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4+ 9:10~9:45 1. BEREEMIES Kt & UE i (Medical Device Directives
and Combination Products) — B35S 1851 S EHE
& 20 E T BV 52 2 (Revision to the Medical Device

Directives and Implications for Combination Products)

F49:45~13:05 (2. FERERENESAELNEAREHEZEY
(Competent Authority/ Regulatory Agency Updates and
Expectations) — #& & =& &0 2 47 FE 47 4 (Definition/
Classification) Jz#8 & 702 an B e & (8 R ALS i #
ZHER

T4 14:20~17:40 | 3. & & = E S 2 VA IR R 5 B 8% SR i (Regulatory  and
Development Strategies for Combination Products) — #
B2 ZE a7 2 K Ep 55 A B S0 EE 2 VA AR % 2 SR (The
Development of Global Regulatory Strategies for the
Approval of a Combination Products)

TR 18:10~19:40 | 4. W& REE HL ~ A A AR R 43 S EE el S
(Gaining Key Insight on the Rationale Behind the
Classification of Combination Products, Borderline
Products and New Technologies)

FR e

103411 H 20 H

4+ 9:00~10:15 1. FETR B N S sE 1% i (Competent Authority and
Notified Body Audits)-fg e T EHREE L R A ILES




BT rY 45 B K 222 (Examining the Results and

Implications of Joint Competent Authority Audits and the

Formation of Team NB)

T4 13:30~14:05

. & = E & 2 ¥ E (Sterilisation of Combination

Products)-#% e 8 & 22 i A XY B SRS (Developing
effective strategies for overcoming combination product

sterilization challenges )

4 14:05~16:40

YN T 2 81 v B 4 (Human Factor/ Usability

Engineering)- B ¥ & 1R ¥ AN N T2 & H MR a2 i
JE& e 7 & 20 fn A N A R M 55 B (Essential
Insight of Human Factor Testing, EU Requirement,
Authority Expectations, and Conducting Human Factor
Testing for Regulatory Approval of a Combination
Product)
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F£—X 20144 11 A 19 HEH=
BE—  BEZEMES EEESRE S (Medical Device Directives and

Combination Products)
S | BREBRMIES G REE S ESAEE (Revision to the Medical Device

Directives and Implications for Combination Products)

s B : Amanda Maxwell, Medtech Regulatory Affairs Editor, Clinica Medtech

Intelligence, IBI Life Sciences - Scrip Group, UK
AN -

A ItaT s AL E E R Ui — BEEs AR S U IV E R M —
EERSTETT R S rag e - = ~ AR EARR S R N RHAR > U ~ B fates
MBS TR S L B R e M R S U hn I S F A AR VB R T ~ B AT EAR S
nona e S A LR TR 2

— BRI AR AR AT EmVEEY: | HalE AT A R S E e
RIBARLE S B RR e 145 < (93/42/EEC) » RIVER#EinfE < » ARACHTEENRL 2018 4
B MR B R e M AR G B 2 E S U SnH e B A - B AR i £ F
HAAEEHEN: - £ H AT E ST UE L BIRE T AL 4G TR 1L Y 1L
BT (MBI SR - BRI BE AN tE & 2 B — (G H 880 {F ] i B (A0
[ ER A A LR) - BEH R /B it & 2 B — (G HLERBI(E RV EE IR B A
MMM (& NEHEEAQ R TrEEE) - EanBERSMAE © EEEd
PR a M R G B — (BRGS0 R A AR EA n] B i A (AN Fe 4 4%
TR SR S L E R S AL (A B 8 s oo e s BEIAR s m R S 2R )
FEmmASEYIVE A5 fnfE R M2 B B (AT LB L] warfarin 78 & 7 & Ay
sl - RILSS N2l e feeas b (IVD)SIE -

= FENBET RSN RRE - BN ST EEE AXSESMES
(90/385/EEC) ke B 2 145> (93/42/EEC) FHIE & (T I B Ff e M A KA (AT AE

2018 S5 it) > 1M IVD B a1 150 (98/TEC)RFEERGHTHY IVD B Zsif/ AN
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A (REECEETE SRR AER » WIZRIEREGHHE T © 3.5 b B mees
M R = R R as e & Pz oY B B A H S » 0 EEhe E R R Y
EHE - ARHECRIEMAVH SRS MAR - WA E TYITR © LA s
EREEN G 2 B 2. 50 Re e R i A R TR RR G B AR - 3 RIS SR A RE AR
2018 FATEIEFTEMN © 4.5t E IR B F s A HE ERig e S HE =%
TR AR G IUE i A TR E 6 RS UNERE B R 52 FE VX (delegated
acts) sz T (implementation acts) 1ET7E © 7. ZEH{LE AR —{E EZR5EL - H
Al > B AR B2 58 (The Commission)fg i F2(2012 42 9 H 26 Hk
HEZE) - BUHEE G (Parliament)—5E# 8 - BUHHIE & (The Council) —E[FE &4
WZ5(2013 4 10 A 22 H) - IE5h - BREEZ &L 2012 4F 2 HIisE R i e
FRtGR ERTAEN Rt > TEITEIE =7 ¢ 1LalE R AR 2 FETRREAY
Wik & A% B St B0 g A 17 R 8% 38 1 1Y A5 iz (unannounced  visits) 5 2. 11735 55 &
(market surveillance) ; 3. 274 E51H (vigilance) -

