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1. 58 %47 B HH (Quality Systems and Regulatory)
BERIRET PR £ o AR i A& ICH) IEAEHIETHY Q12 #H#: - BB IR E I -
ICH Q12 (& 4 e BB HE; Product Lifecycle Management) 5 & 55 28 245
20144 6 FHHH ICH $iZ% & (Steering Committee ) HrERal Z Midl - FEH &L L
BB - 8UE R 45 ] (Chemistry Manufacturing and Control/CMC) 8 5 4%
AL - ICH fEhn S AHBA R SR HIEHEfE - B Q8 $t ¥ 4% i B iS4 I Bl b
2 s E RS - 40 A QbD (Quality by Design) » F Q9 A ftE [ &
BLTHE > Q10 RAIECICSE i it B £ & (Pharmaceutical Quality System; PQS) -
i Q12 Ky HEY » AZILAAR A AYAREE - 7 ICH Q8~Q11 HYJFAI L » ZITH;
FMLZERS - DIRE S (R b8 S AR Wi tla/ AR g ) B it CMC 5 2 W]
THHAM: e g AR » W DR bR E B A R I 8 mds AL GMP B E &R » 2K
HEEREL L E o (R S BLE M B B -

R AVET i 4cF AstraZeneca (AZ)/\5]AY Dr. Frank Montgomery DLEZEF
f& > 3B " Enabling Change and Innovation Implementation Using
Company’s PQS Effectiveness | Dr. Frank $& & FHj* ICH Q8~Q11 = FEE

BE TR R A e A dn e B AV LA - S H A ICH IE{E MBI — M



IR E R AR AN > BTLAGIEA: Q12 Guideline » HHSEAE IR RIEE
GEHYE BT B - BN ERUEE I H TR & (drug shortage) - o
& ICH TIE/NHAY3S 1% - HAT Q12 HATTMRIZE K Eiite B H & sy
J%s: Prior-approval (sufficient risk) - Notification (morderate- to low risk) -
oA R R R Y 3 AT PQS BB R ECHEEN T R R TR
AITABITT & RGBSR, © {28 AZ A\ 1% oy i 07 A 5 Rl 3REH Q12 %
7 b % SR AT - Q12 T ALY EE 5L 4 A e JE HA B B SRR (PLMS) -
BFELLT 24{E E %5 Summary of product control strategy ~ Proposed
establishment conditions for the product ~ [ 7171& 8 5 {35 4348 - Post-
approval change management strategy(PACMS) to prospectively manage and
implement one or more post-approval changes + Post-approval CMC
commitments. PLMS WAEHF /AR 2 (& 1F - PLMS 1] UGB AR BB 55 5 i
T8 ShaTAl R &A% - R AT b iR Hy S ERYETEAL -
P23 Ms. Mihaela C. Simianu 3789 " Update on ICH Q12 and the
Anticipated Benefits | > Ms. Mihaela B 3B A ZEE FDA - {Hi#Z L PDA
() PACiAM (Post-Approval Change Innovation for Availability of
Medicines Program)fy T{F/NHAL BEfamith—38 8 - BN EHiRETFHEEDN
FEMZARR > Bl cGMP Y current” » ZFJEHY o TLEHAYEA] » %
SELLY B R B R o IR EE R AR - FORERD
IE 2 ~ BRI AR EE - DR FREARA - SO/ A AR itk
BEAERR - (HEHE B 1R 58 8 AR SRR R — 20 (A —: &t
@ HE A TR 2 BE TR
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Post Approval Change Tools

APPROACH HeE= TR WHO @

- TALL, WAIT CBE-30 TYPE IB TYPE I-Minor Minor
- and DO Variation Variatio-Prior Variation Vmin

Approval

MIV_PA
TELL & DO CBE-0 TYPEIA IN Immediate

Variation Notification IN
DO & TELL Annual TYPE IA Minor Change TYPE I-Minor Annual
Reportable Variation Notification Variation Notification
(MCN) Notification AN
MIV-N

