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2477 55th Street, Suite 202
Boulder Colorado 80301 USA
ArcherDX, LLC, a subsidiary of Invitae Corporation.

1-5-8 Jingumae, Shibuya—ku, Tokyo, Japan
Invitae Japan K.K.
Tom Brida,

Representative Director

Resumption of testing with ArcherMET Companion Diagnostic System
Dear Healthcare Providers,

We would like to take this opportunity to express our sincere gratitude for your continued
support

Archer® MET Companion Diagnostic System ( “ArcherMET” ) is used to assist in the
determination of exon 14 skipping in the MET gene

We are pleased to inform you that the shipment of the kit for this test will be resumed soon.
We have confirmed that the problem detected during the production of this kit has been
resolved through corrective actions. Details of the problem, the cause, and the corrective
actions taken are as follows. We will continue to work with the U.S. manufacturer to
establish measures to prevent the recurrence of the problem.

We expect ArcherMET to ship from its U.S. manufacturer on Monday, November 15, 2021. We
expect to make delivery to clinical laboratories on Saturday, November 20, and we anticipate
the laboratories will resume testing shortly thereafter, on or about Monday, November 22.

We sincerely apologize for the inconvenience and concern this delay may cause to healthcare
professionals and patients undergoing treatment for non—small cell lung cancer.

The details of the problem, the cause of the delay, and the future plans for the reagents are
as follows.

[Identified problems and determined causes in Lot 16]

Identified problems Corrective actions taken

One of the major raw materials did not | The problematic raw material was remanufactured.
meet our quality requirements. The remanufactured products have been confirmed by
our quality test to meet the quality standards and

have no problems.

Wrong sequence adapter location. A problem occurred during the freeze—-drying
process of the sequence adapter. The newly
manufactured reagent has been accepted and quality

inspection has confirmed that there is no problem.
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We sincerely apologize for any inconvenience this may cause. We would like to ask for your

continued support and guidance

Sincerely,

Tom Brida

Invitae Japan KK, representative director