=~ W REARA R R RERAR © 1B A PR B R e i AR R B TR A
&AE 2015/2016 S o fEHRH R — (¥ HY B 5t e 14 17734/ 8H (Medical Device
Coordination Group, MDCG) ; 2. 7E{LE Y 2018 2 E Bt esil A - BHF
Tono TR PEZ BETERES 5 370 2019/2020 R fH] - T I REAHRANY RS SR F AT

e R A A R S e O T R T Y BRR B 2R B L EE (EUDAMED) - B

RZEEE 2012 £ 9 AAEH RS EETIRFEE MR - LIREER
e MELE > AR AEH SN 2 Bt AR E S MDCG 1y
B 3.8 5 B\ es i B A& 8 T o FR % (Common Technical Specifications) ;
4 B T B SUE R E - YR T H S T S i RSB R &
i 5 SATHIERIREEEARE ¢ 6. —RIUEE MM AVHRE © T8 EERE - $t
BB R i - SETR I TAI/NES © LETINE e © 2 8888
o i HERPRETASL S B PREE TS © 3 MECRIEA B E WV E mafe B EAE © AME
e EEFEMMAEANN BT EMS - RIS G HERENIES © 5Bl
PUT R s8R R % BT RUE © 6. A TINER AR BB E & iy Bl R E
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FRE B o1 S 25 S M PR M S PSR B B - 20 % B B R R
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f4(Special Notified Bodies, SNB)SF(#1 A {55 55 3 SEARAATEEM (1 25 )
5 20 SRAHRRIERM T AR - DI IR E AR R
G R ECH S 3 SE4RERHE - 4K SNB A HIZEH £ SNB 445 LI

HIEKEHZ E -

B4 LECER RS AR BB S M /88 0E U ML/ © 2 B ER B
eMARLIEAEEE]  3TAMES TR B A R R S /988 53U - 455 =
FRER MV E G A R R A B SRR RESE © 6585 A Al E
WZATR 2018 T SE SRR Staa AR -

BEC - FEEEHEEESRERREREE Z B (Competent Authority/
Regulatory Agency Updates and Expectations)
B WAERENLZ S8 (Definition/Classification) k&R E mEUERAT S
ERBGEHEZIER
A
e Janine Jamieson, Pharmaceutical Assessor PLAT 1, Notified Body
Consultations, Drug-Device Borderline and Combination Products,
Licensing Division, MHRA, UK
e  Christophe Lahorte, Head of Unit “National Scientific —Technical Advice
& Knowledge Management”- DG Pre-Authorisation, Federal Agency for
Medicines and Healthcare Products (FAMHP), Belgium
e John Barlow Weiner, Associate Director for Policy, Office of Combination
Products, FDA, USA

HRAE

SR B e BB T 2 8 5 U i e BB 1 P A v 2 E AR A S
(Primary Mode of Action » PMOA ) ZCH|E 5% e rmffE LA ZE L s B R S5 b H e » 7
IR ER e B HIESTR - 26 - BlEZE A G k3B MHRA E A& HEE
a5 3

=
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PRI PMOA HI 5 i 2 FVE A H Al e 5 5 25 B R 3 S ek > 404
FlFE M E A FTHII A - SO SEHE 2 a2 £ E A Rl (RO R F A
R HBEEEAAR]) - Al ATREIE AR S U i B M FIE R s APk - fIa0E
2 A (bone substitute) & & AE f [N (growth factor) 7 8 & >z dn 2 FHEH FH 2R F]
ez hE  ERET R RIS LR > HEH - 228 mZ THHH
BEEMRBIRETER  BEIIERER SRS A S 2 B
TENEHEA G e = AE - BEgE (0 MHRA ({3 5 FDA (AR) EF R HAl

