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Regulatory Impact Assessment (RIA)
The Regulatory Impact Assessment Report (RIAR) has never disclosed to stakeholder. Upon completion
of discussion of the Review committee on regulation on pharmaceutical products in Hong Kong in 2009,
with their 16 recommendations to be implemented via legislation, the administration commissioned a
consultant (IBM) to conduct a Regulatory Impact Assessment. Many stakeholders provided their options
to the consultant and the Bureau has mentioned the RIA many times. Some of our members were there
and reported not so many neither frontline pharmacists nor medical professionals agreed to the to-be
imposed recommendations because they contrast with the frontline operations which were originally
designed to benefit patient drug safety. However, the administration has never disclosed the RIA and
there is no access for this document for stakeholders. The RIA assesses the positive and negative effects
of proposed and existing regulations and non-regulatory alternative. The report provides important

finding and recommendation. We urge the Bureau to disclose this important document.

1.  Why was the feedback given to the government briefing session on the Bill for Pharmacists on 10
April 2014 about the concerns mentioned above not being responded to?

2. Why is a qualified legal person not able to be provided by the Drug Office to meet with the Legal
Advisor of the HK Pharmacists Union in June 2014 despite complaints had been repeatedly raised that
the representatives of the Drug Office are not able to answer our questions about legal implications of the
law amendments?

3. Why are members of the Government misrepresenting the views of the HK Pharmacists Union and
other stakeholders that our objections to the law amendment is merely an attempt to fight for Separation
of Prescribing and Dispensing without any facts and evidence that the allegation is the truth?

4. Why is the government not placing public interests as first priority and has been pushing forward
the interests of wealthy drug manufacturers?

5. Was there any form of disclosed or undisclosed trade offs between the government and the
commercial entities in the law amendment process?

6.  Why are there so many new amendments above an beyond the original 16 amendments of the 75
recommendations of the Review Committee being out forth to the LegCo for approval and claiming that

the whole Bill is only for the 16 recommendations of the Review Committee?

7.  Why is the government rushing the whole amendment process without having enough time to agree
the contents with key stakeholders?
8. Why is the government claiming to have consulted stakeholders on all the issues when they have

only consulted on some or on entirely different issues.
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Definition of the Authorized Seller of Poisons (ASP)

The definition of ASP is unclear to confuse whether the ASP is a business as in the
original existing law or a person or sometimes both. This lack of clear roles and
responsibility between the owners of the business and employee pharmacists must be

clarified before the law can be changed.

We would suggest to have the Bill withdrawn to start from the beginning to discuss key

issues with stakeholders before the process of law change is put forward.

We request the Government to address there following queries we have on the Bill

Amendments:

1. How can the law enforcement agencies differentiate the first Registered Pharmacist

from the second Registered Pharmacist that appears in the definition?

2.  For what reason the ASP definition being changed to be a person instead of the

Business as in the original intent of the law and in the existing definition?

3. If the ASP already has a specific person called PIC (Person-in-charge) to take full
responsibility of the ASP business then why does the ASP need to be a person?

4. If the law has inconsistency in the role of the ASP, then why can't other parts of the

law be revised for ASP to be a business?
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New Power of the Pharmacy and Poison Board (PPB) in regard to the Codes of

Practice

The new power to be given to the Pharmacy and Poisons Board (PPB) is too powerful
in that it may place the members of the Pharmacy and Poisons Board in a difficult
position and be in conflict of interest situations.

The PPB would become a government-led body, which can single-handedly issue,
revise, and enforce the Codes of Practice without any oversight by others. There is no
mechanism to object to the Board and there is no accountability for being a member of
the Board.

The composition of the Board is in lack of appropriate representation. Many important
stakeholders are not included in the 11 representatives of the Board to speak the voice
of the stakeholders such as the Hong Kong Pharmacist Union, Society of Hospital
Pharmacists and The Practising Pharmacists Association are also not on the Board.

We request the Government to address there following queries we have on the Bill
Amendments:

1.  Why is the Pharmacy and Poisons Board not being re-organized as promised and
agreed by the Regulatory Review Committee at the last meeting before changing law to
give the Board a new power to issue Codes of Practice?

2. How can the Pharmacy and Poisons Board be capable to issue and revise from time to
time the Code of Practice if the minority or no representatives from pharmacy profession is
on the Board?

