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BRI e LA (International Organization for Standardization » {77 ISO) B&UELHFL
TRASEEEARNE o TR - Hh Rl Bl 1947 Bk 2 LWl J(Technical
Committee, TC 194  ‘Biological Evaluation of Medical Devices' ) S EEHimasstifH 4
Y Mg SR T e Ak it TC 194 228U TE/MH (Working Group 4, WG 4)
Rl BB Mg 2 ARSI RS (Clinical investigations of medical devices in
humans) » H4 2011 FEH R 18O 14155: 2011 Clinical investigation of medical devices for
 human subjects - Good clinical practice HefftBENEILM A MM ER 3R, 202 BT 2 A
RAHERN » HRTL IS RREE H A SR ae i B R ARG U R R T o L B8k

# o ISO/TC 194 JAZ(102)4 4 F 25 HE 26 HIAFAHINOMEE HhitEE grig - Hp
WG4 TAFE e LRSI T 55 IS0 14155: 2011 # iR Sifss [ 8oa 79 E
BAS: » SosGH S BE B3 AR B A B AR A TR RSB A H R o B S EL e R PR
FHISO 14155: 2011 (2 BRI - AR S AE S0 LS BE TR 20 B LA 2 WG 4 11 AE
Tk MEGEE S EE T A AR 2 - SR T Regulatory framework
of Vmedical device clinical trial in Taiwan | «

ARG HZ YL 1S0 14155 2011 H5MEr oS85 » W AL
(1) B ARTEE SR N ) BaiEs &S Bk HR < R R
HIS (3) sl A RESHE CMWE ) IR Rl 5 (5) 5 T Bkt
TR EEAGEHE )  (CH GCP) 2 Ll M ddde s § (6) B ANAJRIRE B
FIRGARS T REs el S () B2 EIRERESM BTG (Global
Harmonization Task Force, GHTF) 1] A i 854\ H45 4 {22 (serious public health threat).
AARRAE o R 2 FRAERICAZERE] ~ A4S ~ /038 ~ Friisk - ARy iSRS ast
WA BT £ B - (095 © (1) S48 FDA BV Z4E 5 AZRGR IS0 14155 2
FHRIATHE » Bl FDA CURSSTEL B M AR B R R AEME B B B FAE - Sy
RS TTEREAFRE S HIK - (2) HA PMDA /£54F 2 H 8 H 1SO 14155 44
IEFGER A FRFRIE B RIGRABIERIT-GCP) » HEyE MR RIS -
(3) FREICUA 96 OB GCP » HLLISO 14155 : 2003 £ R E8-2{kds - HATEk
17 2011 B SRRHERT « (4) Srinbs s s sk va s H Bl s b B PR ek B
GCP » AR TEAHR < HER AR ME gt Trp -
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FRH AR T BT+ [RIFRR 2 2 R EL R (R AT A FERRO R AT A A - 1SO Ik
FEBURTRHAS » (FEEE N WO HE AT R £ 25 BRI e R T [ FH G225 < TSO Mt o2
PAGZEEE 194 T BESM 2 WG ) (Technical Committee, TC 194 “Biological
Evaluation of Medical Devices' ) BRI A b A A Mo ROplnt 712 A
b BERE 22 R s 25 (AR < SRR R 2 B S R R © 1
TC 194 2 #PU T AE/NH (Working Group 4, WG 4) R7 5l S A eastd o« ABBREAR,
% (Clinical investigations of medical devices in humans) » 5% 2011 FHIRKZ 1SO 14155:
2011 Clinical investigation of medical devices for human subjects -- Good clinical practice $&
LB A BN RSB 2 BT AR I RTE R Rk A AR Sy
b B RGBSR [ T EBF R -

ISO/TC 194 FAA(LODAE 4 H 25 2 26 BRASRAFIIRME I BB e - Hph WG4
TS T EEELS T a5 1SO 14155: 2011 B BUEETaa s e r1E 8 1
Y1 DI T U A LA L P B A B TR S B AT o A M R T
ISO 14155: 2011 Z B 7R - AR EHEHRIS RIS BB AR, WG 4 TIEg
ae 0 RS TR A B R A AERRTL A - SRESS T Regulatory framework of

medical device clinical trial in Taiwan | ©

ANZRHFE TSO/TC194 WG4 A= RE @ity R R LA 5 T H iy B 4R Tk B s g
ERAREAES T T FHER AL -t 1 S e nn g oAt 2 B R R B R o B B ]
AR » SHAMBZEERTER 1S014155 B GCP MM AMIEN 2 B 1ER T —hN
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2 FRAA
F—XK4 R 25H)