B VR i Z B M E 1T DA S I B 2 A e E B PSR 1 R FIE 0 - R 2R
ERRER G — I 2 e T B [ FTAE M H AR R 5 o

EIEEEE SR AT WA TR 2 T VAR & S R TR AZ AR A
SR B R E S RO FR R RS 2 (8 B EUS sV R o DB R
DIEBH S 855 2 B BRI 2001/83/EC » N AR S H B tas il Z K 5 BB
a2 ETRAIHER 93/42/EEC » FHFEEm S B es M Ry BILIE < - RARBHE
BEAE & 2 B R 2 o il B (B B SR S AH A AR A - (114005 5% 18 & 22 dn DABE o
(Medicinal product)¥1| » RIS R 230 5041578 57 & Essential requirements (ERS) -
T 24 g 1] DLEE 25 i 1% (Notified Body) H ELffJ Declaration of Conformity =,
Certificate ¥ - SERHHVE &7 UE M2 (B REUGHRFEATEE 21 CFR Part 4
“Subpart A — Current Good Manufacturing Practice Requirements for Combination
Products” » PYZELHF £y cross-labeled 7k » IR ST H A A K FF S &
(B e i B PR AH B A B i FIZH T & %4 cGMP) s %5 Fy co-packaged J single-entity
Z 8 e Em - BUSMAEFR R & S AR (BN 88 2 Bt » Rl
JAEIIG 5 & drug CGMPs Kz Quality Systems (QS) regulation » |48 & =&
CGMPs iy HRIR ISR E (L T7% - BUEH 75 drug CGMPs B¢ QS
regulation b > — » AZEYMTE QS regulation (HLE NG 2574 drug CGMPs) =k

drug CGMPs (%G L5 & QS regulation) YRR E ZEK (A I 3R) > &% J57AH]
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Tk AR & o A RS W AR 5 2 drug CGMPs k2 QS regulation (YRR EE -

FDA FERATHAPN A SRR TS S 5L -

QS regulation HYFEFARAR E ZEK drug CGMPs HRFRAR & 2K
e 21 CFR 820.20 - Management e 21 CFR 211.84 - Testing and approval
Responsibility. or rejection of components, drug

. product containers, and closures.
e 21 CFR 820.30 - Design Controls.

e 21 CFR 211.103 - Calculation of

e 21 CFR 820.50 - Purchasing .
yield.

Controls.
e 21 CFR 211.132 - Tamper-evident
packaging requirements for
over-the-counter (OTC) human drug
e 21 CFR 820.170 - Installation. products.

e 21 CFR 820.100 - Corrective and
preventive action.

e 21 CFR 820.200 - Servicing. e 21 CFR 211.137 - Expiration dating.

e 21 CFR 211.165 - Testing and release
for distribution.

e 21 CFR 211.166 - Stability testing.

e 21 CFR 211.167 - Special testing
requirements.

e 21 CFR 211.170 - Reserve samples.

Ry BhSE B T A B 2 b v A A FET R ROA MR 0K S £ 78 HE S A
MHRA 5 BI#F 2 2 (Innovation Office) - BRI 1B S 1% FAMHP 5255
R %z (National Scientific-Technical Advice) > £ FDA 355 & =UE
/2= (Office of Combination Products) » 32 Loi&H|(HIEAZE % -

&S e Em R OR e Bt E i < BIE AR » A EZ/E R
(PMOA) R EARAEZ A i Z HE T2 > WEHERL 3a T Br S P B it BdAE K a1
EHEE REUEHE - gL 2 S PEE R A AHRAR - AR i &
Z ETERGE -
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FE= - #HEELRZEHZEESE (Regulatory and Development Strategies for
Combination Products)
gl - AT B R Y 2 PR SR AR RRERRE L JE R S SRlEi% (The Development of
Global Regulatory Strategies for the Approval of a Combination Products)
B
e Nathalie Yanze, Senior Regulatory Program Director, Genentech, USA
e Sanjay Jain, Principal Engineer, Janssen R&D, Johnson & Johnson, USA
e Barry Sands, President & Founder, RQMIS Inc., USA
A
HEETEMN SIS R T S A FE RN E TR E AR A<
MR an AR EZ I iy bRl Eiite 2 B E e - Horh DISSER R K R A R

ELTES I ZATERRK -

=i

FE B o eV E T 5 (FDA) S 2 b 2 B fnae 1 BA TN medical product
center » 43 Jll R SEYEEAE a2 0 (Center for Drug Evaluation and Research -
CDER) ~ B&&¥est s 4 b0 (Center for Devices and Radiological Health -
CDRH) DL R AWy slmsr{h &t 72 410y (Center for Biologics Evaluation and
Research» CBER ) {X %% F1.00 Z BRI B A B 8 i~ B IRt et S BV BURI 2 5 & -
R EE & 3 % Eip E g S EEE - FDA 0B &= E M
W)\ (Office of Combination Products » OCP) » & & HE & E L iEHE

PEHIE -

B ERN EERee M B FERIBLL N =455 B EEE A B RS =
(90/385/EEC on Active Implantable Medical Devices > AIMDD ) ~ B9 251 f5 45
( Directive 93/42/EEC on Medical Device - MDD ) K f&4M2Eree BEssifi5 5

( Directive 98/79/EC on In Vitro Diagnostic Medical Devices » IVDD ) - fEFEAFE S
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b BREESSINA— 2 I Z5FHE1E5 [(MEDDEV) » {HEREE 2 SEEatkis KBS
e < Z MAVETTRF & Ve Al e A DR IR AR (s - IR & 48 2 18 (a5t
SEIFIT > BUEA R 2001 FA4R1E5 [ (MEDDEV 2.1/3 rev.2) » N #HE 77
R G U b Ry B8 n BB IR s M Z AR E SR A5 51 - 1 2009 AR Z HhldE 5 |

