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T Chinese Taipei presented a concept note “Promote
Regulatory Convergence of Combination Products
Regulated as Medical Devices” to RHSC this year.

T Goal: To promote regulatory convergence of medical
device combination products among APEC member
economies throughout the product life cycle:

+ |dentify the needs and challenges in regulation of combination
products regulated as medical devices.

+ Share the experiences in regulation of combination products.

+ Develop relevant materials to promote regulatory convergence
for combination products throughout the product life cycle.
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There is a need to

1.establish a coordinated regulatory
approach between the drug and device
regulators for combination products

2.promote greater convergence among APEC
members’ regulatory system for
combination products
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T Many APEC member economies have no
published guidance on the submission
requirements or review practices for medical
device combination products.

T The gaps will be fully analyzed in the
guestionnaire survey and the diagnostic
aspects of this workshop.
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T Set up a technical working group

T Gap analysis survey for APEC member economies

T Conduct a diagnostic workshop on regulatory approaches for
medical device combination products
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Regulatory issues:

T Definition

T Rule of classification

T Pre-market review

T Post-approval modifications
T Labeling

I GMP

T Adverse events reporting

T Major challenges
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T The questionnaire was distributed to 21 APEC
member economies and 23 AHWP member
economies through RHSC Secretariat and AHWP
Secretariat.

T Chinese Taipei received 4 completed surveys by
October 30, 2012. A preliminary analysis based on
these 4 returned surveys will be presented.

T Chinese Taipei will extend the deadline of survey to
December 10, 2012.
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/KIYS3aS ¢I-LISH Yes (no official definition)
WI-LII-y Yes (no official definition)
tI-Liizl- bS& DdySI- No
{1 Yes

e Most economies have approved medical device combination products,
but may not have official definition.
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/KlySaS ¢IHLISH No

WI-LII-y No

tl-Uizl- bS& DdztySI- No

1 ! Yes (law, regulation,
guidance)

I ORVW HFRQRPLHYVY H[FHSW 86% GR QRW KDYH UH
FRPELOQDWLRQ SURGXFWY LPSOHPHQWHG



S5STyii2y 27 /t
002Y LI2ySyld I'yR 02Y otyl-Ui2y"Y SUK2R&(

&RPSRQHQ &RPELQDW SHIHUHQHF
OHWKRGV
&KLQHVH 7DLSHIXJ GHYLFH RPLEERMRIG A QWR RQHLDO
SURGXFW
-DSDQ GUXJ GHYLFHFRPELQHG LQWRRQHLDO
SURGXFW
3DSXD 1HZ *XLQHD 1R RIILFLDO
86% GUXJ GHYLFHFRPEQARHG LQWR5RQ HH

SURGXFW

XFREGDFNDJHG

XSDFNDJHG
VHSDUDWH(
FURVD/EHOH

D\ EXW

G

f 7KHUH LV QR FRQVHQVXV GHILQLWLRQ RI

H

GHILQLWI

GHILQLWI

GHILQLWI

FRPEI
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6 XEMHFW WR | &ODVVLILFDWLRQ E\ 30
UHJXODWLH
&KLQHVH 7DLSHL <HV <HV
-DSDQ <HV <HV
3DSXD 1HZ *XLQHD 1R <HV
869% <HV <HV