2013 4E 1SO/TCLO4 WG4 AEFEEERIA 4 B 25 % 26 FAES ATIMAMETELT Wo4 il Ms.
Danielle Giroud JEAT &R 177 > Ms. Giroud B9 UIARE AT EHMER (1)
(BRI SE B2 (251 18014155 2 2011 5 (2), FM&1E TSO14155 : 2011 2 s #5744
FAGTFHIEIEERE R » FERHTRE [S014155 (85T Bl - B Ml rh Bl @y R Gt
TIPE EEE - B RHERRYIEZRE 14 8822 25 (0GR ffG=ER ~ HA -
TEBd ~ FERM ~ TRE ~ LRI ~ BaHE - 0 - RE - RS ZRVEER ~ BrinsE LR IS
o IR 20 RS B SO AR AR E UM LR/ ME -

Hi— H Y2 FEESER 1S014155 1 2011 AMA 2B 4 R rsRmE H |
oA

1 Is further guidance needed on effective writing of clinical investigation plans. A proposal

of the CIE is to look at SPIRIT: http://www.spirit-statement.org/publications-downloads/
ISO14155 e S p R R T SR 2385 | H0 SPIRIT (Standard
Protocol Items: Recommendations for Interventional Trials » 55— Bl ez B iaiE~ I
BRI PR PR SR T A U
(http:/fwww spirit-statement.org/publicaitons-downloads/)
SIETILRERE » ARG SPIRIT SRELIGRIAYLE DB I PR B H o [ERy
ISO14155 : 2011 ELiE ICH GCP rhallen e WETHE » WA TS H
SRS ABAR T GCP £ » MFEBEARS I IERE - {(HESHESR 1SO
IR B R R B T AR = E S [ RS TARIR (AR
NBLS R TR A SR R -

2 Consider adapting ISO 14155 to provide more guidance for registry trials which is an
increasing regulatory concern globally. | |
BRI registey trial SR 74T TE I E367E 1SO14155 i - FATF 2 S R b A
TE MR AUER I AR TR TR U CE BB > & registey wial 3553758
e TR T St - BRI FEEREAN AL 1SO ez A » LSRRI
FAGHES > 1S014155 = 2011 SRS 2 B SRR SR Tk » X%
HER TR AL FR AR e BUAHRS, - '

3 Informed consent — who can perform the process in the hospital?
WEAZAEEET IR - FFRLERT Pl 2 fh e BB T7E A B 75 B4
BREECEM  FEREIEA T30 HE BN HERICEHE THA 1SO standard
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th L A S R IR SR B - BRI
T A G 2 I TR S e T L 2 e o S e T
MR e AR S R 2 MR A R » ST AR
TS » SEBGHISE] FDA (FERERERA RSB ARSI T2 STt
—iEH -

D%L?ﬁﬂﬂ?ﬁ@%ﬁ[’éﬁﬁﬂ (D). AR AR T EE CIP)Z 4, -

ZURFBIFETE 1SO BHET 5 (2). BrEIE (monito) ER B F A EII A -
%Eﬂmfiﬁiﬁﬁﬁﬂ]%?ﬁi(CRF)Z*ﬁ‘Z » JERRGEAT ISO14155 FirAlidii verification’ ;
(3). IRAGHERCE T TRUT P BUEAE 1SO Mt > S5 16 thAs IR UL &R IERR
FCAAHR standards SRR A FAEHIRE -

Further Gap analysis with ICH

a. Should adequate staff on sponsor side be more spectfic such as ICH requiring
medical expertise

b.  Indemnification of investigators by sponsors
c.  List of General GCP principles
d.  ISO 14155 does not specify anything about adequacy of manufacturing

e.  Further details on composition of Ethics Commuttees (also in US CFR and
Japanese regs)

f. ICH allows protocols to specify those SAEs which do not require immediate
reporting

g ICH defines the audit certificate
8t ICH GCP 2 Bt M7 -

a. A section 5.1 &0 ‘the sponsor should have access to the medical expertise relevant