" Borderline products, drug-delivery products and medical devices incorporating, as
an integral part, an ancillary medicinal substance or an ancillary human blood
derivative (MEDDEV 2.1/3 rev.3) ; #9 A& NHIMURAHBAE ih 2 B st E 2 - Il
HUREERRAES | - Frazfas B8 a0 aHRE 240 - B E g AR HE S
SR R b A e 2 R SR - H BUSSEIRE SRR B B HE SRR
FEnn Z AHBEEZR AT

B | #ERERESRER EENEmIES [ XHEE
R | B =
(21 CFR 3.2(¢)) (21 CFR 3.2(e))

(Combined Advanced Therapy | (MEDDV 2. 1/3 rev.3 #aftfELN{A[ 7
Medicinal Products (ATMP){%45 | Bt GZUE M * DLHIERZE fh oy B 5
AH A%/ A He B B RR SR AT HUAE | S5 EEE )

EfEH)

RIS A A M L, SRR & TP B O 2 P
R P o S B T PR TR S A DR R S b
B EEM A R

i | 2EA A R AT
=B | H OCP 4% 1. Request for Designation (RFD)

2. OCP 4% tu,\(CDER - CDRH & CBER)

2
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3. EEA L& H)E FE an @ ME (drug ~ device
biologic =\ combination product)
4. % Fy combination product > HIf§ €& & £

&0 (lead center)

&
it

A —25 1. HEI=K#4 (MDD -~ AIMDD & IVDD)
(FEFZEa 4 (Notified RETEME

Bodies » NB) &z F/&EH# | 2. K &= &0 F 2 /E A 8 =, (primary mode of
[5#(competent action » PMOA)AR &1 LABS R 25 1 B EE Ay B
authority » CA) 41 A) | 3. MEDDEV 2.1/3 #2{LfHEIF55 |

4. NB K CA R E /&M ] € (classification) fiz

A S R PR R PR Z R A — 2

AR G U hh 2 3% Jee Ff H 52 - S8 B RH A o 2 7A R Bt 5 A B (R
RACSLBIHE AR BE A 1 TR & SN in 8 2 BB B URF R DA T 5 A1 2

iHE

B KRB TT 3t

< 1. R H pipa AR CH R (R (0 H) e Ry 2 in) -

2. [N OCP BILANAAEA —8L » MEMEEGE R | EHrED
3. RPEMUESES X -

4. EARH R -

BN 1. ®3#r MDD/IVDD $5% - 1E5iA2 7 b S I mERY 77 1] -
2. NAMREEREAN—Z BENEFEERTENES -
3. 3% NB Jr CA Az I iE (classification) fif s i i PR Hil/ER

RERE RN —2 2B/ -

PRIZEL RSN - AR R o E a2 F AR AT 2R A

H A H A g o 2V AL PR EE S B R S i o B FH R VR R B g JE [F e 2
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B S M OEATE ]S - SRR TN E e U e e 2 B AR

MERCAMEHEEEAEL IS BA BB R KER S E G ELH

FrE oK ERAFMHBEMREIES] - AL T FEMEOEFE)AIFE pre-submission

conference 5 HIAHRHZER » 7 o B e oAt BRI 5 R e 1) 278 S5 B siClBi T AR s il
TE B G AL ZEK -

FRSESRHVERS - 25 dE Ry R T SR B LR AL R R PR T iR IS B S AT R
B mAVE R -

B Ho A En L EHEEA FER RS EERE R HAlSE#EEEE
PRI H B I AR IG5 [ W e an B A E R A 2 7
A R R SR e S | N AR R BUSREG T E A R e E s 2 A S
HE -

BIEV ~ WENER - X FME BRI &5 E5 75k (Gaining key insight
on the rationale behind the classification of combination products,
borderline products and new technologies)

FJ& : Mika Reinikainen, Managing Director, Abnovo Ltd, UK

BHR/NEKE :

e Janine Jamieson, Pharmaceutical Assessor PLAT 1, Notified Body
Consultations, Drug-Device Borderline and Combination Products,
Licensing Division, MHRA, UK

e  Christophe Lahorte, Head of Unit “National Scientific —Technical Advice
& Knowledge Management - DG Pre-Authorisation, Federal Agency for
Medicines and Healthcare Products (FAMHP), Belgium

e  Sophie Tabutin, Certification Manager and Technical Expert, BSI, UK

e Bianca Lutters, Technical expert and scheme manager, BSI Group
Deutschland GmbH, Germany

e Bassil Akra, Director Clinical Affairs, TUV SU D Product Service GmbH,
Germany
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e Jorg Plessl, Director EU Affiliates, Regulatory Affairs, Norgine &
Regulatory affairs expert at EUCOPE (European Confederation of
Pharmaceutical Entrepreneurs), Germany

o Nick Lee, Pharmaceutical Assessor, HPRA, Ireland

TEE— i HH TS S BRAYSS S M aE an H e R B A
INPE(EZEET 3 - BREEAY SO M A an FI e LR DU 2P B — W A e PR A 22
T TR EHIFT A SRR B S A R A A A AT E R R I A i - = -
wo e AT RS Ry 22 R AT/ I 2 Rty - B itas i 1R R S UHY HIE fE S I

i B R 1950 (MDD Article 1.2.a) » &% 5n{E FICHYHIE e 2 It 4 i
15 (MPD Article 1.2) - #5845 {F RITEUEIREEEH ~ Gyt R AU RS - MDD ME
AEER A (B (E A Rl Bh B R B IE K MDD @f il A% AE - 4B fReas A5
P -

