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UNIT

PDart CJZ

Foreign Investment in Chinese Pharmaceutical Sector

Despite problems of cultural, ethical and regulatory differences, a
growing number of foreign companies have begun multicentre Phase III
clinical trials® in China.

After some initial hesitation, Western pharmaceutical manufacturers were
rushing to the People’s Republic of China to establish a “presence” just a few
years ago, this meant opening an office in Beijing or Shanghai to sell their
internationally approved products to the growing Chinese market.

No longer. “If you are serious about the Chinese market, you have to come
here as a full pharmaceutical company,” says Dr. Ross Horsburgh, regional medical
director for Beijing-based Zeneca Sino-Pharm Development Consulting Company, a
Joint venture between Britain’s Zeneca Pharmaceutical® and China’ s Sino-Pharm® .
“You can’ t come here just as a sales outfit or just as a distribution channel. ”

When MDS Harris, the Canadian-owned Contract Research
Organization®, opened an office in China in 1993, the interest by US and
European pharmaceutical companies in doing something more than a small
Phase IV trial to meet China’ s minimal licensing criteria was modest at best,
says Dr. James McClurg, the CRO’s President and Chief Executive Officer

)




(CEO). In the past two years, the interest has “increased exponentially”, he
says. “Today, the interest in China, and in conducting clinical trials in China
to the Western standard, is quite frankly overwhelming. It’s a very broad
interest by major drug companies everywhere in the world,” he says.

Back in 1980, Tokyo’s Otsuka Pharmaceutical® created the first Sino-foreign
pharmaceutical joint venture: China Otsuka Pharmaceutical. It was followed in 1982
by Sweden’s Pharmacia® , which set up the first European joint venture: Wuxi Sino-
Swed Pharmaceutical. By 1995, 1,500 pharmaceutical joint ventures were registered
with foreign companies in China, according to the Chinese Pharmaceutical Market
Guide 1997, published by PJB Publications which is the leading provider of business
information for the pharmaceutical, biotechnology, medical devices, diagnostics,
instrumentation, crop protection, animal health and brewing industries.

Eighteen of the top 20 global pharmaceutical giants have entered into
these arrangements. Germany’s Bayer® has nine joint ventures in China, with
a total of US $160 million investment. Switzerland’s Roche® has seven, and a
US $130 million investment.

NEW WORDS AND EXPRESSIONS

investment /m'vestment/ n. BFHENGERTR
ethical /'eBikal/ adj. ows A
regulatory /'regjuletari/ adj. AAREREG , BEH
multicentre /'malti'senta(r)/ adj. FEENMBEFRFAR) TS
pharmaceutical /faxma'sjutikal/ adj. Hpey ()
. n. HaHORH)

outfit /'avtft/ n. AR B
v. Bt &, Bt R

contract /'kontreekt/ n. L, 468, 3.4
/ken'treekt/ v. SR, ITY

criteria /krai'tiors/ n. o

]




UNIT 1

at best AEE, RbdmfT
exponentially /iekspau'nenfali/ adv. BRAEH , F3, 35 H O
clinical /'klinikal/ adj. 6 B 4
overwhelm /ouve'hwelm/ v. R ZATE, R
register /'redzsto(r)/ n. M BT
publication /,pabli'keifan/ n. BB KAT MR s AR K R
biotechnology / bareutek'noladzl/ n. A HB AR
diagnostics /\daisg'nostiks/ n. B
instrumentation /nstrumen'teifan/ n. LB
brewing /'bruig/ n. BL BB

Notes to the text.

@ Phase /feiz/ (8+#7) Il clinical trials /'traialz/ (iX3) = H316 £ X%

@ Zeneca Pharmaceutical 3t E 3 #] B 4] 2 4\ 3]

@ Sino-Pharm ¥ B & 25 £ H %2 4

@ Contract Research Organization is an organization (commercial, academic, or
other) contracted by the sponsor /'sponse(r)/ (% % #) to perform one or
more of a sponsor’s trial-related duties and functions. CROs are independent
companies carrying out specialized /'spefalaizd/ (% 11 #)) functions of
pharmaceutical research and development such as Phase |, Phase !l, Phase Ill
or Phase |V clinical trials.