{0 the clinical investigation’

b, ELLIR ICI GCP AL ISO 14155 i Al — RIS MIHZ AR - Sesli
A PLLIER » R RS ET R AR HTAR 1SO Hufs -

)i Aﬁ;”ﬁﬁﬁ@éﬁ%’ﬁ iy F—h ISO ¥Rz AER TR -

d. ZERAERERZ A, - BERA RSB Rk e B « LIRS
BRSBTSt A S 3k -

Shoutd we elaborate further on how to write a risk/benefit analysis — there is apparently a
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lot of struggle with this in Europe .

B AR BRI W (risk/ benefit analysis)IT A BIBK AT 2 BI5 1 M.
B > SEERSTENLE ISO14971 » T 2 SR Ak G PR T 2 B e BT & R
Al > HEREERE protocol LAK: trial phase B R 3R - FHERE EHEE [ A
ISO14155 ZRif » MERZLHETTRABANIANAT « EI TGS BB, B840 IMDRE R f
[BFC) BArm(RE B FDAHEE T B s S R AT e R e B T
B > DA 40250 FDA 7RIS HTRIFIHLE » FFBREA1 ISO14971 TAE/IMH %
EIERECITs e a2y |

GHTF has a definition of serious public health thread — should we adopt this definition
and if so should we elaborate our safety section?

RS serious health threat FY5E ZEELHERIEELERT T GHTR 2 SG5/N5: 2012 B2 ICH GCP
E2 HELTIAT W] DA e o S 1SO #ERI,Z definition section s section 6.4 Adverse

“event and device deficiencies » section 8 Sponsor responsibilities * BLAz section 7 Early

termination B M+ EREIHEIRASETHR LTI T RE R L -

Do we need to provide more guidance on safety reporting during blinded/masked studies?
B e & e R Rt T E SR N ER BB EEA 1SO
U

Is there a need to specify what do do with safety reports that come in after closure of the
trial but before market approval of the device?

TR PREABRA e SRR b P SR AT TS A A A IS 2 R M 2
AU BEAIED - SETS O TR IS R < R R U IR e
SOP B BEE » MiRTEAE ISO standard HHEES3ETHERY -

Adverse events for users or other persons: need more guidance on what information to
collect and how to deal with data Privacy and monitoring (access to source).

HR T B DEE T TR R R - i T H A
IANERERE » BRI B e f (AR B i 22 2
FE o PLNVE F B ATl T 52 T B » At FH 5 R A\ ok
SEAAELSE VAL R - 550 Bl HE 8T section 6.4 HE(TIERT -

Device deficiencies should these also apply to the comparator if any - clarification
needed? '

o B o A R 2 958 4 [ 0 D P B A 58 B vl 48 ) 2 b e P B 9 s
(comparator) » i& 370 FE EH B A T BB A [ R B i BUE R m e s > BAIR
comparator - EEEGERA I AEHER 12 section of device deficiencies & F1IEFIE




W] 5341 comparator AE i AARIEERR A RS < il » 35 #54E section 8.2.5 h)
Flsssienpl INEE L P I

12 Reporting of ‘near incidents’ (could have led) potential underreporting due to
unfamiliarity with the concept for GCP focused investigators
TNEGEETHSES AR 2 ‘near incidents - DR AR 75E SO ¥EHI T iREHEEs
A A B 2 A (calibration) » FHFAIE WSS AR B 2 & PRt it PT .2 AHEH
RNk - fER NG ST 1SO standard B H -

s (4 A 26 F)

BT E R A SR S B R B B AR M T R e R T 3R
PLAR B 1SO14155 = 2011 ZFART » EAT BbA5 B R sl T -

1. &R Mis. Jennifer Kerr #iy o 35 FDA CUA 2012 4F 3 HHRAN ISO14155 A6/
H4¥ Pederal register * AN RIERZEr DL guidance document i CRR 5341 US
FDA A7 T BARTEE B N 72 B HE B M B PR RS  data acceptance 2 #E
A% » 35BS/ 2 BIEERETIS4E 5 HIE « s
172 RGNS ZE TG GCP #l - AT/ WG4 RTEUHE 25 3% FDA A sy
PRl ISO14155 - AR & HAl FDA IEA/EYE BRI US WG4
representative Kimber Richter 22 A ©

