, she left
her tenured academic faculty appointment at the University of California, San
Francisco, to lead the U.S. Centers for Disease Control and Prevention (CDC) Division
of Healthcare Quality Promotion and then served as the CDC Director from 2002 to
20009.

As director, Dr. Gerberding led the CDC through more than 40 emergency
responses to public health crises, including anthrax bioterrorism, SARS, and natural
disasters. She also advised governments around the world on urgent issues such as
pandemic preparedness, AIDS, antimicrobial resistance, tobacco, and cancer. At the
University of California, San Francisco (UCSF), Dr. Gerberding directed the Prevention
Epicenter, a multidisciplinary research, training, and clinical service program that
focused on the prevention of infections in patients and their healthcare providers.

Dr. Gerberding received her undergraduate and M.D. degrees from Case Western
Reserve University (CWRU). She completed her internship and residency in Internal

Medicine and fellowship in Clinical Pharmacology and Infectious Diseases at the
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University of California, San Francisco (UCSF), where she is currently an Adjunct
Associate Clinical Professor of Medicine in Infectious Diseases. Dr. Gerberding
received a Masters of Public Health at the University of California, Berkeley. She is a
member of the Institute of Medicine and a fellow of the Infectious Diseases Society
of America and the American College of Physicians, and is board certified in Internal
Medicine and Infectious Diseases.

Dr. Gerberding currently serves on the Boards of Cerner Corporation, CWRU,
MSD Wellcome Trust Hilleman Laboratories, and the BIO Executive Committee. Dr.
Gerberding has received more than 50 awards and honors, including the United
States Department of Health and Human Services (DHHS) Distinguished Service
Award for her leadership in responses to anthrax bioterrorism and the September 11,
2001 attacks. In 2018, she was selected as the Healthcare Businesswomen
Association’s Woman of the Year and received the Lifetime Achievement Award from
eyeforpharma. Previously, Dr. Gerberding was named to Forbes Magazine's 100
Most Powerful Women in the World in 2005 through 2008 and to TIME Magazine's
100 Most Influential People in the World in 2004.

AL AT

1. Dr.Gerberding B 35 %> SARSH FF » t2 4z — LAXs R 4 ¥
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3. MSDHPV & 7 * 3t 15 k1 b end b4z 9t +57
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(D LHERIHBEARAT2ZEIRSE

(L) AP 3B ~AFRFI2EFICLER S
302019 A2 FARTRIERAY 0 3 ORI O S R 8
Eiek Moo doZFEF & (Pharmakssentia) (3 A ¢ F s R Ao
U A Y R ch#E $ Oraxol 3 PD-1 B inh 2 & > P o ot
fe 8 ®] ek ;25 P& £ Goldsitron precision therapy Co. #% — &4
#HL & Targeted Sensitization Enhanced Radiotherapy (TSER) > # 1/ 3%
BB RISHOBIE AT 0 T LT B b ERIE s+ o SFA

Therapeutics, Inc. %% & &-¢ > § — fAK 5 R B A3 F L m &

iﬁﬁ#l] H;‘}%i 1:,‘\; o

%4 2 F (Suntec) AIF % MNC 4 & F & # 3T 2

(Immuno-Nanotechnology platform ) » 2+ 5 T L. 23 &3 K 3§
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# % | (Immune Modulating Nano Carrier ) > ¢ 7 PD-L1 inhibitor ~ CD+8

T cell activator 2 | * 2z 5t fL 53+ £ H[:& » @ ’%’g!‘! ] EE e

p—

¥ g o

+ 4% o &1 44 Globo #4875 (glycosphingolipids ) 4r

Globe H ~ SSEA3 ~ SSEA4 %2 AKR1C3 % » ## 4ck w (vaccine) ~ H &
i (mAb) ~ fk8 % 3~ 45 £ %2 (Antibody Drug Conjugate » ADC) %
W SRE S (prodrug) EHBE S o 3% 0 2 AT F (0 0BI-3424 0 A
-4 AKR1C3 & {722 AL it (Alkylation) - f&-| & F = SR 4 > P
¢ JE % W FDA +%,8>" 2018 # i {7 % — ¥ §k #5% o ManysmarT
Therapeutics B % ;3% B 3¢ #73} <1 Multiple Opportunities-Suppling T
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Cell Therapy (MOST) & = » i& {7 Antibody-Dependent Cell-mediated

Cytotoxicity (ADCC) Ap M 2. & F-FT1 % o

LAFEFAEF RGO I AP - 7 FEATIAES D
(Bispecific Antibody > BsAb) = A# 8 - HZ A > 711 & 10 =