[ — 2% it B A A TR B R TR

A FH 3D HIENF il 7 & S B A B it R 2 (3 2K

BUEERLEE Y 3D S EI il d o8 % - 47 2015 4= 8 H £ FDA #Z A E {E

3D FIENEES BT 5188 1 3D FIENAYAEIR ARG 22 1] - ORAIGHRE AT A8 2 A it
o % Je Y B (S 1 498 RO P AR (B N B8R L - (HAE ] 3D FIEIH il f5 %
FEEFZHF - EREMDRIRIER « FFER(LAY 3D ENRAE - DURE SR AL E &
3D HIEN > AERLRET S 2 AT e st BLE 2 3D H1JEIHY & an 2R A A iy A=
7o
2K 4 Ms. Senping Cheng, PhD :7HH " Creating Tablets with Structures
for Controlled Release Using 3D Printing Technology | > Dr. Senping Cheng
=B Triastek 2\ S WY EIHE A f2 CEO » % /\&] FDM (Fused Deposition
Modeling) £ fiT bt S ZERESE 5 - SRR RORE 2 FDM W45 iy e e Y ) R
Z N F b FORIE - HATEL#EA Powder-based 3D printing technology »

8 2% B IR AR T B HH SE Y 2% (6 == (chamber(s)) » #2EH2E SnAE A
[FEE 2% o AR EREL > @A FEELEEENHEEEEE R ELFER
SR A F YRR -
P25 SR — (815 55 B FDA R EHY 3D S E14E5:GSK /A F]HY Dr. Jaedeok
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Yoo » 5289 " Application of 3D Printing Technology in Dosage Form Design
and Drug Delivery ;> Dr. Jaedeok /14H5% /N BI85 55 — ([ - iy 3D %] E[1 4
i Spritam HYERE - 5% A BUAE HF| (Process patent) » Dr. Jaedeok 2 5
K 3D FIENAGA & A A —ME SN EERL > RERRSKRA  HE
GV E - EREER S - ERRIA RS A7 o 10 H AT 3D SIETE
AR W0 288 L & DAL DT VARG HY S > 5541 3D FITEHE & 40 a] 28 i
cGMP EZERYHREL - BlEr N B2/ :3D FIJEN 2 S 5l ] 5LE #2740 af i
{Tan’E ?Dr. Jaedeok kg - HJLIADREE R ZIFRIKE T 3D FIEIEE ALK
FEanEH QC HFY » ARt QA HU » MU E A BRI R 2 85
= BV R AR Y 2 i -
3. B 5B 3% (Opening Keynote Speech)
SH - BAFELL B ABUEE ] DA E B L ARG - S b A RIS AT
FIPAG Z e SR RS SR A RIRE - SO R Bk R - BUBEAESE R A
ESF R 2 AR R SE U R - B[ SEAE IR — PR 5 S — s 23 T
B 5F AstraZeneca /3 H|HVRI4EE Ms. Pam P. Cheng {EFf w5 &% » Ms. Pam
P. Cheng 2832\ BV HURE S8 S Ry B - AT AT BUREED 7 e e P2 R 47
FUaR S MEE - S MmAEFEEERER & o KRS EER AR o IE
DL BB iy 25 S g A\ B 3650 - AETRIRTIHEE - IRt s mE ARy e
W NAfERE R HAE -
()~ 10H30H
1 B

IR A€ #55 Dr. Glenn F. Pierce JEE A R8I &R G B8 M - sBE Ry

\>§v

"Innovation in Hemophilia: From Blood to Genes, and the Unintended
Consequences Along the Way | > Dr. Glenn K5 th & — (AR EE » thE