2. HA T Update on Japan adoption of ISO 14155 ; HHH A3 Dr. Kazuo Yano #i5 »
7 PMDA ESAS4EQOI3 4F)2 H 8 NIRRT 1S014155: 2011 B 1A GCP
(J-GCPYEEIES - s rh e 1S014155 B I-GCP < ANFIER » Ak J-GCP
o FERudi B BIEE 5 () BRI PI 2B LA B R i R B g
BEMR 5 (3) T-GCP thl# I it B B BB (LR ¢ @) Flatfrze s &
R RIRE -

3, TR AR AE AR - R - H T ENE RI(CFDA)IEFE % GCP
FROTERFRAAR TN WG4 255 LIS 2012 4 10 HiG FEGR 150
TRl R AR A ST R R A A i A - Rl H Rl < CFDA &2
GCP THEESEEEEE - FHFT 6 HIFEEHY> WG4 B —FEdE CFDA
TR 1S014155 4 C-GCP 1 IRANELFIA -

4, THM AHWP : " AHWP memberstates — update on clinical evaluation/ investigations | Ff
AHWP WG5S 3% Mrs. Randeo Sumati /1#7 E BT AR I & BB de b B R B E
T I o« AHWP WG5S —E LA E monitor &8 B RS2 R B B
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B[SO TCI94 WGHA MR £ 2 FOB - Mas. Sumati 12875448 AHWP 48512
1120 2 SETERG AR P a R T -

5. &8 T Regulatory framework of clinical trial in Taiwan ) EHAKHSIH R R84 1
B A SRR BTSRRI BRI o ST GCP RARIS 1S014155 il »
[FIEE A S 44K 1SO14155 2011 SHefill GCP AEAT « AEMIAABRINI BT
T T 16 FERERE R B S FEES MG -
I AR B B2 T B BB » 75 SRR R i S R
RSNt e s

6. TTANME © EBETnYY HSA(Health Science Authority){t# Mr. Foo Yand Tong %Eiﬁ.:.‘i
I Regulatory framework of clinical trials with medical devices in Singapore | = HSA W
R R R R R B BTN R S A BB b e
sl AR » BUN &SR S o L DUR S oo FE R R
MR ARG & » B T AR LA PREASR 5 - R e T
1 IS0 YEHI{H ICH GCP E6 #MAGZE < B b R 2 R AT S B RS -

7. JFEARPYEE : TUpdate on regulatory framework of clinical trials with medical devices in
Malaysia_y HH Mrs. Marriamah Krishnasamy F&f » Mrs, Krishnasamy 2K H BzRGuH
Medical device authority (MDA), Ministry of health » FEAKPHETRTHAS4E/AFH TS IMDRE
AR F BMKIR & B R AR M AR S R B > H gt e R R
AL I FUERIRRIE R 2015 &7 B RAZSE [ICH GCP B - {H= =i
A IS0 R o A AHBREAIS I MDA 2§45 2538 -
http://www.mdb.gov.my | |
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— INTERNATIONAL ORGANIZATION FOR STANDARDIZATION

Date: 2013-March 22nd

AGENDA

Meeting of ISO/TC 124/WG 4
"Clinical investigations of medical devices in humans"

25 and 26 April 2013 in Pavia, Italy

April 25™ 09:00 am — Opening of the meeting ~ Roll call of delegates

Topics for discussion:

1. Adoption of agenda

2. Issues of concern with the 2011 version of the ISO 14155:

a.

s further guidance needed on effective writing of clinical investigation plans. A
proposal of the CIE is to look at SPIRIT: hitp:/fwww.spirit-
statement.org/publications-downloads/

Consider adapting ISO 14155 to provide more guidance for registry trials which
is an increasing regulatory concern globally. '

Informed consent — who can perform the process in the hospital?

Is there a need to define who can be the independent witness in the informed
consent process?

Point of enrollment — as currently stated in ISO 14155:2011 brings significant
clinical trial insurance costs

Signature of IB and CIP may need more precision.