3. What are the Checks and Balance system for the decisions of the Board?

4. How can the conflict of interests of the regulator be balanced if the government led
Pharmacy and Poisons Board be both the issuer of the Codes and also the law enforcement
at the same time?

5. Why can't the Board adopt and make reference to the Codes of Practice that is issued
by the pharmacy and pharmaceutical profession associations themselves rather than take
over the control of the professional practice, which the government has no practical

experience to do?

it X% 5B Pharmacy and Poisons (Amendment) Bill 2014 Committee, LEGCO



HONG KONG PHARMACISTS UNION

% % B B & T &

4/F, Duke of Windsor Social Service Building, 15 Hennessy Road, Wanchai, Hong Kong.
Tel: 8100 4226 E-mail: hkpharmacistsunion@gmail.com

Page 12 of 21

% 13 k. B3T5 13 ROEFTHYEENMT
“(6) E5 13(NZ1&
/1PN

“(TA) (EAIERE S S 5N B R n] (M ML HH BB LR - S e Pt T4 sk AT A
Y ~ BRTSEEEZ 35 & ps e M I B AT aYEC oA
(TBYARLE R L/ E A B B O - ARSI S SO B R R S O ST
e

IR e S B B | N LU SR (455 ) (BRE > E—ER
AN IR — B > S AR L (B LD ARG THICHIEE O S B 45
EEEE A WEGHE N EAMA LT EERy R FaERUFEE BB
TR R IR ERa R A AR TrAFEEFEERA
LERy SRS ER R T A ZATAN TR E I EAE G > BT LAA S BUR R Z Al
AR AT B AP P P A B 5 P R R A SURy T RBR YT 6 (8 H I AT

EETELE FE A BRI X

fEBI7ERR- 30. RynsRIHSCR, AR HE 58 a5, [a 6 25 N ABETIRE TR M
TTHMEATEEIBEATIHL ~ felig K AT AT S [REAY = 3BESC - 7 (QL7AF CB(2)
254/13-14(03) F3214)

AR R BRI T AR AT R A R R e A — BB R A P AR R AL BN 2
ARHE TR R B LS B ot SO T8 L ORT AR A=A TT R FHRRIEET,
(AR E G

TR A B E A EHVERHE AREE, AP AT 2N FRHV AR AR

B a AT -

BB E I M AR 2R (2 S RNV S A ST Z B g N T BT E, S
it X% 5B Pharmacy and Poisons (Amendment) Bill 2014 Committee, LEGCO



HONG KONG PHARMACISTS UNION

% % B B & T &

4/F, Duke of Windsor Social Service Building, 15 Hennessy Road, Wanchai, Hong Kong.
Tel: 8100 4226 E-mail: hkpharmacistsunion@gmail.com

Page 13 of 21
RIRLSR B A 2 P S B 1 s A A B T S B A P B2 I i Aa U 1 A LAE S
“RBTT -

BifpasaEpgh “EHRHE A Authorized Person” (AP) WIEREX

AT Ry AR R ARSI SERG Y "SR ( Authorized Person) " 7300 H HBL4E
ACERH LM AERIETIE(E -

WIRIE R T - BT A 5E BB SRRV ERSE A B (ERYES - — AR A
BN RE R TATERS S MR BRI/ - AL DR > AMESRAE RIER AR #
MZe > HRENETENERFERBEZENEE - (F2S5HHSEE
Tt — BB AR B B a2 5 B &5 JROCRT#E » )

BREEF P A GES A &2 B4 B BB T -

(— VBUERITE A TS BUERGHARE - A 8 ZOKEEM SR BN~ e (& — P -
JERRE N BB s s i A

HAr> AR HZEAGE(ONP) $5m 8 REUEF AR ETETRHVEER: - H 4%
B BT R R EHeERRy - Sy RS e i8S - B ERICERE - &

RAFHPTISEIRE N | HYEEREN & Z 300 - A4 al AR S - SR EERiah
FEEED) L A AR S s ERY - JERME A Authorized Person - AP) {EASHY

BUER TIEE EEAVIER A O LIRS FTA R S E EAREEK < FHEAG]
HOR AP VR BERIE - T3S K A B PR R SE R (B (RS RS — (&l 4]
Al ) > ANSRZEL AP ERAZEERIAT - HRE-F 2% & fe i IRV E ML e 2l A B

EALER > TR EEE -

WMFMERTE GG - IOA TR ) B > & R AR & &1
Ah o (ERIIEESE A BB B R R AUGEG I > FrA T EsRE B nl T
ploEs TR ) ST R —RARVRA(L - HATE R P OCRE A HE e 2R -

