Food and Drug Administration Advisory Committee Member
Acknowledgment of Financial Interests

Name of Advisory Committee Member: Victor van Berkel, MD, PhD

Committee: Medical Devices Advisory Committee

Meeting Date: September 23, 2026

I acknowledge that contingent upon public disclosure of the following financial interest(s) related to the
agenda item described below, I may be considered for participation in the advisory committee meeting

described below.

On September 23, 2026, the Committee will meet in an open session to discuss, make recommendations, and
vote on information regarding the premarket approval application (PMA) for the Galler® test sponsored by

GRAIL, Inc.

Type of Interest | Nature | Magnitude

I. Personal/ITmmediate Family ]

Stock ownership Breath Diagnostics, Inc. (private  |(D)(4)

company)

no current market price; value
uncertain and highly speculative.

Patent royalty agreement University of Louisville; U.S. Right to receive approximately 2%

Patents 8,663,581 and 9,638,695,
and U.S. Application 15/223,756

of patent revenue; no royalties
received to date; future value

uncertain and highly speculative.

II. Other Imputed Interests

Officer/director affiliation

[Breath Diagnostics, Inc.; founder,
ichief medical officer, and board
jmember

Company has no revenues and is
ears from a marketable product;
alue of the imputed financial

interest is uncertain.

Employment / research
contract

niversity of Louisville; salaried

rofessor and principal investigator for

clinical trial involving a pilot study
f Breath Diagnostics' OneBreath
echnology for identification of lung
ancer in an at-risk population

ixed (D)(4) contract payment to the

niversity of Louisville for

onducting the clinical trial; Dr. van

erkel receives no additional

ompensation beyond his university
salary. The contract amount is small
relative to the university's $1.96

illion 2026 budget.
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I hereby request that FDA make this information publicly available on my behalf if the agency grants a waiver
allowing me to participate in the meeting described above. I understand that without public disclosure of these
interests, I will not participate in the advisory committee meeting described above.

IS/ 9/8/2026
Signature Date

Victor H. van Berkel, MD, PhD