® Otsuka Pharmaceutical B A& k F 4] 25 & FR A 3]

® Pharmacia # # 3£ 35 % T 4| 25\ 8]

@ Bayer #£E# RH %N

Roche #% 4 ¥ K41 25 A F 2 )

Exercises

I . Choose the answer that best completes each sentence or answers each question,

1. What was the initial attitude of Western pharmaceutical manufacturers

3 mE




towards China?

A. Having some hesitation.

B. Rushing to China to open an office to sell their products.

C. Creating some joint ventures.

D. Doing some clinical trials in China.

After reading this passage, we learn that created the first
sino-foreign pharmaceutical joint venture.

A. Pharmacia 'B. Bayer

C. Roche D. Otsuka Pharmaceutical

. Clinical trail IV is

A. focusing on the effects about body function, dose definition,
pharmacokinetics

B. focusing on the effects about disease: safety, efficacy, dose,
pharmacokinetics

C. multi-centre trials: focusing on the effects about the patient groups
compared with those undergoing standard therapy

D. long-term benefit-risk evaluation

. CRO stands for

A. Chief Research Officer
B. Contract Research Organization
C. China Research Officer

D. China Research Organization

. Answer the following questions according to the passage,

1.

What is the initial purpose of Western pharmaceutical manufacturers

when they came to China?

. Do Western pharmaceutical giants exist in China as independent

enterprises or any other roles?




UNIT 1

3. What is the background of the increasing interest of Western

pharmaceutical manufacturers in Chinese market?

II. Translate the following sentences into Chinese.
1. Despite problems of cultural, ethical and regulatory differences, a
growing number of foreign companies have begun multi-centre phase I

clinical trials in China.

2. After some initial hesitation, Western pharmaceutical manufacturers
were rushing to China to establish a “presence” just a few years ago,
this meant opening an office to sell their internationally approved
products to the growing Chinese market.

3. The interest by US and European pharmaceutical companies in doing
something more than a small phase IV trial to meet China’s minimal
licensing criteria was modest at best.

IV. Fill in the blanks.

ZHPis a venture with Spanish Esteve Group. It is a national
level Hi-technology and demonstrating enterprise of innovation.
ZHP has been focusing on being a reliable for APIs and

intermediates and a strategic custom manufacture partner as well.
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“25 5 LBl 457 1 X F ik H XA Instructions, Directions, Description. ¥
#£ %2 F Package Insert, 5% fé #% Insert, 4145 fil Leaflet I Datasheets, Insert Jif
BRHBAYET”. SNBSS S aEa BN — 0 AZEA.
23 B D2 R — R E RN AR, K RIS EASBES
RN EEKE, B —E MBI,

3 O 25 3 SCI T B REZY 5 R B A AN [R] A LARIE S B3R 9 R 5, A DA
ERIMEWEE., HUHBERESAF. A NERE.KETE EAE, B
B B U B RS ERAE A RIE R S RSN BRI B
B RN ASNEELE 25 IR 2B W R 25 L I R BT 3 ik e R 2
B PR EEEW AR RN SEIEA A & B VB
BHOW % WA BEMRSEREELTE.

g T GR35 0 1E A B 1 253 SCUL B, S B B LS B i S TE R
R FREHR GBS b 2552 2382 2B 3l h1 22 5%) 5h, i
MBGRIE S UL B RIE SRS

REBECHB BEAFEUTHE: © 25 & (Drug Names), @ #iR
( Description), @ % ¥ 4£ | ( Pharmacological Actions), @ i& I i
(Indications) ,® 2% = (jE) (Contraindications), ® Fi& 45 F & (Dosage and
Administration) ,@ 7R B 2% (Adverse Reactions) ,® & % i (Precautions) ,
© {u% (Package) ,@ WFF (Storage) ,@ HAh3i H (Others)

PR 4 T % 3 B 08 07 vk 5 B VR L G M R R L B RN RO s B T S i
wmrF.

