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On the Dual Protection Model of Clinical Trial Data
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Abstract; Following the approval of a drug for market entry, the information contained in clinical trial
data diverges into confidential information and public information, with the methods for realizing the value
of such data accordingly typified. Clinical trial data protection should adopt a dual protection model of
“trade secrets + exclusive rights”: on the one hand, general intellectual property rights (trade secrets)
provide supplementary protection for the autonomous control of confidential information; on the other
hand, statutory intellectual property rights C(clinical trial data exclusivity) grant exclusive protection to
public information, preventing others from benefiting from specific uses of the data by the force of law.
This dual protection model fulfills three essential functions:incentivizing pharmaceutical innovation, managing
quality risks of approved drugs, regulating data disclosure and encouraging data circulation. China should
base its approach on the dual protection model, elevate the legislative level of clinical trial data protection,

” to improve the implementation mechanism of

and introduce “the clinical trial data protection regulation
protection, while establishing a data disclosure regime for clinical trial data that adheres to the principle of
proportionality.
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