T3 R AR 90%4F it T fmPe (BsAb-armed T cells) » # 3t 5 »x
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(DCB) » & I 4 j&i* (humanized) anti-TIM-3 H {k3=48 - 444 X 47
Tim®e } enTIM-3 4 24 4% & chh - & Bicd (K~100M) o
%%’E’ FHERIFEL T4 e 9 TIM-3 X B (Receptor) #A#- T ‘m
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EirGenix Product Pipeline
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LEr o AL (TTY Biopharm) RIp w4 & S fakpm* & -

o B 4 H (EirGenix) I faA73 — k5|12 HER2 % &2 g *

TR

g

» H ¥ EG12014/EGI014 (Trastuzumab Biosimilar) @ £:& » §24k %
SRR A A e M 9 (Carrier Protein) o [ % pE
4 3 (GlycoNex) RIF £ iR 2 R iT8 2 B3 2 2

R EAAPRE o 5T EFEMFY (T SRR g

o

M ie* chgd 4 > ¥ 2 LRkt BE AL 4 2 REATE

Bringing value-added medicines to patients
by leveraging our expertise in drug
development and passion for science.

Seabilizad injectable Formutation (SF) Depot Technosogy

e A8 (TLC) &t 2 A Lipo-Dox » H 5 v & ficPy 1071 5

ﬁnﬂja’i’rg'\/r)%‘;’,t,;%‘ﬁpfg:}&»&%,p{%«\ » e PELE l—_ﬁﬂi’ﬁ’&%éf%fﬁ:

$r

v B oA B e iR i SR FF R o i 4 B (Foresee) I AT W
S| A 0 % F Lleuprolide - H 5 . M g F O ko A
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( Luteinising-hormone releasing hormone > LHRH ) & »%<#| ( Agonist) »
B e 3B 5 Z IRk iRsk o APTA F RO~ #4%F HER2 2 VEGF %
2 4 P BT o
§OHHEINEF P T A e cn Y A P (GLORIA) > 2= £
41282 f A B g E ¢ S0k BI02019 A £ 4 BB
FRATERNFTEAD SR E oK MR BEP A FE
N TR F - S ATAR RS o kT & (TSER) > st fg & — 2 °F
IR T io R TR AR R A fAEE RGBSR PR B2 o0k
% - § % - [Pk (decoy peptide) » ¥ #r] MSI1/AGO2 2
e 5 J8m & e imie B X B ITH a Prl o EAE c B2 Y L F
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R S EPRBARE EAE 0 @ D e R B
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2P TR RS L (RO R 1 THRHAHAT | o
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BRREFT 7 ERFERTHI AT - 2Ey - BRE DR
SRR Mo 4r m 33 iE & (Beijing InnoCare Pharma Tech Co. )
+ #cfé 4%t BTK (Bruton Tyrosine Kinase) 2 FGFRA L &, 1 3 5 £ 52 o
FE Y o B 24 H (BiosionInc.) Pl % fE G AR RoE
#Z (Immuno-oncology therapy drugs ) 4= (% E # o

| Clinical Pipeline gn INNO8ARE

Unique Know-how Incubates Robust and Advanced Pipelines

= ‘Fﬁi HEhHhFg o7 (HitGen Ltd.) 2% — 7};@_] %4 <+ HDAC I/lIb
FrdlE P v et H - DR Ek R L 2 HIHFR ¥R ( Guangdong
Xiangxue Life Science )R #= 3 T m%e ¥ §( TCR)4% £ A T ‘w*& (TCR-T)

sPRFET L oo
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F235 o 4r Bioleaders Corporation & A% jcf =+ ¥ 5% W o %
(CIN1) % & ¥ 3¢ & (Cervical cancer) 5 w ° iNtRON Biotechnology
Vel SRR EUEY &

Platform technology

MUCOMAX ¥

SIL © Low-grade squamous intraepithelal lesions

HSIL High-grade squamous intdepthelal letons

SN BioScience Inc. #2% double-core shell micelle( DUCS® Technology )

Vg NI PE N %] e (micelle) #F 3E3

5 IR enf 3 4
4 SN-38 ( 7-Ethyl-10-hydroxy-camptothecin °

= lIrinotecan/Captosar 2.
SR BA 0 x4 4238 Irinotecan 100-1000 & - e F]H gp 2R % o

EHELI T RGP S b1 )

B3 Eohfl 24 HE L > £ & BIO 2019 M £ 4

\\\xr

BB REZ ISR TP M A AR RS

1L &

o d ERRI R E E (F 7 3t 4T3 B ) i Korea
Health Industry Development Institute (KHIDI) 7~ ok #ri= B 41 > ig
BAT g H = 1999 & 4 = > f FHREE I

A ol r’} rrr];v.,E'l: ’ I/}\
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Fig. Comparison of tumor volume change of irinotecan
and SNB-101 (SN-38) (Gastric cancer model, q7d x 3times)
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Fig. Comparison of tumor volume change of Irinotecan and
SNB-101 (SN-38) (Colorectal cancer model, q3d x 3times)

Fig. Freeze-dried SNB-101 product (left) and its reconstitution micelle (right)
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852 £ F kR 2B o KHIDI &+ i 7 73 T High Tech Bio
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> International comparison on cancer 5-year relative survival rate
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( bispecific antibody ~ ADC ~ immuno-oncology ) » Alteogen Inc. (ADC ~
biosimilar )> Celltrion Inc.( antibody biosimilar~antibody biologic ) Chong
Kun Dang Pharmaceutical Corp. (colon cancer) » CrystelGenomics Inc.