I SRPELQDWLRQ SURGXFWY DUH UHJXODWHG LQ
UHTXLUHPHQWY DSSOLFDEOH WR WKHLU FRQVW

T 3ULPDU\ PRGH RI DFWLRQ 302% LV D FULWHULEF
FODVVLILFDWLRQ RI FRPELQDWLRQ SURGXFWYV

11



ISTY HISU NSEISS N12dz0S 27 /t

$JHQF\ O] OHFKDQL\ 5HYLHZ U 3QR®ULPD| 5HYLHZ W| /DZV UHJXODWLR
GHWHUPL| GHWHUP FRPSRQH QV JRYHUQLQJ
FRQVXOW WKH WLPHOLQH"
&KLQHVH 7JDASBWHHG RQ 30RBPLW UHTHMHVIDWHKZRRQVXOWDWIZYPHROLQHY <HV
IRU GHVL)QDWRRQDEOH ROWDERUDWLRFHLDWHG ZLWK
5)' WR 7)]'$GHYLFHV | GUXHWLHZ VXEPLVVLRQ W\SH
DQG ELRORJILFV
-DSDQ %DVHG RQ 30REBPLW 5)' W® SDWKZRRQVXOWDWEYPHROWLQHY <HV
0+/: DYDLODEHOH ROWDERUDW.RFLDWHG ZLWK
GHYLFH DQGHYLHZ VXEPLVVLRQ W\SH
GUXJV
3DSXD 1HZ QRQH 1R FRPPHQWR FRPPHQWR FRPPHQW
*XLQHD
86$% %DVHG RQ 30RBPLW 5)' W® SDWKZDRARQVXOWDWILWYHOLQHY <HV
2&3 )'$ DYDLODEOHHMWZ DRQDVKREEDWHG ZLWK
GHYLFHV | GHFLWDRQQVYXEPLVVLRQ W\SH
DQG ELRORJIDKWKRULW\

5)"LV D IRUPDO PHFKDQLVP IRU FRPSDQLBS\ZMWR GEHWMHHUIPAAIHVKREZ WKHL |

$IJHQF\ OHDG LV GHWHUPLQHGB GEGDVHMHBRPGERBOQHODIW LV LQYROYHG LQ WKH
SURFHVYV

TKHUH LV QR VSHFLILF UHYLHZ URXWHURYLHZPWLREWLARBVSDRIG XORWWRFL
VXEPLVVLRQ W\SHV 7KHUH DUH ODZV UHQHODWLRQV JRYHUQLQJ WKH V

12
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&KLQHVH 7/DUFRHYSHFLDO XVHU IHHV VXEMHFW WR WKH
WKHLU VXEPLVVLRQ W\SH

-DSDQ 6DPH DV DERYH
3DSXD 1HZ {XK@HB VKRXOG
86% 1R VSHFLDO XVHU IHHV VXEMHFW WR WKH

WKHLU VXEPLVVLRQ W\SH

f 7TKHUH DUH QR VSHFLDO XVHU IHHV IRU FRPELQ
&SRPELQDWLRQ SURGXFWY DUH VXEMHFW WR WK
ZLWK WKHLU VXEPLVVLRQ W\SH
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&KLQHVH 7DI'SHQHUDO PHFKDQLVP IRU GLVSXWH UHVRC
DGPLQLVWUDWLYH DSSHDO

-DSDQ *HQHUDO PHFKDQLVP IRU GLVSXWH UHVRC
DGPLQLVWUDWLYH DSSHDO

3DSXD 1HZ IXIRQHBPPHQW

86$ 28&3 UHVROYHV GLVSXWHY EHWZHHQ UHJX
&HQWHUV
*HQHUDO PHFKDQLVP IRU GLVSXWH UHVRC
DSSHDO RI GHFLVLRQV WR VXSHUYLVRUV

f *HQHUDO PHFKDQLVPY DUH DYDLODEOH WR UHYV
UHJXODWRU\ DIJHQF\ GHFLVLRQV UHTXHVWYV LQ°®
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6FRSH ZKDW L\