WA H FEE T gy Bl i SR ERRE 3R (P RS 2 B B R &
FRE AR ESRE MR IESEREUFREIT ) » FEAHBE R YA I o] eE
= BE/K RS RO MR R B0k > AR g EmEE &R
BRSNS B L R A TR T - WINERTRIINAREE » RO E BRI R
sugtpghinh TEZME A | (Authorized Person, AP) WhFE B kst M &S EyER
E o BTN ERGEERNE - HERA=

it X% 5B Pharmacy and Poisons (Amendment) Bill 2014 Committee, LEGCO



HONG KONG PHARMACISTS UNION

% % B B & T &

4/F, Duke of Windsor Social Service Building, 15 Hennessy Road, Wanchai, Hong Kong.
Tel: 8100 4226 E-mail: hkpharmacistsunion@gmail.com

Page 14 of 21

(=) EABRHVEER A Edh DEERIATH 2 8 - SERBUNG S E2E I - A FREias
FEM{E K5 AP > REZEEEYIHY LT ~ 3817 EERIVECAT A E & & - BUHEAYEE
RN > A EIERFT > AR SR 2 BLEEY) RIS ~ anE el T0F -
AP B FI| L ZEY FH BRI B SR R RE - m] DB Fey B S i vy SRR 28 - AT DL AP — A
P FREEEREHEE - MEBIEIARE > BANVERSRERY) > #Eit e —2
T (17 SERR R SR 27 4 B HET TR - EHUHERE © EEAHVEERIED > S0
WeBAbR o FER(E TR = ECE RIS AV Y R T - (A EREARSH - B
B AR R - ISR AR SRS A AR -

(=) ZEFERELIREE N B RPHEE AP — I - B SCSERIEIaE 2 FHyEE
sl > BA S EHVESEAE - ARE T B R E oS HARHY S - 52 B
— ~ F{EREEIERARAY A SAHEERY - eSS e = AYRTRE b > RO RETREAY RS/ N
BAF M - RABAGEIR S E A E e g - SERIATE —1T3E0VFAE » B
TRESIERRLE Ry T BT ] DA% 2 (6 R EEY T FAERY Bt DASERET{E 480 T H
{7 AR -

(P9~ ) B E AR 2 - SERRT S S8R B S IR - 5V
& AP ESE BB MR - EABERg Ay 2 M 3R R R > M iTRE 220 BB - 7Y
RARBEE I ALE N - MEFFHR R AR B R - (HEE AT EMS
RV ITARAE - (EAEEERIEN AP —I > A ATRES1R > N R 2R IR RIS ik
B EERIREERS - SR BB AR AR 30 -

NIE > A E L e 2 ES AR s EHFE > BAEGEREN A e HUMSER Bl AL -

A —(EZEmIAT - DHRE T R EREEEIE - SERIATCAEE T B EIAE > A
ZEHES Pharmacology » #EEEE Toxicology » ZEF|E2 Pharmaceutics @ flE P2
Microbiology * Z&¥j&) /72 Pharmacokinetic » BZEE TS Ethical issue > EEHH]
#h Clinical Trail » (BER4ZEREF GOMP (Good Manufacture Practice) » ZE¥H
i QC tests FHEE o

ZERIET e —(EEE AV EE N EEE RN (Authorized Person) "iE{EH
fir - 28I B 7 R Y IR B 2 AR A BB G SE Rk — ([ E BARFAE Y AL o fE
BEISIET BN "EER - BRI RN ANEE - RAEEEEY)  IAEER
FERY)  BERIIMIVERZEEY)Z 2 o AR LS EEY 020350
TR HEEY L0 B SRN WIEERIET - WIFEEEFE N LEHE(E AP Bkfr > FrAEZERY
SEYNLG ARG » SEYINE RS N N EEMER AL -

it X% 5B Pharmacy and Poisons (Amendment) Bill 2014 Committee, LEGCO



HONG KONG PHARMACISTS UNION

% % B B & T &

4/F, Duke of Windsor Social Service Building, 15 Hennessy Road, Wanchai, Hong Kong.
Tel: 8100 4226 E-mail: hkpharmacistsunion@gmail.com