( pancreatic cancer )’ Dong-A ST( Trastuzumab biosimilar )’ Genexine Inc.

( DNA therapeutic vaccine long-acting IL-7 )» LG Chemical Ltd.( biologic) -
Pharmicell Co. Ltd. (ovarian and prostate cancers ) » ViroMed Co. Ltd.

(breast cancer) % - o7 5 4§ # il v PIRILRE * A %~ FO
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Bas* h g A B aRIFSHEE- IR Z A 5T o BT 2

e SRS Bt 2 U R ket AR
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!lll-ml ﬂ!! ,g e “a

PALEF 20 FHT £ BIO2019 A 54 HE > HY § 5 R
B hA &0 OBk e A3 o 4 BioComo Inc. 7% BC-PIV vector
(d &4 fFalng :)];3% 2 4] §“# recombinant human parainfluenza

virus 2 (hPIV2) vectors ## 2 @ %k ) » ¥ % 3 M B f K B
45



(immuno-oncology ) + 2. &% » 1% 52 F %8 %% (solid tumor) 55 FF

9 ey W 84 (immuno-enhancer ) o BrightPath Biotherapeutics

@ >

° ti
,antigen

—
BC-PIV can induce DC matufitigg,

to display antigens on DCs and
induce both humoral and cellular

1 U n , - *
A T s \
S I ‘
Immature DC g 6 N Mature DC

Co., Ltd. P& 7/ K ok 278 > % 48 cancer peptide

vaccine >t F24F I# L - Gene Techno Science Co. Ltd. RY|:i& (7 il 2

Filgrastim 2_ %% - Goryo Chemical Inc. R|F7 % ¥ (8 Bl A fw o2 0 K38

Ao TR NS el R R R e R

NB Health Laboratory Co. Ltd. B A& 7@ 7 H;’]L% ( Prostaglandin )
EP4 B }hiB = % » ¥R R Y BIE LK ik ° Oncolys BioPharma
Rl B 5 AA & FRAKBETSRE PR Z Y > 4o oncolytic
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adenovirus Telomelysin » ,‘f’g}?&i PR A gpeRe B s % (human
telomerase reverse transcriptase (hTERT) &fx#> 3+ (promotor ) » #r
Fpmbe SR R AN Fika g R pwme s o F R ALK S R §

B~ R E R AR ATl 0 2 ¢ FpfFEdr 4 A (histone
deacetylase (HDAC) inhibitor) # %58 %% ~ = B ~ T % > M
2 ¥ ) %’%’%‘ k18 R v m),%i ;wg TelomeScan» ¥ * & il jp] B *6

Fz ¥z (circulating tumor cells » CTCs ) °

Telomelysin™

Virus infection Tumor-specific replication Cancer cell lysis
and virus spread
Local response Systemic response
Tumor killing via viral replication and induction of Cancer cell death by cy ic T-cell i ctivation via
immunogenic cell death, leading to the release of DAMPs cytokine network
0OBP-301 e
* Normal cell
I genic cell
Cell lysis by viral death Cytotoxic T-cell
replication T immune activation
S 1
% Cytotoxic T-cell (CD8+) ..‘
) 2 | (against viral infected cells)
y "‘# Y "
dD N v
< A\ . "o
'
"
'
T— &
Danger signals okine release - &
e (INF-g, IL-12)
$ 7 cell receptor: TCR
MHC class |
Antigen presenting cell Y e
)‘ PD-1
. PO-L1
Phagocytosis . . Viral fragments
. « INFg
a I-12
K, ot o Foesont TG 1760 fnhibit angiogenesis | Mt

PARInS 2P FEALOFER L > FROPIIAYF < DF RS
FeopA22015 &2 TREFLHRFZAD AFRITRE

##J (Japan Agency for Medicine Research and Development ; AMED ) »
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Telomelysin insert GFP (Green Fluorescent Protein) gene

Y000000 ==I0000000(

‘ normal cells | A I Vg
o 2 =&
TelomelScan {
J . L normal cells
no replication P S . 8