Is further specific guidance needed on sponsors/monitors who are helping

investigators with CRF completion and other clinical investigation related tasks

Is a reference needed to software validation standards with regards to EDC
systems

Further Gap analysis with ICH

i. Should adequate staff on sponsor side be more specific such as ICH
requiring medical expertise




ii. Indemnification of investigators by sponsors
ii. List of General GCP principles
iv. 180 14155 does not specify anything about adeguacy of manufacturing

v. Further details on composition of Ethics Committees (also in US CFR
and Japanese regs)

vi. ICH allows protocols to specify those SAEs which do not require
immediate reporting

vii. |CH defines the audit certificate
Is further detail needed for ]nvestEgator/Spohsor agreements?

Should we elaborate further on how to write a risk/benefit analysis — there is
apparently a lot of struggle with this in Europe

GHTF has a definition of serious public health thread — should we adopt this
definition and if so should we elaborate our safety section? :

. Do we need to provide more guidance on safety reporting during blinded/masked
studies

. |s there a need to specify what do do with safety reports that come in after
closure of the trial but before market approval of the device.

. Adverse events for users or other persons: need more guidance on what
information to collect and how to deal with data Privacy and monitoring (access
to source). :

Device deficiencies should these also apply to the comparator if any —
clarification needed? (Dutch comment)

. Assessment and reporting of Adverse events related to the comparator: does the
sponros has the right information? {Dutch comment)

Reporting of ‘near incidents’ (could have led) potential underreporting due to
unfamiliarity with the concept for GCP focused investigators (Dutch comment)

Calibration of equipment: requirements are not always clear for investigators (not
a GCP requirement) and documentation is often lacking — need more guidance
{Dutch comment)




April 26™ 09:00 am — Opening of the meeting

The objective of this day is to get an update on International implementation of GCP.
Invitations will be sent and agenda updated as we receive positive responses from
Competent Authorities or other country representatives.

09:00 to Update on US adoption of ISO T Mrs Jennifer Kerr
09:15 14155
09:15 to Update on Japan adoption of ISO Dr Kazuo Yano
09:30 14155
09:30 - Presentation on clinical Update through industry
10:00 investigations requirements for representative
medical device in China
10:00 — Break
10:30
10:30 to AHWP memberstates — update on | Mrs Randeo Sumati
11:15 clinical evaluation/investigations AHWP - WG4
11:15 to Regulatory framework of clinicat Dr Li Ling —Taiwan FDA
11:35 trial in Taiwan
11:40 to Regulatory framework of clinical Dr Yang Tong Foo — Director
12:00 trials with medical devices in Clinical Trial Branch - HSA
Singapore
12:00 to Update on regulatory framework of | Marriamah Krishnasamy
12:15 _cllmcal tna_als with medical devices Senior Assisstant Director
in Malaysia
Medical Device Authority
Ministry of Health Malaysia
12:15t0 Break for lunch
14:00
14:00 — Final conclusions — action points

15:00
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NOTICE OF MEETING / DRAFT AGENDA
CONVOCATION / PROJET D'ORDRE DU JOUR

Data 2012-12-19

Reference

ISO/TC 194

N 781

Titte of / Titre du TC/SC

BIOLOGICAL EVALUATION OF MEDICAL DEVICES

Secretariat / Secrétariat;

Deutsches Institut fuer
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‘Germany

MEETING / REUNION

PIN Meeting dates:
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2013-04-26 (matin)
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committee concerned, within one nmionth of the receipt of this
notice of meeting, of their intentioh to be represented af the
meeting, the approximale number of their delegaies and their
need for interpretation,
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the name of the head of the delegation sheuld alsa be sent to the
secretariat of the comimittee concerned at least one month before

Les merntbres (P) et {O) sonl vités, dans up délal dun mois 4
parfir de la réceplion de la présente convocation, & faire connaltre
au secréfariat du comité concemé leur intention d'étre représentés
4 la réunion, Je nombre approximalil de feurs délégués et leur
besdin én matigre d'interprétation,
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délégués {ou observatewrs), ainst que le nom du chel de la
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maois au moins avant l'ouverture de [a réunion

the cpening of the meefing.