SUHFOLQLFDA(
UHTXLUHPH

&OLQLFDO W
UHTXLUHPH

HVWLQJ
QW

&KLQHVH 7D

LSHHIXODWRU\ FR
UDLVHG E\ HDF

ONS 18668 G RDOL RN
K GFHRRRQ/

SDUW

VDIHW\ DQG HII

HOSHHHQEEH 8 QVRK D
V@ KIHP FEQ\R\E M B WIIH
¥ DVIHYVWH\ QIHY S H 1 |

W QHHGHG
WKH SURG
HFWLYHQH

-DSDQ

6DPH DV IRU RWKHU GUXJY DQG RU PHGLFDO GH

YLFHV

3DSXD 1HZ *#

XIRQARPPHQW V

86%

5HIXODWRU\ FFR
UDLVHG E\ HDF
SDUW DQG WKH

QWS 86 G DRDL RO
K GFHRRGRQIY
@ D WX\ HD R IGWHK

FRPELQDWLRQ

IRU WKH XVH

HOSHHHQEEH 8 QVRK D
V@ KIHP FEQ\R\E M B WIIH
RV HYWH\ QIHY S H 1 |

W QHHGHG
WKH SURG
HFWLYHQH

t 7KH VFRSH Rl WKH DSSOLFDWLRQ HPEURBNV WKH UH
UDLVHG E\ HDFK FRQVWLWXHQW SDUW LR@GIMKH QDW
WKH XVH

I 3UHFOLQLFDO DQG FOLQLFDO WHVWLQIGHBTWRUHPHC
GHPRQVWUDWHWWKMH FBWROXIBEWHITHFWLYHQHVV
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&KLQHVH 7D

LeXBPLVVLRQ WA\SHVY DUH GHWHUPLQHG E2 $W RHK H
VWDQGDUGY IRU PDUNHWLQJ DXWKRUY W DEW L RKDY

FRQVWLW Xl
M| HDFK FR

-DSDQ

6DPH DV IRU RWKHU GUXJVY RU PHGLFDO GHYLH

CHV

3DSXD 1HZ *#

XNQHMHW JURXS WDUJHW GLVHDVHBUREGXIFFOWHE
&3 RU DQ\ RI LWV FRPSRQHQW

DV R/ RSQ) MY

86%

6 XEPLVVLRQ W\SHVY DUH GHWHUPLQHG3 B2 3N KKH

FRQVWLW Xl

VWDQGDUGY IRU PDUNHWLQJ DXWKRUY W DEW L RKDY

M| HDFK FR

I 6XEPLVVLRQ W\SHVY DUH GHWHUPLQHG B\ WKH FRQVV

302%

I 7KH VWDQGDUGY IRU PDUNHWLQJ DXWKRWLRBRWWRQ R

EH PHW
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&KLQHVH 7D

DRMIHLIQ GDWD DUH DFFHSWHG LI
/DLZDQ PHGLFDO SUDFWLFHYV
UHTXLUHPHQWYV

QVDISG® LFDEOC

W KH

“OLQLFDO

-DSDQ

*HQHUDOO\ FOLQLFDO GDWD IURPRW 3
PHGLFDO GHYLFHY VDPH DV IRU RWKHU GUXJV

RQ LV UHT

3DSXD 1HZ

ARBEBO FOLQLFDO GDWD VKRXOG EHINBIHWUHG IR

OLIH VW\OH

86%

JRUHLJQ GDWD DUH DFFHSWHG LI WODKWHLBOQWD DU

86 PHGLFDO SUDFWLFHV DQG PHHW A&

EH UHTXLUH GV X\DXGGIP BI'G W

3 VWDQGD

¥ )RUHLJQ GDWD DUH JHQHUDOO\ DFFHSWHGH&GGGLWLF

XQGHU U

HJXODWRMX G XPHKRM LW\
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/KIyS&S ¢I-LISH No.

WI-LIly Not necessarily.

tl-L)izl- bS& DizySI- Yes, for authenticity and quality of CP.
1{! No.

e Most economies do not require country of origin drug approval.
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/KhySES ¢I-LISH

No specific regulatory requirements for CP exist.

Post-approval modifications must meet marketing approval
standards for modification associated with the constituent parts
of CP.

WI-LIy Same as for other drugs and medical devices
tl-Lizl- bS& DaztySI- No comment
1{! No specific regulatory requirements for CP exist.