Page 15 of 21
11 & 07 AN A 2 R BN DR R, - (B2 Sy T B IE FREB AV B BEARAE PIC/S » M H
ASHVEERT A ZE FBCRAVR ] - FAR EARAERE BT ?
BREE AT 1L AV EER - B T ZEP TR (T T 2 A EE Al R 2 B (A AR - 85
MEAFEE TR > iR T84 e » IMBH AP F3HE -
PR R B DR Y S . 45 2 A EERITAE A [H el RS - S8 N sE AV & AR TR
& - FTRA - BREBHVEERL (WITEEZSEFHM7TA Royal Society of Chemistry,
Society of Biology Z& &gy AMLHES fy Qualify Person > BIIE2E &N AP »

PRI & R BERR AL N 25 S IS (T — (L SERIRT S AP - BB AR - i
1% SEYHEREHY AT - eI /m 7 Z RPN IRE SR AIE(E AP - ZEiA I REF
HE(LZERIE - STEEY) 2 2 TRBRARTENE 198 -

H 1995 FF&FES A GMP i » RS T YERAT 3 HEHEFGE - HIEH 1
Authorized person AP T 2 fir> 1 fiL@E &% Manufacturing, 1 fZ & Quality
control o 20 &2k AP (i1 — E /& HEE EERIRTIE(E - AP bR T B HEEYINVZE 4
X AREI > H AP HFZFA R - SRAVRGHEST » TEEZ 2 IR EEm| Y
mnHY B - GEEFIEH 6 - SERZERI SR T B FMERIUNE 3 HEHEAT A -
JEFEE I SERIEN & & - S9mIAn Rat M EE AL AECHEFESTR] » 3 (i1 5ERIRN5E
FEIEr » NAIRE Ry TAAFI BB M G R B B ER AL - T HEERIRTA —ERE B
SFRIFIEEZZHINS - (RUAER - BEEREE @ bR TEE - FREEE K ABUHE
F& o MRS TEUNTEI 0BT - RiE2RHEMT > mER St ESE
HIEEEHUHB NV ERIRGIECE » IFTEEERTEERTE - i X5 eTIEEE
PR AFREA = TR & T —(EFE IRV E B 3 AL B EE A
fiz » BB R — AR E FAVENR - M ENDS AR R EME o REEERA
e MR RIS TR o B > FRPTEEBEEL AR IEFEEL -
fEEHE ANLEHE » ERETTE S LI R TEEYE S (il Ein )7 At
R > FRMERBUN 4R AP BVEARIRE] -

RGBT LA (2014 S50 R aadE (B5]) RPIEE) 289 LHREBE

PRLU TR -
(—) BF T A EER “ A" "Authorised Person” (AP)
HIEHS - BIBIEA Y BB BB ETL » 2555 I R RETIE

EAP -

F— BRSBTS o SERR AR LR o ARG 2
ERESFREIET T - R A2 2§ VRS AP (JEIRPEA) Lt A — & e ZERa
BLIE > By TRE S > 4 Al RS e AR SR =0 e — (E BCR SRR e A -

it X% 5B Pharmacy and Poisons (Amendment) Bill 2014 Committee, LEGCO



HONG KONG PHARMACISTS UNION

% % B B & T &

4/F, Duke of Windsor Social Service Building, 15 Hennessy Road, Wanchai, Hong Kong.
Tel: 8100 4226 E-mail: hkpharmacistsunion@gmail.com

