AI Summary - China’s Rise in Drug Development Looms Over U.S. — NY Times

China’s growing presence at ASCO
e First time an ASCO plenary (one of five top slots) features a trial conducted exclusively
in China.
e Seen as a milestone signaling China’s arrival as a major biotech innovator.
e U.S. oncologists and regulators note the shift from historically U.S./Europe-dominated
clinical research.
U.S. concerns about losing biotech leadership
e U.S. officials and industry leaders warn China’s rapid biotech expansion threatens
American dominance.
e Fears include loss of control over new medicines, dependence on Chinese innovation, and
competitive disadvantages for U.S. start-ups.
e FDA leaders (current and former) express concern that the U.S. is “seriously threatened.”
Scientific and clinical worries
o Key question: Will drugs tested only in Chinese patients work the same in U.S.
patients?
e Lung cancer outcomes differ by ethnicity, smoking patterns, and treatment norms.
e China’s high smoking rates and different standard therapies complicate comparisons.
Arguments for embracing Chinese data
e Some U.S. executives argue that good data is good data, regardless of origin.
e Blocking Chinese competition could slow access to effective new medicines for Americans.
Ivonescimab: the headline drug
e Chinese company Akeso developed ivonescimab; Summit Therapeutics holds U.S. rights.
e Chinese trial: 34% lower death rate vs. a different immunotherapy + chemo regimen.
e U.S. oncologists note the comparison drug (Tevimbra) isn’t used in the U.S., making
cross-country relevance unclear.
o FDA decision expected in November based on global (non-China-only) trials.
e Early U.S./EU trial results were disappointing, sinking Summit’s stock.
Big Pharma’s pivot toward China
e Roughly half of major drug-licensing deals this year involve Chinese-developed drugs.
o Pfizer, Merck, Bristol Myers Squibb and others are buying U.S. rights to Chinese cancer
drugs.
o Chinese firms often retain China rights while U.S. companies commercialize globally.
Concerns about copying and intellectual property
e Critics say Chinese developers rapidly replicate U.S. drug concepts.
e Some U.S. start-ups now avoid publishing data to protect IP.
e« U.S. officials describe the situation as a “war” over biotech innovation rather than military
power.
Regulatory and geopolitical tensions
e Some lawmakers propose restricting FDA review of China-only data, but proposals lack
traction.
e Former FDA cancer-drug chief warns regulators must prepare for drugs studied primarily
or exclusively in China.
e« HHS says FDA will continue evaluating whether foreign trials are reliable and applicable to
U.S. patients.
ASCO'’s global evolution
e ASCO has grown from a U.S. organization into a global authority in oncology.
e Leadership emphasizes that patient-benefiting results matter more than geography.
e This year’s China-only plenary is widely viewed as a “coming-of-age moment” for Chinese
biotech.



