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EMERGING AND LARGE COMPANY CLINICAL-STAGE PIPELINE ORPHAN DRUG PIPELINE FOR GLOBAL EMERGING THERAPEUTIC COMPANIES
# of Orphan Designated Clinical Programs
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Phase Il 1058 94/151 Phase Il 524/612
_  Large Company =62% 5067/6984 =85.6%
NDA . 151 = Emerging Company =73% NDA/BLA 5 @ Orphan Oncology
B Orphan Ex-Oncology
IF L) 1) A
Emerging Company 1731 2527 715 94 5067
Emerging Co. Programs 87 267 169 2 624
el Licl = 25 i By Large Co. Programs n 30 2 7 a8
Total Industry Pipeline 2438 3337 1068 151 6984 ]
Total Orphan Ex-Oncology o8 206 10 28 612
% of Total Pipeline 35% 48% 15% 2% 100%
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Involvement in Japan’s Market Considerations To Enter Japan’s Market

Yes

Yes
8(42.1%) 8(42.1%)
Partnership
Asian Markets Launch
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Lessons From the Rise and Fall of Japan’s Life-Sciences Innovation Ecosystem
BARDSAIVAIIA -4 IN=23Y - IS AT LADERENS DG
TUESDAY, APRIL 4, 2023, 12:00 PM TO 1:15 PM EST

WHAT ARE SOME POLICY RECOMMENDATIONS FOR JAPANESE AND GLOBAL POLICY MAKERS IN LIFE SCIENCES
HaRFDECHITB AR MR OBERIFES(CHT 3VONDBERIES

(FUES)
FINALLY, RECOGNIZE THAT COMPANIES REALLY HAVE TO EARN REVENUES TO SUSTAIN INNOVATION AND TRANSPARENCY, UNPREDICTABILITY IN DRUG PRICING IS KEY FOR INVESTMENT.
THE SITUATION IN JAPAN WITH PRICES FOR ON PATENT AND DRUGS THAN OTHER COUNTRIES IN R&D CANNOT BE RECOVERED, MAKES THE MARKET LESS ATTRACTIVE THAN OTHER
COUNTRIES FOR THE LAUNCH NEW DRUGS, WHICH IS WHY THE DRUG LAUNCH LAG HAS ACCELERATED IN JAPAN OVER THE PAST DECADE AND HAS A NEGATIVE IMPACT ON JAPAN'S FAIRLY
INVOLVED.

DA IN—23V GBI EHEITT BI0ICE, BEDIUNGSZE EFRITNERSRVCE, FHEOFRARRIERIEIBRNDIREICEOTOEERDFERBILETMIINETT,
BATIZ, ELDEHIZOMADNMES, BZE10FMTHATO LHOEBNNILEL. BAICHI A DAIERRSI (CHU TRRZEERIBELTVEY,

IN OTHER WORDS, IF YOU WERE, YOUR ABILITY TO GET THAT PREMIUM WAS LINKED TO HOW MANY PRODUCTS YOU EITHER LAUNCHED IN JAPAN OR INITIATED IN JAPAN. WELL, I WAS
WORKING IN THE BIOTECH ASSOCIATION, 70% OF ALL THE NEW PRODUCTS IN THE US ARE INITIATED BY SMALL COMPANIES. GUESS HOW MANY OF THEM HAVE PREVIOUSLY LAUNCHED
PRODUCTS IN JAPAN? ZERO. SO HOW MANY OF THEM ARE GOING TO LAUNCH, ARE GOING TO GET THESE PRICE MAINTENANCE PREMIUMS IN JAPAN? NONE.
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(i)

JAPAN CONTINUED TO SORT OF BE BEHIND, LAG BEHIND CHANGES IN INDUSTRY STRUCTURE. OKAY, THIS BIG ECOSYSTEM OF BIOTECH INDUSTRY, BIOTECH, SMALL BIOTECH COMPANIES
DOING ALL OF THIS INNOVATIVE RESEARCH AND DEVELOPMENT WAS RELATIVELY A NEW PHENOMENON. IT REALLY TOOK OFF IN THE EARLY 21ST CENTURY, PARTNERING WITH THOSE
COMPANIES AND FORMING THEIR OWN ECOSYSTEM LIKE THAT IN JAPAN WOULD'VE BEEN THE THING TO DO.
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https://itif.org/events/2023/04/04/lessons-from-japans-life-sciences-innovation-ecosystem/
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