Page 16 of 21
SERIEN RN > AR S B E R Z S DR ETR -
B BRETAI 2 E B4  GERIRTN BSE A A AR AP 2 AR
MK Es - EEBFTA R A& - Z2NE B HIREKMEYE > g5 5 LY
PEE > JRIER > SERENIE B BRI, R EEMATREERIENEE - A
HNAZERMMA A SEAR  HREZEZEE - WA - 2= TH2HEE -
FFEERIRTIE(EAP - BEEHAGIRE » BREEATRE » TN H SRR ARLEY)
TGRS DUREERG DT A H AR R AR L ©
B= FERME I IEEERED - FiE e A Y R A HUER = AEGMP
T O DL SN TAF 4 B (S nl B SE AP & - KEt A B OMPEIEEHIE » Bl &
[EIEE - FAME RAIER BRI AR T 2GRS A [ — (SR EE i - 220
JERBEEEM S EEHIE A 505 > ML BN » (98 7 HE AR > i A\ EfEE
WEZFAEE - BT BRG] mBERER —FNWEREH > JREERIET > K&
RN TFBEEREE EaV MBS gk - B MR A A ERE -
B> BUNIRNRIZEIRPES B R HEERIETE (AP, —EENUFEEYH st ZE B g
&b TEYIREEREZFFENETH FAEYREERERNZEgHE
111 2 ealaE R AR
7. feEtZ B LR TSTR AR ks S E N R EE - B N S S AFDAIERSE AL -
(a) BEEZEYRUERARST T EEE EE M | SEIERE(E=HE)
(1) EFARITH " EEEEEHENE | EEEEA 2 E e E PR EE: T 4
BEEHHE 2 ERLeREEER TN E RS 74 0 FHLAEREEE
BUBEBIE T E]— R g - RS T A EE TR ) fVEAD > TR
BEERIRL LRSS R - [EEEHEEEENEEZ - MIER RN
A o FAIESRAHE GG ( HE) T UAaEAmN TEEEEEM
HlEL , B - iR EgEREEN T A EE EE A | EEEWENE
SR BRI ZFFLELMIIEE » REBREHENNRMENEFRAZTE
MR Ba g L FE AT 774940 4% (Pharmaceutical Inspection Co-operation Scheme)
(PIC/S)HIRTHYEE SR e » B &U4HARARAE o h& aH SRS B i T Ehs Br el g M
PR B AREERR Sy RS IV B T R ([ RS AR R N VB
FOK . IS ENEAEE 0 DR RET TAEEEEENE TSN ERA
BHET—EH MmOV I8 - SREREE ST -

ZEEHE TR —
R g -
[. TAEEEEMHAR  EErER
3.14 S Z B G e T T AEEEEEHNE  BEIRE o EE 0 5F
fEan
f#t 8 Z B3 Pharmacy and Poisons (Amendment) Bill 2014 Committee, LEGCO

|



HONG KONG PHARMACISTS UNION

% % B B & T &

4/F, Duke of Windsor Social Service Building, 15 Hennessy Road, Wanchai, Hong Kong.
Tel: 8100 4226 E-mail: hkpharmacistsunion@gmail.com

Page 17 of 21
(a) fEFHEG T AEE ST | EE
3.15 EERTESREAEZTRI BN . BAEEREN T A EE &8 R
| SERRAEAE  BOREARLINFENZES| | BIPREEEE RS & [ 4V4H4%
1(Pharmaceutical Inspection Co-operation Scheme) (PIC/S) (% " 174940
&% o VAVAREAE > DASCBRATSERCIloryidias - [0S B R E (= MO E R - fEa8ERA
N FHAN T AEEEEHNE  SPEEEEROWENE R 2R —F
FLFAEELE -
3.21 1EFAMBEY - R AL —RHEE EFE RS ERIVEERIRTE L - aTZ A
TR HERAEEEREAL > FEFZE T EEEEE M FTETH
ERENL T DUREERE K e my ST A S A AT TAVAC R 7 1%
HIFTEUSR < 28 T EETRES] | HIREARBEAR] -

FAERUTIR E SR T2 20MP standard, {HAENVEERGEEN HZGMP standard,
19954E/YGMP standard » EHESHAYCOMPZE AR E] » Bt DAE SN EEE R 2|35 A
[z o AR RREATPIC/S » RUABRERTTHV I RP1C/S » T B EEERUN AT TE -
BT E NS B E 565 o] DL H S R BER TP 1C /S o REEAEIN B BUBERI -

T RIERE N L EOK - BB RME BB E Al -
FATER 7 7 [ETfE -

1. Byt S pRER A AERY VAP 2R EERIAN - M 22 KEAMPIC, /SHYAR
JE J&) 5 Al R T (TR R PR PR T R S e & 2

2. R TEAREK A A R SRR A 25 U7 T 7 A B R AT 2

3. BERGAPHRIRZERIATIE(E, RESIREEEYHNZ 21

. BB IOMP/K S B R BIBOK S A FE & Jete = 22K, A i

APHYZEK?

- BRT BB TERECEREL , 2, AR HMIFERE B EIE?

. BEEHEEARIFER A LS A %/ DT k28K

. RE I ELERGRE S T A OMPHYZEK ?

. AEEHA SRR TAETHE ? AERHAS D ATERE ?

