TARIEEES S > 9 HE - H 57 (2021)

B WE S B AN s 2 B B
—D#HilsEE (RE) S0

AREWTTE ~ AR ERVTSREIHR - U RRE - Bas - EefHEK
R BIINEERLEEEG T rER > EIEEEEEA « LAHEFT
BUNHHBIEARE - AT BRI 5 B S A sl OB SR BB - 20N R
TE - MR AERERT - RIIBEEEAIRERT EEATS - AR
BEERFHATEN - HE I EER A EATISIREZIRT] > 1E
AT AN AT 5% HE I R BRI A B A 2 S S M EE R > IR A AT 5%
HEFE R AR Z HEBR TR AT HRCRIVEBRRGIN - RS VB ERE & E
ATSZZETT - Joh > Ry TREBAE R T EHERMALES AR (A
ESER) NEERES &N - BNt S EERECE N A AR Z1E
SUT U ERARE R - NIRRT R E FE Z s+ B -
[FIE - ARSI BN 2 rT RE S I B T PR - AT REINNT
BRI E S ANEAZ S EWNG - NIEHIET#EE & e B (i E B
I AR BEEE - AR R > ATREEEEEE /G HAME CEFIERE
g - B - BRI FEM - RO (BEAFE) ZREHH] - B4

BRI EIGEE R RE LI PMP R (2007~384) 3 REAKXS R
R ATAA L~ B LBy A s KR A RS R AT A L o
A58 12020 12 A 21 B ;4kA B 12021 2 A 17 B



58 xBTS oW

= RERIE B o NPT IEERER S BE - U108 ARG R T
Hll - 405 [ B S e g Bas A M ﬁD%ﬁHﬁ?ﬁZiﬁﬁMﬁ%
AR E S > FREREPREEEBREE  wREE > HI7AW v
AP R T EEL ZEH 0 B IBREE - SRS %@Fé YN
AalE A R R L BIH A A MM AR R EE - MHEER (e #
B) BHRIEEBENEEE T - B R ERES AR R (SRR - BTN
% RERCENEREE) -

M4t : AR E - EXGRE - HRAE - Ak BRI



3
i

i%gﬁﬂ;i_gj?j\’é ¥z 5@ 59

ok
éh

Cite as: 9 NCTU L. REV., September 2021, at 57.

Biomedical Research and Capital
Market Supervision— Focus on
Information Disclosure (Unblind)

Yu-Hua Lee

Abstract

Biomedical research and biotechnology industry have a long R&D cycle, low
R&D success rate, high risk, and large funding needs. It is very important to seek
external funds in this field. There are two sources of funding: 1. The public sector:
Government subsidies or investments, such as the National Development Fund of
the Executive Yuan or the Ministry of Economic Affairs subsidies. 2. The private
sector: Private fundraising. Capital market (private funding) is a medium and long-
term stable source. However, due to the uncertainty of R&D results, timely an-
nouncement of R&D progress and results is not only the company’s disclosure ob-
ligation to shareholders, but also a good way to attract potential investors to enter
the market. To avoid the company from overly exaggerating R&D results (such as
unblinding) or deliberately concealing some information to obtain funds, proper
and appropriate disclosure of information by a corporation is essential for the long

term. Therefore, the standard of disclosure of the research and development results

*
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University.
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of biotechnology companies is important. At the same time, the complexity of the
information content in the biomedical field may cause difficulties for investors to
understand, which may result in the financing dilemma of private investment not
being invested. Therefore, the formulation of appropriate information disclosure
increases information transparency and fills up the information gap. The author
believes that moderate disclosure is a disclosure method that meets the purpose (to
achieve information symmetry: transparency, understanding) and proportionality

(cost consideration).

Keywords: Unblind, Materially ( Substantially ) Information Disclo-
sure, Biotech, Unblind Data Interpretation
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1 Matrixx Initiatives, Inc. v. Siracusano, 563 U.S. 27, 31 (2011).
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SEFTEEY > EAEEIETE (MABREEHE) - HABRHE
FESCHEIE Y SRR - R ST SR E B O] 0 R
HERIIZE © ) BRI BT () /A EEAT S8R -

R TBEARE T SRR A EEANEETS LY B
PR UL A A R S S B A SR Y S (T
B RS R L 0 sk TS, BT R EMAR o pIEait
W AR AR S (OEE 36 S —TE  BTE) kY R
FIESABE > 5 1 DU G AR > ShRESIE » JREI— PSS A
L RS S 2 S AR DRI © ST - B SR 5
BESEY GECEB 36 B E BB K21 EH B K25 H36 K21
BB G EE—E A — S HIE R AN TEE A BRI LA B
RETEE) -