(E7l

Il

2l
$

FHEFERHABMNE — S EFE AR smEm b e REE T
z5(heparin catheter luck-flush solution) » FH A 8% 2 faty = ZE AR =0 B e e oot
RS INER LSRR AT B (EAE S S T (EEOME 22 ~ BN
e HARANDABE Sz AR RS AE T BT - IR RIFE S5 BIOMN S 50/ N il B 2 2 8 i
JBEE LY E AR - WOME R/ NH R B —BEE Rk e an i B A E TR R b s B
fastyIE > LB MHRA {3 Janine Jamieson RIfE tH 5% 35178 i B B st i

5 B AT R 2 fntZ AL B DRI R 75 S S il ASE St AR S S R BE PR 2
B e

S T E ZE 5 5 Bassil Akra (TUV SU D Product Service GmbH, Germany)
FEt > S Em A an Ry 5 LA (wound irrigation solution) » 75 —H 2 o B I Y
B G ~ 125 - MGG IF Y G LUE R RO KRG L0k - 12
—JHEm = 0.02% ~ 0.04% ~ 0.10%zk, 20.00%}5 &% (polyhexanide) » [E]HE EA
I AE YA RAVEEIRAE G G TR e Rt &= UE m « 2
Y R AR 18 — SR B BA F EE B SR ARER R 7 AR A 13 REAES RS 17
SIE » FELRRAIDISE Y » SIEEMMATRERE - BIEHIE LaY7Z= RRE A E
BRI % 2 T AE - BEZRTR 52/ NAH 26 90 Fyie — I rm gk £ 2 F ST S S B e e
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o B A A e SR SE et s R [ P B A e TR A e e s 1
[FH R S e B T iR B R Y 22 B Al RE s B e ) Ry B R s A B

= {FEZE5T5mE Sophie Tabutin (BSI, UK)fett - & i Ry B (EM &
GRS ok, > Bokt B2 EE bR R 2 E - m]EIE 205 RS =g PR
AMRLRR L R BT - NEE LRI B B2l (E ] - I R Bihn » Bl &
s 25 o HY E e 75 08 FH BR R SRR AITER, 13 0% - HIGE RS =l B et (24
HEEL{EH RolBh) - &85035 - R/ NHRE RoiZ e o £ 2 IR 5 8ok
AR E E A A5 ABGRE > 775 MDP Article 1.2(b) AT e Fr Az =L
BN R TR E 2 e R A RHREGE e |A BN 8 - NIbiE—8E
2 DIREM B LI BURHE B — A B R st - A B DABKER - B AISE 13 iRAIE

P T EER RS -

S UUHEZES] 5 Janine Jamieson (MHRA, UK)EEH » Dr. Jamieson 5[ —
17y BR A R 2 & 1 i B RO s 1 1 B JEL B 1 1 22 & & (Scientific Committee on
Emerging and Newly-ldentified Health Risks, SCENIHR) 2014 &£ 7 H 17 HEEEHY
B PR B M o FH SRR MR S B AE (8 B R A A9 FIZE 45 51 (Guidance on the
Determination of Potential Health Effects of Nanomaterials Used in Medical Devices,

http://ec.europa.eu/health/scientific_committees/emerging/docs/scenihr_o_045.pdf)
AR > TR R SRR A LR 2 A AR R - R SRS B M
IIEAGORHL T » DR SEFEAHRE o E— A e F e R B B I B i BB PR 2 b (8
T AR Y BRI P S A - TR AL AR B 1 1 ] 1 R B i PR
Ketam - Bo/ NHRE Ry I £ B F A B R AR R B ea bl - IRl
HERE TR e U Reddi IR > MR LA A - REER BB o = F e B asts -
BRI AL R B A - Al & Fae B B > a5 B — LT am 2 3
FVEFRRER - H Ak R 7ol B piER R 5 e - RKBHZE B e
Z G NGRSO i b iSRRI A -

B A EZES SR A EE T E Mika Reinikainen (Abnovo Ltd, UK)EEH » &
am Y EE amoe 3D A5 ENH# (Bioprinting) » H AR Ry 51 E] A RGZHEAREGES B A1 N IE -
(&H}RE http://www.explainingthefuture.com/bioprinting.html)
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an ~ FRERGSCRAYIRRL - %E%&f%ﬁ%%ﬁ(ﬁﬂ%ﬁ%%ﬁ - PREEES ) > (WU - 40
BRIME ~ SR - &&T HRNHFR R IEIHEA B nTRE R B R et &%
FE B S G R AR o A EE ARSI S ew 22 ] - nlRE i ey eEm - H Al
BBV A RIS EL - Bkl A B 2 BlEUNEEY)E H 5 (EMA) BT L
YE/IN¢H (Innovation Task Force)JAH BEET &