Parallel mesting(s) / Réunion(s) paralléle(s)

ISOITC 194/WG 2
1SOMTC 184G 4
ISO/TC 194G 5.
ISOITC 194WG 6
ISO/TC 194G 7
ISOITC 184G B
ISOITC 194G 9
ISO/TC 194/WG 10
ISQ/TC 194/WG 11
ISC/TC 184WG 13
ISOITC 194ANG 14
ISOTC 1940NG 15
I1SO/TC 194G 17
CEN/TC 208

Joint meeting ISO/TC 194/WG 6,
WG 11, WG 14

3iVersion 88.2/96-10-13
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2013-04-22 (all-day)
2013-04-25 {all-day) and 2013-04-26 {all day)
2013-04-22 {all-day) o
2013-04-23 (all-day) and 2013-04-24 (all day)
2092-04-23 (ali day) '
2013-04-22 {morning)

2013-04-22 (all dlay) and 2013-04-23 (all day}
2013-04-24 (all day)

2013-04-24 (all day) and 2013-04-25 (morning)
2013-04-25 (morning)

2013-04-25 (morning)

2013-04-25 {afternoon)

2013-04-23 {all day) and 2013-04-24 {all day)
2013-04-26 (aftemoon)

2013-04-22 (aftemoon)

2013/3/27 R 02:01




CONVOCATION AVEC OJ - ISO-TC194 NO781 1SO TC 194 ...

1 Opening of the meeting (2013-04.26, 09:00 a.m.)
2 Roll call of delegates

3 Adoption of the agenda
Doc. 1SO/MTC 194 N 781
4 Appolntment of the draffing commiitee

hitp://dmd.nihs.go jp/iso-tc194/soukai/ISO-TC194_NO781_1SO_T..

ISO/TC 194 N 781
DRAFT AGENDA / PROJET D'ORDRE DU JOUR

Page 2

5 Information from the Chairman Advisory Group meeting

6 Report of the Secretariat
Doc. ISO/TC 194 N 796 *

7 Report, deliberation and 'de_cision about the activities of the working groups

7.1
Doc. ISOTC 194 N 782 *
Convener: Dr. Scott McNamee (USA)
7.2
Dac. ISO/TC 184 N 783 *

WG 2 "Degradation aspecis related to biological testing”

WG 4 "Clinical investigations of medical devices in hinmars™

Convener. Mrs. Danielle Giroud (Swikzerland)

7.3 WG 5 "Cytotoxicity™

Doc. ISO/TC 194 N 784 *

Convener: Prof. Dr. Michag! Doser (Germany)

74
Doc. ISO/TC 104 N 785 *
Convener: Dr. Albrecht Poth (Germany)
WG 7 "Systemic toxicity”
Poc. ISOTC 194 N 786 *
Convener: Dr. Daniel McLain (USA)
WG 8 "fritation, sensitization”
- Doc. |SOMTC 194 N 787 *

7.5

7.6

WG 6 "Mutagenicity, carcinogenicity, reproductive toxicity"

Convener: Dr. Wim de Jong (Netherdands)

WG 9 "Effects on blood”
Doc. ISO/TC 194N 788 *
Convener: Dr. Michael Walf (L!SA)
- WG 10 "Implantation”
Doc. ISO/TC 194 N 7898 *
Conhvener: Prof. Ame Hensten {(Notway)

7.7

7.8

3Version 98,2/98-16-13
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ISOITC 194 N 781
DRAFT AGENDA / PROJET D'ORDRE DU JOUR

Page 3
WG 11 "Allowable limits for leachable substances™
ang Joint meeting ISO/TC 194/WG 6, 11 and 14

Doc. ISO/TC 194 N 780 *

Convener: Mr. Ron Brown (USA)

WG 13 “Toxicokinetic study”

Doc. ISQFC 194 N 791 *

Convener: Dr. Jon Dahl (Norway)

WG 14 “Material characterization™

Doc. 1ISOMGC 194 N 762 ¢

Convener. Dr. John Lang (UK)

WG 15 "Strategic appioach fo biologlcal assessment”
Doc. [SOTC 164 N 793 *

Convener: Dr. Jon Cammack {(USA)

WG 17 “Nanomaterials"

Doc. {SO/TC 194 N 784 *

Conveners: Dr. Wim de Jong / Mr. Robert Geertsma (Netherlands)

' 8 Fieviewofconvenorshlp

*ISO/TC 194/8C 1 "Tissue product safety”
9.4 Information conceming SC 1 and its workmg groups
Doc. 1ISO/TC 194 N 797 * R

