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DELHI HIGH COURT FREES INDIAN DRUG REGULATOR FROM THE SHACKLES OF "PATENT LINKAGE"

Bayer's bid to convince the court to usher patent linkage fails.

The Drug Controller General of India (DCGI), in April 2008, had announced that it was considering a ‘linkage system’

between the patent office and itself. A linkage would mean that until the time there exists a valid patent for a drug, its

corresponding generic version shall not receive marketing approval from the DCGI. As a result, a generic version of a

valid patented drug would never reach the marketplace.

In September 2008, however, the DCGI appeared to backtrack from its announcement. It clarified that it would not

base its regulatory approvals on the patent status of a drug. On the point that patent rights are of no use if the DCGI

granted marketing approval to generic manufacturers of patented drugs, the DCGI maintained the “let the companies
slug it out between themselves” stand.

Consequently, battles between drug patent holders and home grown generic manufacturers reached the courts.

One such dispute that arose between Bayer Corporation’s kidney and liver cancer drug Nexavar and Cipla Ltd.’s

Soranib posed before the Delhi High Court the question whether there exists a drug regulator - patent office linkage

in India.

We have analysed this decision of the Court in Bayer Corporation and Ors. vs. Union of India and Ors. wherein the

Court held that such linkage does not exist under Indian law. We further analyse what leads to recurrent disputes

between drug patent holders and generic manufacturers in India on issues like patent linkage and data exclusivity.

The case study is available here.
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refraining from acting as a result of any material contained in this
Hotline. It is recommended that professional advice be taken
based on the specific facts and circumstances. This Hotline does
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