Post-approval modifications must meet marketing approval
standards for modification associated with the constituent parts
of CP.

e No specific regulatory requirements for combination products exist.
Post-approval modifications to CP must meet marketing approval
standards associated with the modifications of their constituent part.

19
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/KIyS&S ¢I-LISH

No specific labeling requirements

-1y

No specific requirement exists.
General labeling requirements apply to CP are the same as
for other drugs and/or medical devices.

tl-Lizl- bSS DazlySI-

Name and address of manufacturer, license number, name,
who should use, warnings, use by dates, not for general use
or self-application

~
(|

No specific labeling requirements

e No specific regulatory requirements apply to combination products.

20
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/KhySaS ¢I-ILISH

Satisfy requirements applicable to
their constituent parts

Pre-approval and post-approval
inspections every 3 years
One inspection for CP

[ENEY2

The same as for other drugs or
medical devices

When regulated as drugs, subject
to GMP inspection.

When regulated as devices,
subject to QMS inspection.

tI-Lil- b3& Dyl

Should have a GMP certificate
device purposely for CP

Separate inspections conducted
different times (2 or 3x) in a year

il!

Satisfy requirements applicable to
their constituent parts

Inspections are done by a single
inspector and sometimes by more
than one inspector for the
constituent parts of CP.

e Some economies may require CP to satisfy requirements applicable to their
constituent parts, whereas some economies may require CP to satisfy the
requirements of drugs or devices depending on their PMOA.
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/KhySaS ¢I-ILISH

Report through the mechanisms associated with the marketing
authorization type for the CP.

[ENEY

There is no specific requirement for CP because they are either
classified as drugs or medical devices.

tI-Lil- b3& Dzl

Indicate (1) full detail of patient, (2) type of ADR encounter, (3)
occurrence and how, (4) nature of the adverse events.

il!

Report through the mechanisms associated with the marketing
authorization type for the CP, sometimes through the mechanisms
associated with each constituent part of the CP.

e There is no specific requirement for CP. But sometimes repoters may
need to report through the mechanism associated with each

constituent part of CP. The rule for reporting will need to be clarified.
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/KIyS&S ¢I-LISH

(1) Taiwan FDA continues to develop product-specific
guidance as necessary. (2) Medical device combination
product R&D alliance was established to promote
innovation and commercialization of the products.

-y

No comment

tl-Lizl- bSS DazlySI-

None at the moment

1!

(1) FDA is developing additional guidance on various
aspects of combination products. (2) FDA is also
enhancing information technology capabilities to
facilitate stakeholder interaction.
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W-Ly b2 02YY Syl
tl-Lizl- bSS DazlySI- | b2 02YY Syl
{1 omo 022URIY1-0S 1Y 2y3 1-3Sy08 02 Y LI2ySyld 2 LIS
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e Major challenges: (1) classification of innovative products, (2)
coordination among agency components and between regulated
entity
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&KLQHVH 7DUSHERPPHQW
-DSDQ 1R FRPPHQW

3DSXD 1HZ I XLQHARXOG VXJJHVW P\ HFRQRP\|{WR OHDU
DGYDQFHG HFRQRPLHY DV WKLV |LV D QHZ
HFRQRP\ DQG WKH UHJXODWRU\ WHDP

DUHD LV FUXFLDO

86% 2&3 DQG RWKHU )'$ FRPSRQHQWY ZRUN ZL
FRXQWHUSDUW DJHQFLHYVY DQG SURYLGH V
WR WKHP RQ UHJXODWLRQ RI FRPELQDWL
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T This is a preliminary results of survey. We need your
support to complete the survey. Please submit your

completed survey to hsienyilin@fda.com.tw by
December 10, 2012.

T To promote regulatory convergence of medical
device combination products, definition, GMP,
adverse events/vigilance reporting requirements,

training, international cooperation, and some other
issues will need more discussion.
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