~

o0 3 O Wi

s - Z2EHEEF

RIERY Kidtfm —FFIF HRRE "EEREY G EF S Rs 2 A &#H
& Hbga TSR E R

7. WS AEHIELT 5 TREF - S EEE o B LR MAFD FIE
TREAE

it X% 5B Pharmacy and Poisons (Amendment) Bill 2014 Committee, LEGCO



HONG KONG PHARMACISTS UNION

% % B B & T &

4/F, Duke of Windsor Social Service Building, 15 Hennessy Road, Wanchai, Hong Kong.
Tel: 8100 4226 E-mail: hkpharmacistsunion@gmail.com

Page 18 of 21

(a ) EEEZEYEGERHIIEH T HEENE ) FIENEEE (=)

(1) PEEBBITH " FEEEEPGH ) FEET R & E a4
EHE EHRE | BB R e R ) PR B prad 05 AR IEEE
(B EYZE A2 o B — 4 o I B R B BT - fRIE T A BRI A ) AVIRA » 1E
22 ZE T B e o in B RAFHT » [EE BHEEAFERVEES - IR IR E e dn
Wl o BBT IEERFT IR R4 ( 1) 1E— NN AFENH FEEEE
HHIE ) B - R ZAEEFRE N T EEBEEHME | EEEIELTW
FEANELLET ZMHR —FEFECENTTHIEE » ANEERBIIEIHENF
EHERE BB REE 7 (Phamaceuticall
nspectionCo-operationScheme) (PI
C /S )FIETHIE & FRZE - Bl JRARIEZE « & AR Cfh i s B
B E R A SEER K 77 B SHY B R P B BB TP LAY E
R » EIRERIZ LR - LUIRIGET T EEEEERHE ) PS8R
N E#lF [ —EE 2 HHVEANE - 5T EE ' -

taa 4R R

I . THEESEPLA ) BEHER

3. 14 WaIZ a4tk T A EE SR ) BRI A 7
10T -

(a ) A& T EEEEEHGHE ) IIFEHE

3. 15 B E R IEERY T FEH BB BINFR A E A E
A RIPEEE  BORTEAZIVIFEANZET] | B2 nfE & mé Vet ) 1( Pha r
maceuticallnspectionCo-operationSche
me) (PIC/S) ( TH "ndVai, JAIEE » LU TR - [5
¥ R AR (E L EH, - TR » B8Ry T EE BTN ) RPEEENE
TEREIEA B SLLET 2 i —FF CEATEEE -

3. 16 A& E LR ) A F AL 8 A [ & TRHAR TR IS far
EEEPRGIESE A EPEAE ) 155 00HF  BORSESRBNT » a1 &
Ak R 1T SRS BTSRRI S /NaH -

3. 21 HEHEEK  ERENL—BIIRERGE SRR AL -
BANZAGEL > HEHEETEREAL  CEFZE tEREEHE
| FTEIREREAN LR » LIREERFER 5 o 2 R
7 BraT HYEC 1R AR 7 PRI T &K - IEE T S E IR 2 tRIE N K R FA T -

it X% 5B Pharmacy and Poisons (Amendment) Bill 2014 Committee, LEGCO



HONG KONG PHARMACISTS UNION

% & B B B T ®

4/F, Duke of Windsor Social Service Building, 15 Hennessy Road, Wanchai, Hong Kong.
Tel: 8100 4226 E-mail: hkpharmacistsunion@gmail.com

Page 19 of 21

0Tk EETHIERS ( RARFRBIZS 27(c)FRAVIETTMIRIEAFRGIZE1S FReTHHARVER
B )
4) frFEs——
JIVN
“12. 80N EFEZEAZEE “Prescription Drug & 5 &%))” HYFhA)]——
EHEIE ATV EEENEEY)
13. BN EFESHFEEH “Drug under Supervised Sales BS B &5 244" AY=F4]

“Drug under Supervised Sales EiEfEE4EY)" /2 AR ANEEE 2 AL
EE > YHIFE SR

FEERAR SRR - 9IRSV RN REGT RELT 435 > TR
HEL—H TR —

1. General Sales Products (eg. Panadol)

2. Pharmacy only Medicines - B4 8% - BEEEFNEE NEE » FREFREFNE—

g

3. Pharmacist only Medicines -gi# 855 - EAESRIETNEE N EE - FEIIFAFVE
—HE IR ELE

4. Prescription Medicines -Jiz /784y » B4 A 0] H
BT ERIGES > flEE B REIPEELE -
28 59 & 36B Clinical trial certificate duration F&pREAEs=E =4 %