BN ZEE Em EE L A A RN E B SR A g5 (nanocontainer) > 4%
STa » B0/ NAH T Ry ik e v AR R BEYIR 1% 25 R B IR S
P o A EEYIERS - FHNE — B il LU R S50 R T EE RS (At
DY -

TR 20144 11 H 20 HEHAMM

BE— - FEHRBE BTSSR B 7 B (Competent Authority and
Notified Body Audits)

HEC REBRS T ERWNERRSRE R ISR ENER AT E

(Examining the Results and Implications of Joint Competent Authority
Audits and the Formation of Team NB)
i B '@ Bianca Lutters, Technical Expert and Scheme Manager, BSI Group

Deutschland GmbH, Germany
A
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— ~ 2014 FHEEHFIEEE | BEC B RS TR RS EENE
FERIE AT LR - BRI RS 722 B2FE & (unannounced audits) » FF & %
HIFBPRER} » WAL SRR AT & K £/ INH (Compliance and Enforcement Group)
FOR o AT N EHAE S - TEWBHIES - sRBEE - iafENE RAUHEEE -

= BRETEE - BHC R RR S alaE Rt v R B R A 0 2013 4R 9
H 24 H/A% 5 COMMISSION IMPLEMENTING REGULATION (EU) No

920/2013 of 24 September 2013 on the designation and the supervision of notified
bodies under Council Directive 90/385/EEC on active implantable medical devices
and Council Directive 93/42/EEC on medical devices > i5 —TE AR AN E1B S 20 H

FEAZ © SRS TRIERI S ~ SR SO H B 2 B S TE BN - A ZERR
E AR - HA B E TR KB Z B g b B2 SUERASIAR 5
o AT RN SR AERL 3 R LIS - & P HOKT 100 HYsE
ot tEIER/ Ve 12 (AT —ElE TEWMNEERES - HitfAlZ2/ & 18
(&l H 2 — 2GR E T BRI BB & - B e & i Bl B A T & TH
o RSB EERIEVAHS  AS ZOK ~ BB 220K ~ BIREOK FOmiE
SOREFAEAHR - (R HIE B » 3F 2 BB ERBT A Rl TR I E R
FEEH -

= - ehaaRETT R SFRI ¢ STEMETRIHINECE - BUNIEE ST & Team-NB
EUHEE R N e s B 1T Ry <FRI - iR Team-NB & BT > Hrhk 3.2 NABHE
ZEBE5)j 15 (unannounced visit) VAR ~ BB K Team-NB fE/Z B RTHRF S TEIEERY
1T Ry~FRIZHET > Team-NB BB FE A 53830 63%ME BRI S0 SR E N B
HYERS R AEIR

M~ EEGEEENECTELNIRE | BRI STEE - R
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Qe ¢ LSRR L ARG HY A PR 2 RACERI e A
RS ECK - RIS E IR KR R AR 3 AR T RS
HERBHVEK

FEZ - HEESLZFE (Sterilisation of Combination Products)
HE BEEHASAELE N FE K (Developing effective strategies for

overcoming combination product sterilization challenges )
ZB & : Dennis Christensen, Owner, Christensen Consulting, LLC, USA

A

FHEERlT B H 52 8 G 2UE M S R bR By 1IN B dn 2 st
R T BT e 8 & U FE K - N LR R Ba 46 E S HEE
MR T B A RGO T A R

FEsHER /1 48E B FDARY 200812 H /4 T Submission and Review of
Sterility Information in Premarket Notification (510(k)) Submissions for Devices
Labeled as Sterile ; 255 (52 » AT Bt aa b 1E24AE FORER Ar fE AV 5
B Ry = KM oyl ReE & =(Traditional) ~ FEE ez (Non-traditional) ki Ik
{E47: = (Novel Non-traditional) Y /774 » HZEEMAIT -

EFe 4 W B 5% | JEESEAME T | M IR

(Traditional) 7Z(Non-traditional) | J& & 77 /£ (Novel
Non-traditional)

EhEAZER | A BE o B e
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EhEAMERE|H = WG

S A BE SRR

KFDAMmME 24 | A =] e i

ol ene
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QS inspections)

TE T EERE e Dry Heat e Hydrogen e Chlorine Dioxide
e Ethylene Oxide Peroxide (H20,) (Cl10y)
(EtO) with Gas Plasma e Ethylene Oxide
devices in a fixed | e Ozone (O3) in a Bag
chamber ¢ High Intensity

e Moist Heat or

Light or Pulse

Steam Light
¢ Radiation (e.g., e Microwave
gamma, electron Radiation

e Sound Waves

e Ultraviolet Light

e VVaporized
Chemical
Sterilant Systems
(e.g., hydrogen
peroxide or
peracetic acid).