~Coordination with CEN technical committée
0. CEN/TC 206 SASRI

Llalson reports, if any
Doc. [SO/FC 194 N 798 * o
., Items for future work -

: ‘12,1 NWIP I8Q/TS 10093-22 "Blologlcal eval

on of medical devices — Part 22: Guidance on
nanomaterials” :

12.2 NWIP Revision 1SO 10993—11 " Bmlogical evaiuatmn of med!cai tevices — Part 11: Tests
. for systemie toxicity” -

1 3 Requnrements concerning a subsequent meeting
' 14 Any other busmess

Pl 7'15 Approval of resolutrons
: - Doc ISOMC 194 N 795 *

16 Closure'of the meetlng (2013 -04-26, 12:00 a.m.)

’f) Documen{s wIII be distnbuted later

3iVersion 98.2/98-10-13
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Technical committes - ISO

International Organization for Standardization

Intemnational Standards for Business, Government and Society

Standards Development > Technical committees > TC 194 Biological evaluation of medical devices > Participating Countries

TC 194 - Biological evaluation of medical
devices

Participating cotntries: 22
Ohserving countries: 25

Secretariat:

~ Participating Countries

Australia ( SA)
Austria ( ASI)

- Belgium ( NBN)

Brazil ( ABNT)
Ganada ( SCC)
China { SAC)
Denmark ( DS}
France ( AFNOR)
ltaly ( UND)
Japan { JISC)
Karea, Republic of ( KATS)
Malaysia ( DSM)
Netherlands ,(.' NEN)
Norway ( SN)

Switzerland { SNV)
USA ( ANS))

2013/4/1 F4- 12:23

hitp://www.iso.orgfiso/home/standards_development/list_of jso t...”
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Technical commifiee - ISO https/fwww.iso,org/iso/home/standards_development/list of iso_t...

Observing Countries
Argentina (IRAM) . ,
Cuba (NC)
Czech Republic (UNMZ )
Estonia { EVS)
Finland ( SFS )

* Hong Kong, China ( ITCHKSAR }  (Correspondent membet)
Hungary (MSZT)
lceland (1ST)
India ( BIS )

Iran, Islamic Republic of ( ISIRI )

Philippines ( BP'S )
Poland { PKN )

Saudi Arabia ( SASO )
Serbia (1SS)

Singapore ( SPRING SG)
Slovakia { SUTN )
Thaitand ( TSI )

Turkey ( TSE)
Ukgaine ( DSSU)

" | | . 2013/4/1 F4F 12:23
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Li-Ling Liu

Food and Drug Administration
Chinese Taipei, Taiwan

April 26, 2013

Clinical Investigations of Medical Devices:
Regulatory Framework in Taiwan

Director, Division of Medical Devices and Cosmetics

Outline

» Organization and Responsibility

» Clinical Investigation of Medical
Devices: Regulations

» Future Prospects

2013/7/25




Organization
and Responsibility
Ve

m  Organization Reform
Chinese Taipei Food and Drug Administration (TFDA)

o TFDA Organization Act (une3, 2009

e [naugurated on Jan. 1, 2010

e TFDA supersedes 4 bureaus
"~ Bureau of Food Safety
— Bureau of Pharmaceutical Affairs
— Bureau of Food and Drug Analysis
— Bureau of Controlled Drugs

2013/7/25
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Missions of TFDA

* Public Health Protection
— Gate keeper

« Prudent evaluation based on Good Review
Practice

+ Safety, effectiveness and quality

* Health Promotion Through Innovation
— Efficient and transparent review process
— International harmonization in regulation
~ Consultation mechanism

p
CAion Consolidated
Safety Management System

2013/7/25
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>
FDA Food and Drug Administration

Department of Health

i Offsce of Inforparion ' Conlers for - Divisien of Risk - Cenier kot Science and
: Management - Regional c5 Nangpement Techuatopy

{OMice of Scoretoriat | Administration Division of Pinnning &

= Northern l!t‘é:Eim'l “Tesearch Development
Office of i asamstuansne Fores

| “Contral Region |

Divislon of Food Saiely !

sk A Center

Division of Drugs & New

- Olfice of Persérinel —=
~ I3 ih Rcﬁlﬂl‘

Olfice of

Blotechnology Products |

Divislen of Medlcal Dovices
“and Cosmetles

Hervlee Bihles

Cooperating Institute

Center for Drug

- Evalualion

Fourddntlon -

Division of Research &
C O Analysis

T

‘Fafwan Drug Rellel’ .