B BRSO R IR 2 SR 5 4F - BRI S MBI SRR - SIS A R (i
o RIS B R TN BRI LE R B BT FERT
S SRS B S T4 -

FEREHELT - ERERL SHENASUHAR
IR AN B EWERE N RS - SRR ERERT > stttz s Fam

it X% 5B Pharmacy and Poisons (Amendment) Bill 2014 Committee, LEGCO



HONG KONG PHARMACISTS UNION

% % B B & T &

4/F, Duke of Windsor Social Service Building, 15 Hennessy Road, Wanchai, Hong Kong.
Tel: 8100 4226 E-mail: hkpharmacistsunion@gmail.com

Page 20 of 21
NF R B 4 -
WIS AR Ky 5 4 R W 7EAVAREN T BE G R E & N AE 2 00 T s -

40 - AVIHA 64 B Avastin e85 ) IVERIRSUBRETI BRI 4 BEER - (1
SERHERBIG - CANRZHRNITE EETECENE - QEFRG LR - |
BRSBTS - MBS - E B -
BT AP B R AVIHA ST RS B RIS BR TR
T A SRR S BTSN A EE T - SRR RE 5 BE I
BRI - R ERRE  RREEEaE -

[EIRE K B 1L E]fE

1 &Y e RFEREZ CTC (HBRHEREE ) feftny 2 FARIHGERAT AR
R PR SR 2R

2SN R B R RN ER AT R A4 2
3 WAL EREERREII » HERASIIN - UIFTAVRTR YRR R L Y 7
4 WIFIGHEE - AHEEFTERAE N L2t 2 FHRNGEEIRE KPR ?

5 5t AVIHA (RanfadE EUE Avastin £ HA) 5% - SRR (5 R A E IR AN AT AVIHA 54
B FHIGEE HIDAFRESFNWERI(W W5 EEWRELEY ERHEREE) ?

6 EREA REM AR BHECRFHEAVIASE - 4HET 2 RN s ?
7 ARARIERE 5 F - WE R EREERERVITTMET R EE ARSI E ?

8 “EFARHYEE MR R SUBRH IE N EAIETEIIRN A L - 0 A aEEBRE
Hisl > BEaAER?

9. Ry EEZE A2 A WU H R S 0 =i Al 2

The validity of the clinical trial certificate should not be extended to 5 years from 2 years. As
there is no other mechanism to check that studies are conducted within the context of the

CTC application during the entire course of the study, investigators may change the details
of the study without notifying the Dept of Health within the study period. At this moment, the

investigator will be required to renew the CTC if the study continues for longer than the
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expiry date of the certificate which gives the regulator a chance to review the details of the

study for the interests and safety of patients.

If the expiry period is 5 years, many of the details of the study may be changed without the

knowledge of the regulator.

For example, the AVIHA ( Avastin in HA ) clinical trial was issued a CTC clinical trial
certificate last year by the Department of Health but the trial never commenced. All the
important elements of the study is know to have changed including the study design and
principle investigator but the trial is able to started with the CTC that was issued until the
expiry of the certificate next year. Only upon the need for the investigator to renew the CTC
for the AVIHA trial would the regulator have the opportunity to conduct a review and may
find out many important details have been changed. If the period of expiry is extended to 5
years, the regulator would never know that the details of the trial had been changed as the

study is likely to be completed on half a decade time.
Question Require Govt to respond:

1 FHB please provide the number of clinical trials that have not been able to complete
the trial by end of 2 years expiration date provided by the CTC (Clinical Trial Certificate)
2 How many of those trials that needed the renewal of CTC because of late

commencement of trial?

3 How does the DH monitor that all details of study are the same within the period of
CTC validity?
4- If not monitored, how does the DH ensure that the patients are provided with the

highest levels of safety within the course of the 2 years?
5- In regards to the AVIHA ( Avastin in HA ) trial, please provide the original application
details and the current details of the AVIHA trial for reference of legco mbers ( eg: study
protocol, names of principle investigator, drug quality assurance etc) ?
6- How can the DH ensure that the trial details are not changed during the duration of
the trial of 2 years?
7 If the period is extended to 5 years, how can the HA ensure that the study details
have not been changed within the valid period of CTC?
8- Is there any penalty for not updating or reporting to the DH about changes of the
details of the study if there are changes from the original application which was approved by
the DH for the CTC?
9- Why is the law not adding the penalty for not reporting changes?
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