P2 G A5 R L 8 24 & 4 B H R & & (Trade Name Y Proprietary

TN 6




UNIT 1

Name) , i F{ £ (Generic Name) Flfb2# 4% (Chemical Name) , Hi &% WA 2
. Bl HAHBARAA A HWAEREMR A, H & %% Ursosan
(Tablets) ; i il 4 & Ursodesoxycholic Acid (S8 LB BMR) ; tb¥ 4 K 3a, 78 -
dihydroxy - 58 - cholanoic acid (3a,78 -— % #- 5B -JHIZER) ., AR R —Fhzy
i AR T R AE RS R Y i Fh & R .

AT RES AR RS E. EREREEAELELAHE—-@®
#Ric, #1411 ADRIBLASTNA® (f] % %), ® TEGRETOL (& 12 7°). “R” £
Register GEM WA T , @ F/n %755 B AR FH A XTI %, B8 7w
FB BRI b5 (Registered Trade Mark), AB7ER & Z T (&S X34 #
LA F % Bl an: Rulide (B J198) Z F %] H Roxithromycin, ¥ 41 & £;
Minipress k¥ J5 %4 Prazosin HCI, i B8R ME B ; Nitro-Dur P00 B2 F
X34 Nitroglycerin, W58 H i

AR RATR . ER SRR AEERES .

L &% M BRETEE R R R ST RDGE. W: Penicillin &8
Fark(FBE) , Aspirin B ] UCHK, Caffeine MIHER . FFEE N5 8, HARERE.

2. BiF: MAGBWTRENEEFBAMADGE. Flin. Cholic Acid JHER,
Tetracycline PUPFEE ;43 7] 4 FL25 38 F F 803, 40 ; Minidiab K8 IR GRITHEIR IR 25
Y1) s Natulan 5768 (AL KAMHRIFD , Uralyt A R QRIFIRERES A 25 %,

. HESE: AMABRTH - RHAETH, F -8 RAZERE. Hl.
Coumadin & & & (coumarin & & %), Neo-Octin # 18 7 T (neo-#i);
Medemycin # i % Z (-mycin %) , Cathinone £ i (-one i),

4. WEFE: UEEANEN, BRSO E RS, NEXE, TEES.
B4 . Paracetamol #ph# B 7% , Doriden £ B F}, Legalon F] fFE&, Webilin & 4
R B EhABFRAT LUXHE BRI, T3 8 8 P 4 FR B E A ol LA A BRE

2 AL E B FR SO % 2 S W AL S S M B 43> BT B B Ak 24k T
FCYSEHATEE. R AR, 7T LA IR, 4502 B &R 014
FR.4H B T B. #4n. Catalin (£ fb #K) B9 1L 22 4 # & 1-Hydroxy-5-oxo-5H-
pyrido(3, 2-a)-phenoxazine-3-carboxylic acid, IFHINIERE 1 -BH-5-H-5H-
MEBEH (3,2 - OMPREEE- 3 -5 MR . WREEIE S H MM .10 2 k&Y
HIZECA PR, DL FMETR . 585, BiFs SIAB L. . chloride &4k
¥, sulfate (sulphate) Fi BR £ , acetyl - Z Bt 3£, amino - & %, di - —, hydro - &,




nitro ~fl %k, - ester fi§,— lactone NS, one i, ol B%,~ oxide E /LY, urea Ik,
- ate R ,— ase B, mono ——,di —~_, tri - =, phen -, pro -7 met - H, but -
T4%,

R TG BRRIES  DAIHNE T2 O HUE R 25 Fngi el iy 2 IR
W, B AR R AT TCE R FNC ) — 15, il B iR L B R &%,

Exercises

[.R=
1. B2 Ok R 25 i U6 B 45 B9 3E 3 8 ) B B AR R 9 .
o BLM B, i H IR

PRy im il A B RIZ SR

2. In Package Insert, Drug Name includes:

The common name is .
S EMMAYP, FH RAEMEXCHFNR: NE R
A

I. 8%
1. Z95hiR AR RAT A7

2. Zyinii RS AR LE T E 2

3. THIRGH —Luh W2 B B S STRIZR

I. EBEFETIREHEE

Lidocaine hydrochloride