MR EHI LR > HAERR Biogen, Inc. FYAH AL VAR EIFT -



I AZ 97 S — T P T 28 BRI e o T 28 (M B 1 D A PR By e o
PRI BYERREERTTLLUEE] 1/5000 - 100 FF 77 B HBR R TSR - 4508
RETHIRIHTIASE - 2 B AT A 2 bn v R PR RAara5d] - W HP H 3448
{& 1964 F2FHLE I MR AV M/ IMRORIE IR » F 1990s FLRI B 4H BE A+
(Factor VIII ~ Factor IX ~ Factor Ila ) ~ 2014 5% EHL (Enhanced
Half-Life) clotting factors » DUHA AR 73 B8 4 8 2 4 4 U5 L PR T~ = R A%
B AT A 7 S ABRIREES - B RCSOR §8 » B8 & I 2 B — B R ER
AERCHY - in DL B AT R B A B LR T A AR R [ R 2= RMER A - R
i g B R B R G Y 7 R eI AR - 1A 2 R A = ARG
S > i H P $E UniQure ~ Baxalta ~ BioMarin %0\ 5] - HETE DL
Adeno-associated virus (AAV){E & Vector > HFiIJRE#E A BE RS RIS EY -
th 75 BEIR Y B4 A AR SR 2] -
FH A LA B8 B N AR /D AR R B e S N Y 53 T SO R
= > DR R B EHE - gt e Rk — s Ry o R R0 BER
TSR R A% - ALY A 0E B TR AR S - S DAL B ey s R
A2
2k ) e e M S B e
Advances in Parental Container Closure Integrity (CCI)
BEERFESEH Dr. Olivia 3785 CCIAYE B R HERAY DB - EHE S fEEE A
T3 EE - 40 single syringe ~ BTN EFEE LA RIS - HNE
SR RY K 25 oy i B U G S B AR W) B AT R B A e R M - AR
CCI iy )7 N HRE 2 #E2 » 82 i Dr. Brandon 774 CCI J77AHYBAE -
40 vacuum decay 753 > EEG#EHA(Test Cycle): Filling (1§ E.2%)->Equalizing (Air
stabilizer)->Testing CHI&FE7%) - High voltage leak detection (HVLD)HI %5 41

JEIRSIE - DIREZ a5 TRy 22 SRR - SR A SRR A e 0 AlE2



RAEZER > B LIRS R SRRV EGR, 0 T ER - S EAbERERY
W s e B EBIR - H A4 headspace analysis 57 ARISESSEISE L&
=z e
3. 48 & U T W
AT GRS HIRT 25 SE YR R B oM/ B A M B BB R B M A S (T - B R G
7Erm(Combination Products) » 752548 & e iR Ky B 2 AR SR dE LA_E A R
B~ HAREIEr A BV B AR RS 73 ARDASS IO T 28 dnbA 2 i AR N A e S B
ERAVAEREME - 20 FDA STEAAARHY —(0465 [ - Rl@st ¥E i m - BORERERE
SRE 0 NBIRT BRI GMP AR IEE - B2 2 BB
sl o I FDA & 7 bt % e #ies (Post-Marketing Safety
Reporting; PMSR) AyHkEY - JEHz#E A B Abbott Diagnostics 43\ 5] Y Dr. Bano
SRBAE N SR R L2 A (PMSR)HYEM K » 7= LEE M e
R E o (B A& EE AR R E A T E SR E - HRNE G E S
PMSR Al R85 - REBER B - B2 MBS ERIN R SUETER?
{AEHT Y FDA CFR A SORIE G FUE o R S 4HEE 7 19 R il s - (HARE
HESIPREORAIE AR E - ZEMKE 2018 4 7 HHJii - PMSR ##H Y 7=
o Ry:S RN ~ SRR (30 RNAEHR) ~ BrZmel i s (Field alert
report) ~ 15 KIBF(E ] 30 RAEM) ~ AV RKIfREEE > DS
MRS - FEERERA TN E » K EE R FERE R @R
i €0 G R R BT AR SR BV B 3 o b — VA AR RF OO0 58 B i [ 7 1 28 i R B R AR
BB es b sz FDA CDRH HYJRA B a3t/ PMSR » B FE 54 14 S iH B
HEERNE - RG-S IRAVEE S - 2 0T AR i ER AT PRE -
AE SR iy T = - R e AL E R R
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Application type - Drug/Biologics
Overview of Reporting Requirements for Combination Product Applicants as Required by the Combination Product Postmarketing Safety Rule*