O\@

CHepa

Clinical Investigation
of Medical Devices:
Regulations

2013/7/25




),
t4mn  Medical Devices Life Cycle and
Clinical Trial Regulations

i Pre-IDE
Consultation

Request for Designation GLP/GTP.

i Pre-PMA
Post-market GVP GSP_ Consultation GMP.
Surveillance . GRevP
C\ Y.
)
C/‘FDA

Clinical Trial Regulations of Medical Dévices

Pharmaceutical
Affairs Act
Medical Care At .Y

Enforcement Rules of Mé_tii_i_é'élu(:'.fai‘e_zfls\?ét” \

'GCP Guidelines for Medical Devices ™\

GCP Guidelines for Medical Devices:
= Announced on March 2007
~» Based on {1SO14155;2003
» First GCP inspection in 2007

2013/7/25
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cdsa  Clinical Protocol Review Process

GCP Inspection

{GCP Inspection Team)
(TFDA)

s

&2 /57

Fast Track of Clinical Trial Application

+ Dec. 2010
+ US FDA approved protocol

* Multi-national/ multi-center trials




2013/7/25

Oy

C¥FDA . |
Clinical Investigation of Medical Device

i Diagnosis and monitar {19)
& Assistive device and prosthesls
{13)
« Surgery and treatment {25}

H VD (3)

# Others (4)

Total applications (2012): 64

| approved |  non-
A0 | approved
Inspected clinical trials 9 8 1
{for registration/licensing) {89%) {11%)

Common deficiencies:

v'SAE reporting

v Informed consent form (signature, date, version)
v'Clinical data management

v'Protocol compliance

v'Record keeping

vIRB




Oy

C¥5DA
Clinical Research Centers

« 16 government-funded clinical research
centers

+ 100+ teaching hospitals eligible for
conducting clinical trials

Y7

C¥rDA

Institutional Review Board (IRB)

» Improving IRB quality:
- FERCAP Certification (Forum for Ethical Review
Committees in Asian and Western Pacific Region)

- 20 IRBs certified

— Accreditation by TJCHA (Taiwan Joint Commission
on Hospital Accreditation)

- 58 IRBs accredited (by March 2012)

2013/7/25
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G‘FDA

Future Prospects

—
e

CApa

Future Prospects

« National Science and Technology
Development Fund

Project (2013-2014) :

“Establishing the consultative network for medical
device industry and enhancing the quality of
medical device clinical trial system”

2013/7/25
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CHrpa

Future Prospects

Harmaonizing
international regulations
and guidelines

Establishing
information platform
of medical device
clinical frials

Enhancing
guality control of
clinical trials

Training -
clinical trial
professionals

tmproving
efficiency of
clinical trial reviews

N

& o

Future Prospects

Strategies

+ Harmonizing international regulations and
guidelines:

+ 15014155:2011
+ AHWP, APEC, GHTF/IMDRF

20

2013/7/25
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Future Prospects
Strategies
» Establishing information platform of medical
device clinical trials:
+ Public online database of medical device
clinical trials
« Enhancing communication with IRBs
/o
Ao

Future Prospects

Strategies
+ Training clinical trial professionals:
* In-depth regulatory training

+ Education program/workshop for clinical
investigation-related staff

22

2013/7/25
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Future Prospects
Strategies
« Improving efficiency of clinical trial reviews:
+ IRB authorization |
* Pre-IDE consultation
)
Hroa

Future Prospects

Strategies

« Enhancing quality control of clinical investigations:

+ GCP regulation and inspection

+ Experience exchange with local and
international experts

24

2013/7/25
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Future Prospects
Plans
* Reduce review times
+ Increase approval rate of clinical trial applications
« Speed up GCP inspection process
» Promote multi-national/multi-center trials
+ Increase qualified personnel for clinical trials
Y.
Aron

Future Prospects

Regulation/
guidance

International
cooperation

. Public/
‘professional
= education protection

ADR/ SAE
reporting

Risk analysis/

28

2013/7/25
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Thanks for your attention!
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