beam)

FEZEBIr S > $2 K ClearShieldzE b 22007 £ 35 EUAZ AL B > BEEEA AR
polymethyl methacrylate (PMMA)FTELE > A &I E IR B2 Al 51 - IRIEHE
SERE AR LIIRRE T2 HERE - W B A AT A R R L e 12 7
REfE FHAYE i ©

R B ER A LN B 77 VSRS R B 35 H SR - B 2 B e i 1L E FHER
RLBGEWE - By T REFEA AR - Fr DAL S i (58 F 8 7Y )7 =C- peracetic
acid/hydrogen peroxide (PAA) vacuum vapor#E{TzE i F (B B RS 0 122014
LU R B RS A B SRS 10(K) A2 Ak - 117 EL L 7 A& 55 — I A peracetic
acid/hydrogen peroxide (PAA) vacuum vapor)i i 7 =S _F i - EOKPAAJ
HH AR R R

EO KPAAJR BRI ELEFR

W 7= EO PAA
BTN & &=

DAES RS JRTRTTRIE(40°C) = (18°C-30C)
L SR EPNEN AL 24/]\¢
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HESUEBRE AT S E I E SR RO — P ERas - 41 : 5 MR iU E
BN ~ FEECIRE & Z DR E R e s~ e AR E D - B E T
FARIE T UM s EAF RGBT B A BN DA S R 1 ~ 72
anZEEMENE - ARG B 2 AP REZ T RERIE S -

BE= - ARTRE#ET FM:(Human Factor/ Usability Engineering)

B EREH AR T EEEAR ER EA A BEEREAARTE
WE&sRBE (Essential Insight of Human Factor Testing, EU Requirement,

Authority Expectations and Conducting Human Factor Testing for

Regulatory Approval of a Combination Product)
AR
e Jonathan Kendler, Design Director- Human Factors Engineering, UL, the
Netherlands

e  Katrin Rapp, Usability Leader, Sanofi, Germany
RN -

e M EE anbR AR THRARY SSRGS 1 » AEGE A EINVARECR R E A2t - DITEEH
FE e R S R AR BE A58 P 3 S o o] R MR 2 B » B on B8 88 AR5 21
BAIE - Ryl mAN et MBS 2 e o e 7 AR (Human
factors engineering - HFE)fE > B i aatf LAVEERE - AN TR Z diis e 17 TR
B (Engineering) ~ %=1 (Design) 5z EEEE (Psychology) @ [RI{8E 241 (Use-safety)
B i A RE - —(Eakat RAFAYE mn ] PR - B2 i B A B RE RS 5y 8 5
SERRIL S IRHE IE - S B R 2 e 5 5 ) B 8L A TR A 2 A m e o Rl
FHYERAEE NG E - B EET - FEE SR EE R R 2 T
T (Usability) 2 E17 - AR A2 B2 sl Ry AT i OrizE an b2 2ot -

ERat L BGETEAARN TSR MU AEERGM R H2 et
KA
1. FEHbT e NSl O 85 = AR A e oK SRR i R T %€
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2. [EERFEMAEEARGSHEHEQR ST - 88 OEEHEEE) -
3. [EEFE MmN & A Re(BUE) B (U e ~ seiE B R EH S
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114

H

FoREtfERE B B M BN N TR SR /e R 2 R I 2 5l o] IR
(Usability test)ple fi—{EHAREA R 520 - AT A PR BR iR A an s M r Pl EL T St
BRESSCR ke r] g - AT AT &AL Z e T A E IR 2 B e R e
s TR BT (A LR MEAHRR B - ] Y e o] Y fm U8 (prototype) sk e [R] 14 2
anZ e > LR Z ERIEEE > YRR TP e a8 Z A T R
EHEHEIIRE

il

H B E S B e 2 vl FMAEAEIEC 62366 “Medical devices - Application
of usability engineering to medical devices”#kI%&fFastf 2 o] FMESHE AR TEE
FFOR - BB E G TS - B R A ~ T ] R P
R - 5T M RFEHELE  HERRE B M Z I DU Rl 2 BER E S
BRI - W SRS R F R SRt e b il I ZAHBREAR AR - BT - S2EIFDA
CDERTEZER A Z Wy EaY ) ik aa M DR BT IEZNY AN TAEOSE - B 785t
(protocol) T > BB AT KFDA CDRHIEBEIEIEE A » 55 i/ 2% FDAJ 2011

N5 5 5] B % (Draft Guidance) Applying Human Factors and Usability

Engineering to Optimize Medical Device Design °
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Bt - ERRE

DAY 1 - Wednesday 19" November 2014

08:00 Conference registration

09:00 Opening remarks from the Chair
Lee Leichter, President, PfL Biomedical, USA

I Medical Device Directives and Combination Products I

09:10 Revision to the Medical Device Directives: latest developments and implications for
combination products
Amanda Maxwell, Medtech Regulatory Affairs Editor, Clinica Medtech intelligence, 1BI Life
Sciences - Scrip Group, UK