Application Type

Constituent Part ANDA/NDA BLA Device Application
Standard Filing +  15-day report (initial & follow-up) . 15-day report (initial & follow-up) *  Malfunction report (initial & supplemental)

+  Field alert report . BPDR *  5-day report (initial & supplemental |
Reqmremer‘lt +  Periodicreport . Periodic report ®  Correction or removal report/record
Drug . Refer to standard filing requirements . Field alert report . 15-day report requirements to be submitted

within 30 days (initial & follow-up)
+  Field alert report

BiOlOgiC +  BPDR . Refer to standard filing requirements s 15-day report requirements to be submitted
within 30 days (initial & follow-up) submitted
. BPDR
Device ¢ Single malfunction report (of available . Single malfunction report in 15 days or 15-day | Referto standard filing requirements
information)in 15 days or 15-day initial report initial report and follow up report. 5-day report
and follow up report (initial & follow-up )

& Correction or removal report/record

»  S-day report (initial & follow-up ) Periodic report with summary & analysis of 5-day

¢ Correction or removal report/record
¢ Periodic report with summary & analysis of 5-day
& malfunction reports

& malfunction reports

*Gray-shaded boxes indicate current reporting requirements and orange-shaded boxes indicate new reporting reguirements.
ANDA indicates abbreviated new drug application; BLA, biologic license application; BPDR, biological product deviation report: NDA. new drug application.

For periodic szfety reporting of combination products with a device constituent part that reczived marketing
authorization under NDA, BLA or ANDA, the combinatien preduct applicant must also include a summary and
analysis of the 5-day (device) reports and 30-day device malfunction reports that were submitted during the
reporting interval.

[& VU:FDA ¥f25fd 2 i Z PMSR Z>K

(Z)~10H 31 H

1.8 1 2% 5 A 93T B4 (1 (Changes in Regulatory Landscapes: Regulator
Updates)

K44 FEE FDA ) Ms. Ellen F. Morrison 3789 FDA Office Of
Regulatory Affairs (ORA)YT HAAHARAY %L ] HATH » Dr. Ellen (LR 35 B
FDA ORA > ORA J&J* FDA (/] Office Of Global Regulatory Operations and
Policy 2 T - [LZX ORA 4HEKMEL - B Hax SR E TIEE NS
HhEL FDA & BRAY &1 PR FF— 2 - ORA TESEFFA 5 ([ M5 P2 pE F
20 {El@ g R - A IRIE AR I > AP AL > REAIPER S (it
PR WA 7 R S BCEE IR A E o R 227 [EI A 13
(6T = AI4H 4% -

B2 H{EH 7> Russian Federal State Institution 'State Institute of Drugs and
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Good Practice' of Russia (FSI SID & GP)#Y Mr. Vladimir Orlov >

e AR K2R > DU GMP BAZAYIE R AE R -

e B

(k2R i H RUHY S5 e B 2R AR A i (kR i B e B BRI R oy TR e

Mr. Vladimir Orlov {Ef%AY FSI SID & GP » Z & TG (Ministry of

Industry and Trade) | »

PIRFER ~ T ~ BER ~ s
REHIEENMRE - WAMHREEE

PREVE S SR(ELTE 18 (EHEmERE - 2 (HEBRE - ISR
HE®& > TREMMEZE - REHKETTFHF A PIC/S dH&% - K22 B
PR R BCRE R gk BE (EAEU) AV SR A0 A