44 ., . y . e v o e o . s _
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FEEERFRE T SEEHA - HREE EXRITOTELY
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¥ NS O N B B EATA BRI R 0~ 2015 -
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G S UE L E A
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47 A Hwk 75354 Bk EE AP (Active Pharmaceutical Ingredients) ) F %k &2 4 3%
ANDA (Abbreviated New Drug Application) = iwk « BA & » T HEZE |, » T4
JEAGERAE R 0 B 2680 0 B 83 (2017) -
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222 FAGHEFHAEML
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O mgE o AREERERAZAE > RAKEHEEREFALAL 0 B 78
(2003) 5 FHFE > A BHRMNBEERZIAL — FHARIABR AT HIZHE B2
RAKREERLRAAFELEA LR B 13 (2012) ; 4% "RERLE
HREMNGBEHERFALRAKRBEBM AR, BEXSE F 19 8% 245 7 27
(2012) -

U mxsh o BEEHRA N RS R h - 48R 4L AT 4035 ¢ hitps:/www.moea.
gov.tw/MNS/doit/industrytech/IndustryTech.aspx?menu_id=13545&it id=63 ( # 4% 2k B

5 BFR] 2020 £ 11 10 8) o

Average cost of developing a new drug could be up to $1.5 billion less than pharmaceutical
industry claims, LONDON SCH. HYGIENE & TROPICAL MED. (Mar. 4, 2020), https://www.
Ishtm.ac.uk/newsevents/news/2020/average-cost-developing-new-drug-could-be-15-billion-
less-pharmaceutical.
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2009 “Ffifit (Pfizer) LA 680 {35 O EERL (Wyeth) Z Horp—{H
ERNRBEER SR B RA < —HILET SR E el EERE L@ EEG
FREEY) (Premarin) FRH (KR R EL S PRIGIE RS ) S A RBH 32

B wh T WEARRBRRHZIEN B AN REFEFEAA LR A 16

(2006) ; 4% > "HEE 2013 £ 2 A AR R#RAES] (Guidance) AR A
HBWRZAEI | o A EHE - H 1078 > H 6474 (2013) -
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https:/kknews.cc/zh-tw/finance/pv8938e.html (R AZZEFARFM] : 2020 512 R 5 8 ) -
% Ambrogio Visconti, Adocia v. Eli Lilly & Companys $1.39 Billion Trade Secret Arbitration,
GLOB. LEGAL CHRON. (Aug. 27, 2019), https://www.globallegalchronicle.com/adocia-v-eli-
lilly-companys-1-39-billion-trade-secret-arbitration/; Xavier Grange, Eli Lilly Wins US
Trade Secret Arbitration, ICLG.COM (Sept. 4, 2019), https://iclg.com/news/10057-eli-lilly-
wins-us-trade-secret-arbitration.
FHFE AR 19 620
BRAS - Y > TRAKRBELET () AHRBRAAITABERMAL, - #
SEHEAT > B3THES 48 B 22 (2019) -
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58 . . . .
Howard G. Zaharoff, Protecting Proprietary Information, in ADVISING A MASSACHUSETTS

BUSINESS 2-1, 2-10 (Karl P. Fryzel et al. eds., 2011).

%9 Geertrui Van Overwalle, Uncorking Trade Secrets: Sparking the Interaction between Trade
Secrecy and Open Biotechnology, in THE LAW AND THEORY OF TRADE SECRECY 246, 250
(Rochelle C. Dreyfuss & Katherine J. Strandburg eds., 2011); Robert W. Payne, The Emer-
gence of Trade Secret Protection in Biotechnology, 6 NATURE BIOTECHNOLOGY 130, 130

(1988).
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(1)% —#7 (Phase I —A %% % 2¥ Human Pharmacology ) 77 & /R VA ABY
LABH S TRANLEEIAMBL IR ZRE > PaRGENH
ARG R AR B o R FEM R R R F
# o Bp 73 B 4y By 77 B ( Pharmacokinetics ) -~ ¥ 4 % ) £
( Pharmacodynamics ) ~ @t (Tolerability ) w424~ (Safety) 7
BZAR o AR AFATE S (H=TEATE) RFRES
B PN AR AL EERATHRR A iR R s B I LR
0L oo (2)% =9 (Phasell - J&9%4E % Therapeutic Exploratory) % H
b Lo LSRR SR T RE R AR 0 R RRAER A BA RTHEZ 0 E
YR AR B F S - S RGBT ATH » DAk JE S AR AT
% 0 AR AL 6 RA G R 7k el o AN LA
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B FEAE o (3)% =47 (Phaselll » 74 % #£3% Therapeutic Confirmato-
ry) BlARERSMARAN - N ZHBEEL - LB 65 BRAE
R RERZIA RN S 2N @RE > FRRE  REZMERA - £
F & (Benefit/Risk Ratio) - P ARBEES LT EGRE 0 BT
it — B IR AR G B B R A LA R AE ~ A A RABZT R R F
F o AARBMZRE (H—T LI =T 4) HXRH LT H B
R XLAEROUERFARAFABRR LGN £EFTALSAXSE
B S WA o AR 0 B AR ELE LT ML SR F A
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T > Btk BB 53 1 A R B B R 22 e DB SE B B 5
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0 wikr w3 A0

o zam BT PR EE R = B F > F R R B R W @ 4936 ¢ http:/www.cpmda.
org.tw/news_show_nl.php?news id=6138 (& ZEFAAFM] : 2020 5 12 1 8 A ) -
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