> in normal cells I
»

no replication
infection in normal cells

cancer cells Shes

cancer cells

GFP
expression .1,

fluorescence in cancer cells

chromatin structure of cancer cells chromatin structure of normal cells

N Do
o1 )'\,‘ AV ) J\
o oS \J ) .
\qﬁ_%_ = \ ’\\ \2®
o.H OH
S
HN S
o
NH tumor suppressor
& o’ gene expression
0OBP-801

HREEEFF2ZHGF PRFAFEFT I 6 w2 W% £ 17 AMAD P %
T I0OBEEYFTFE  HY e TR/HEFALE RS
HE o HRH M A NIERPFET S o

FAFS AR L PED MEDLEN T RIUREL S
PEFEMBEEE AT BARLEED AREDRE

patient-derived tumor xenograft (PDX > £ 84548 ) % patient-derived
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Programs Overview

In order to create next-generation cancer therapies, this research
Project for Cancer Research and Therapeutic Evolution program promotes research aimed at elucidating the biological
(P-CREATE) properties of cancer, research based on patients' clinical data, and
research combining both aspects.

: ’ This research program promotes development of technologies for the
Practical Research for Innovative Cancer Control

prevention and early detection of cancer.

this program promotes development of Japan-originated innovative

Development of Medical Devices and Systems for

: g medical devices and systems using robot technology and ICT in which
Advanced Medical Services

Japan possesses strength

The objective of this program is to improve the infrastructure for

Program for an Integrated Database of Clinical and

sharing clinical and genomic information in order to accelerate R&D,

Genomic Information : R L :
and to promote genomic medicine in a clinical setting
Proj F n Developing Key Technol for This program aims to improve the quality of life of patients, and
Discovering and Manufacturing Drugs for Next- suppresses medical expense increases by solving the issues of next-
Generation Treatment and Diagnosis generation treatment and diagnosis

==

tumor organoid (PDO > #F % F ) (organoid) fics 2.4 EiE ¥ » At
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» I Conquering the incurable
Curing the hopeless
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(=) %4:2019 #* % 4 B E A

A2 & f: Personalized Medicine and Diagnostics: Precision Medicine
and the FDA: Prospects for Regulation of Laboratory Developed Tests
PHAEL B HERS S E L AR DAH N % T TFAE R

% i (Laboratory Developed Tests, LDTs) ¢ & i75 B AB% - p =
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FRH IDTs #2 S E @ iRt LRPETRET %3 R
% (Clinical Laboratory Improvement Amendments, CLIA) 4> - CLIA
B R EZ B ¥R R e 5 RO B PR.F% ¢ & (Centers for
Medicare and Medicaid Services, CMS) 1 ¥ - A iy dlfrifls ¢
(CDC) B3 WMasF&EyF2h (FDA) > LA f §1 7 F Hi31 3 4p
£ % o

P CLIA 2 24> LDTs #3124 S BRI o5 L s A ¢

FERFFEACRAMEATREL Y GFEE UL L TR F A

™

A HRPIEMTEE R B2 B ARRARR L R F o BB R
2 REAEFREFLTET 02017 £ 3 P d 2 =ERKA&KD
Diagnostic Accuracy and Innovation Act  ( f§ # DAIA) ¥ % > DAIA ¥ %
¥ T2 = Fl 5 88 °H Rk 4 B] (in vitro clinical test » IVCT) » IVCT & & = %
(doplF 2 efe ) R RFRFHF (B2 L ¥ FHRZFH
W% (LDTs) % & 204 » #4375 304 & 004 84 -

= 3A2d B 2 FDACDRH F R % 77 » 43 LDTs 4 32 » FDA 4 %
) DAIA Xk ZE 444 2 p o g IZ484] > 5 2018 & 12 % 6 P & 11 B
3TVALIDACT % » P # & B2dZPrE o
PR EgAeT
1. J FDA = = 73R fu%ﬁ’g 7288 ¢ Tk ] (IVCT) o
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2. FOANRGREDIATE I > BIVCTE FREAS 2 457

(1) 254+ 5% & (Premarket Exempt) @ ¥3t Mk &~ F P
EFORELERR RBEOICT BBpA I DG E

(2) p FEMIERFE 4] Precertification of eligible tests (voluntary
pathway ) © &-%+¢ Mk *& IVCT > & i p FEIEFE BB T B
AR Z AR ACEKRFERIFEDN A FARENF

(3) fi i+ + % % % % (Abbreviated Premarket review ) : -4 5 + =

N

Fick ~ F TR e pARILTERRES I ¢ MR e IVCT > 3% i i
L3 om g A

(4) + ® % & (Full Premarket review ) : ¥+ % if * p B30
# > B Rh% > % - 2 (£]57) -~ direct to consumer tests ~ i £ 1
W Bl E R G R RE R IVCT > 5D w R A o

3. VA EE ATy oK ?f% Grandfathered test :f * #¢ *

HE A2 ML T VALDACT % B # & bt e Ao v o
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-
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