ARG HERE 5 > 8

SRS 2015 AR ME AT DU SR DA SN B R B
BIE R TT GMP B4 » 1 2016 BT » BIESHIT GMP &
B Y GMP %5 A3 6B TR (76 A

FZHY i
LEAY) ~ £V - EEIREE
G253~ BLEERE S - (LB EAR R &
S E R /D 5 EM E TR - AR

\

MEDICES CIRCULATION IN THE RUSSIAN
FEDERATION

Ministry of Healthcare

* Medicines registration

+ Maonitoring of clinical trials

*  Quality expertise of medicines

* Issuing marketing authorizations for
medicines

* Maintenance of medicines register

Ministry of Industry and Trade

* Licensing of medicines manufacturing and
maintenance of licenses register

* License control

*  GMP-Inspections of Russian medicines
manufacturers

*  GMP-Inspecting of foreign manufacturers
of medicines

Federal Service for Surveillance in

Healthcare

* Fedemlstatesurveilance inthefield
of drugs for human use

* State control for medical devices

* State control of quality and safety of
medicl actvity

*  GDP-Inspecting

* Pharmacovigilknce

Federal Service for Veterinary and

Phytosanitary Surveillance

* Registration of medicinal productsfor
veterinary use

* State surveilence inthe sphere of
medicines for veterinary use

* Licensing of manufacturing of medicines
for veterinary use and maintenance of the
licenseregister

* Licensecontrol

* GMP-Inspecting of Russian medicines
manufacturers for veterinary use

* GMP-Ins ing of foreign manufacturers
of medicinesfor veterinary use

[ (R HT S

hEE B Koy T
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%1% 28 FDA CDER {J Dr. Richard Friedman 328 FDA 22 GMP & %%

% o {feiE Office of Manufacturing Quality (OMQ) 2017 £E GMP ##%4% B8 1Al

[ =: 2017 4£ FDA GMP &% 5T -

MEKGRR S - 5 BRI R &R e B M (Data integrity) ~ ZatHEG g (Contract
manufacturing) ~ FEJEG#E(Supply chain)FEHYMIRE > HIHYEE ST st B R S (L e g
Hitg 5 - DL 2008 354 HY Heparin S5 » R HLE T 5o (AP Hi 3R R -
g2 NRIBEIE TS < FDA 71 2017 269 25%f Warning letter B[l 21 %f API
g BT B TR » S RERUREL NS - E K ICH Q7 #Y 17.60 ~ 17.61 5%

LM EEHHAY -

Enforcement and Advisory Tools

Regula!tory Injunctions
Meetings
Consent Import
Decrees Alerts
. Warnin
Seizures g
Letters
Untitled
Letters Others Through Sept. 1, 2017
Excludes compounding-related actions

1=:2017 4£ FDA GMP EH%15 T
559 » FDA AT HAH. 38 18 K cGMP EAJFAIHY—2E warning letters » {3 %1:

I PIRHE F A AR & A B ~ E SRR T i e~ SEALEECFT - RS ER BT RE
(FEEEFTHIOFE -

2. 2Bk EIR K& 5 (Global Regulatory Town Hall-General Session for All

2017 Enforcement Actions

M Import Alerts, 25

M Untitled Letters, 4
I Warning Letters, 45
M Regulatory

Discretion, 24

M Regulatory Meetings,
21

Attendees)
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LR EBOEHN G > HEREREREN KERAR) - REN KEREE
MM ARG - 7RIS IR & - BB S I T i I
757 5 e # [H] (International Convergence ) HY3ER J5 [ o

S FDA fJ Ms. Ellen F. Morrison 15 55 /A 54 K(2017.10.31) 3% He R I 55 4
HI¥TEE © FDA B2 BRERRYBEMR] - STigispgan » VAR - BAH - M
PEDES - B BRI TEE S 8 EE R (15 5B FDA #Y GMP #i #iHY & R4t 5 -
E—EAEMEE 2016 £ 3 A {7 FEEIFIERE > 2R —HEH DR - (F
Ry REIMIECE 2Ry S E S Fn—8 7 » R RERT GMP &
REARCR - HEERRDMEE - ALK 8 HExT » fEEN AT E
TEA > S FDA Al & R E R4 A - #f 1t Ms. Ellen (& FR— U R £ A2
FPHELT

278 Brazilian Health Regulatory Agency - Agéncia Nacional de Vigilancia
Sanitaria (ANVISA){CRAIERAA © EEPEAY ANVISA 222 2016 41 A ICH 41
& BORIEE R - AR RS ET ICH AH RS2 i 4 -