I Competent Authority/ Regulatory Agency Updates and Expectations I

09:45 Examining how the MHRA receives, reviews and interacts for combination product
assessments
Janine Jamieson, Pharmaceutical Assessar PLAT 1, Notlfled Body Consultations, Drug-Device
Borderiine and Combination Products, Licensing Division, MHRA, UK

10.20 Module 3 and Drug Device Consultations
Nick Lee, Pharmaceutical Assessor, HPRA, Ireland

10.55 Morning Coffee Break and networking

1150 Competent Authority panel: Discussing how to manage unpredictability/disharmonisation in
combination product assessments across Europe

+ Janine Jamieson, Pharmaceutical Assessor PLAT 1, Notified Bedy Consultations, Drug-
Device Borderline and Combination Preducts, Licensing Division, MHRA, UK

s Christophe Lahorte, Head of Unit “National Scientific —Technical Advice & Knowledge
Management™ DG Pre-Authorisation, Federal Agency for Medicines and Healthcare
Products (FAMHP), Belgium

+*  Nick Lee, Phormaceutical Assessor, HPRA, Ireland
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13.05 Networking Lunch




Regulatory and Development Strategies for Combination Products

14.20 Case study: Developing regulatory and development strategies for successful approval of a
biotechnology drug presented in a delivery system
Nathalie Yanze, Senlor Regulatary Program Director, Genentech, USA

14.55 Case study: Examining combination product development and implications for global
regulatory strategies at Janssen R&D
Sanjay Jain, Principal Engineer, Janssen R&D, Johnson & Johnson, USA

15.30 Afternoon tea and networking
16.00 Case study: Practical insight into the development of regulatory strategies for the approval of a

combination product in the US, EU and key world markets
Barry Sands, President & Founder, RQMIS Inc., USA

16.35 Interactive Session — Experience Exchange
Sharing practical experiences of developing regulatory and development strategies for the
successful approval of combination products
Chairman: Lee Leichter, President, PfL Biomedical, USA

17.35 Ewvaluation form completion time

17.40 Networking drinks

18.10 Extended evening discussion
Gaining key insight on the rationale behind the classification of
combination products, borderline products and new technologies

Panel chair: Mika Reinikainen, Managing Director, Abnovo Ltd, UK

Panel members:

= Janine lamieson, Pharmaceutical Assessor PLAT 1, Notified Body Consultations,
Drug-Device Borderiine and Combination Products, Licensing Division, MHRA,
UK
Christophe Lahorte, Head of Unit “National Scientific —Technical Advice &
Knowledge Manogement™- DG Pre-Authorisation, Federal Agency for
Medicines and Healthcare Products (FAMHP), Belgium
Sophie Tabutin, Certification Manager and Technical Expert, BSI, UK
Bianca Lutters, Technical expert and scheme manager, BS| Group Deutschland
GmbH, Germany
Bassil Akra, Director Clinical Affairs, TUV SUD Product Service GmbH, Germany
larg Plessl, Director EU Affifiates, Reguiatory Affairs, Norgine & Regulatory
affairs expert at EVCOPE (European Confederation of Pharmaceutical
Entrepreneurs), Germany
Nick Lee, Pharmaceutical Assessor, HPRA, Ireland

19.40 Evaluation form completion time

19.45 End of conference Day 1
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DAY 2 - Thursday 20™ November 2014

08.50 Opening remarks from the chairperson
Lee Leichter, President, P/L Biomedical, USA

| Competent Authority and Notified Body Audits ]

09:00 Examining the results and implications of joint Competent Authority audits and the
formation of Team NB
Bianca Lutters, Technical Expert and Scheme Manager, BSI Group Deutschland GmbH,
Germany

I Global Requirements for Combination Products ]

11.00 Morning coffee and networking

11.20 Case study: lllustrating US regulatory and development strategies for combination products
with divergent regulatory paths
Winifred C Wu, President and Principal Advisor, Strategic Regulatory Partners, LLC, USA
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Leachables

e

11.55 Safety Assessment of leachables for combination drug products — approaches and best practices
Stephen A. Barat, Executive Director, Scientific Affoirs, Branded Drug Development, Actavis, USA

12,30 Networking Lunch

[ Steilisation of Combination Products

13.30 Developing effective strategies for overcoming combination product sterilisation challenges
Dennis Christensen, Owner, Christensen Consulting, LLC, USA

| Extended session: Human Factors/ Usability Engineering I

14.05 Understanding human factors/usability testing: Essential insight into the processes, EU
requirements and authority expectations
Jonathan Kendler, Design Director — Human Foctors Engineering, UL, The Netherlands

14.40 Afterncon Tea and networking

15:35 Case study: Successfully designing, conducting and presenting human factors testing for
regulatory approval of a combination product
Katrin Rapp, Usability Leader, Sanofi, Germany

16.40 Evaluation Form completion time
16.45 Closing remarks from the chairperson
16.50 End of the conference