3 AR et IS E ]

LIRS B R AR N B BUAZ FH S RI4EEL Dr. KC Carswell i 2t 5 5% i 77 A
OB MR - ERFERAFZHAKE Genentech Jz Amgen HYE REE
ANTFrRITL - &8 ERERITHARE  EHTEBEE T ARILAF
BEBETHEA—BHZA -

N EIHY R AR R A B 18 & H RS8R - Wit 2016 42 H 15 HEHE: -
TEIE A2 » Dr. KC Carswell M 55 et B BERIAR - W% S Hiny B —
0% RR - DU 7 0F — ekt - (ET I - FE R G BE I B th U7
H BRI BT &R P8 28 (ARIAE T A BRI S s T S B~ A RENIEAT)) - 3If7 288 P A 3 B
B TR AT (] B iy A B R R ) -

-~ 11A1H
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1. AR SRS &

[ 2k i World Courier Inc 2\ 5] Regional Quality Manager (North America) {Y Ms.
Kathryn gt BHEZ 2\ 5] 01{e i BE 25 R 20 000 P RN [5] 2 B - FLEgiE Ry 2 -
F EREAE ~ BRI AT EAR > M ESHEARAE - B R T

G o R REF S HERER A EAE S - 6 FRICE i GDP » A —
EAEEOR o NIRRT [EERLERE > fl0 0 BEAES (4
ISO ~ GMP ~ GDP--+) 5058 ~ 22 A G ~ MR ISRETE - A B R (L E

7 R (L FERG A HLERS ~ JERIB AL o DURERERINZ © il © AIRGELEIBIE -
SLEREA LA W EAIRAE - B EAEUAEEE - SR - ETAE
NZEISE. .« BOVEAF B EARRIVEREE - 5IMNMRRE BNE - (F
AR MR E (Y B2 ~ (B RDR S BRFE K GPS B59% -

T SRS~ RAE ~ RERVEML > S5 R AIER S FEPE - IHMEEE
EEARCAR TR AR BN R AR RS (E R EE ) -
R AR AR A (e[ A AR E) - DU R a4 - M - ESLEERRE
R)E - frAREE R > ERREEENIERT - BIFAERERIE ML -
2. BlEE K BT ERE T {EH5(Pharmaceutical Water Sampling Workshop)
KRB R SR E R — I SR R AR RS AR - KAV
BEERE o AKAVEUERINE r s KB RFG R KA - [ETAFiH Clear
Water Consulting, Inc./ (Y Mr. Brian M. Hagopian 27 BH 7K Bl & (8 FH = fil
RS E o PNHBUKE AR A T B EH - BUREH - 2EE0TERS A
MEIHE A AINVE R E - Ao e T RS KR 288 - UGB E

PRERIRA(Sample valves) » EED/KERYVEAE (P51 Bf2 MEHUER 45 2R -
B OeHER
— L
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RIS /4E - A IR RN A Rt - BN - elaktigss 0 LA
BRFES: - nBHEPARGR KE— P i AR - WEGHE - AR
AR ERR T TR SRR h 22 S S T SE A BR B Rt 38 e ~ T3
BARER > DURETRIREG 2 Fds - SRR EFHEME - DU S HIAN S Bl aE
Ko e AR AR AU B - A - i - GMP FEMFE—THY T
fif o [EIEF - BIR AR AGRAE TR A ~ BTRIBITSE R Z 8kt - REA i —
BHY T -

ISPE RBdS8 R E - IR G FEBIRT S R RO TS5 B s
BN SR SRR - SRR o (e AR - RSB RZ B RS
E— BRI R -

SN
& S L LTI SR B ST ERS I & B - E R

BSSNIRE R AR GREREE - DARFERF AR 4800 GMP L& > MU EEn
iy ~ 7R - BEEZERE

TR BH & (PDA) kPR %8BS TR R/ (ISPE) 5 Ry RS ol 7 B &M
GMP £¢ifirfeh g - IR E SRR & o] 7% GMP 242 Z ks - B3l
PR e SR AR E R AR B R Z A% WE R AR 2% > i
— RS S E

S - AR Ry T B4R B S5 & > ISPE fE FREIR RO 06 o TR R
BRI BT 20 -
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