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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION
OFFICE OF ADMINISTRATIVE LAW JUDGES

In the Matter of PUBLIC

I1lumina, Inc. and GRAIL, Inc. DOCKET NO. D09401

Respondents.

N N N N N N’

NON-PARTY PERSONAL GENOME DIAGNOSTICS INC.’S RENEWED MOTION
FOR IN CAMERA TREATMENT

Pursuant to Rule 3.45 of the Federal Trade Commission’s Rules of Practice, 16 C.F.R §
3.45(b), non-party Personal Genome Diagnostics, Inc. (“PGDx”) moves this Court for in camera
treatment. PGDx respectfully requests an order requiring that the highly confidential and
competitively sensitive portions of nine documents sought to be introduced as exhibits in this
matter be afforded full in camera treatment for five years and three documents sought to be
introduced as exhibits in this matter be afforded full in camera treatment indefinitely. PGDx is a
third party to this litigation, and its confidential business documents would not have been made
public but for subpoenas it received in this case. In camera treatment is necessary to prevent
PGDx’s competitors from gaining access to PGDx’s most competitively sensitive information.

PGDx’s motion is fully supported by the Declaration of Scott Gotshall, Vice President,
Head of Legal and Business Operations at PGDx, (the “Gotshall Declaration” or “Gotshall
Decl.”), attached as Exhibit A, which provides additional details about the documents for which
PGDx is seeking in camera treatment, such as the measures that PGDx has taken to protect the
confidentiality of the documents and competitive harm PGDx would suffer if these documents
were made publicly available. Rule 3.45(b) provides that in camera protection is appropriate

where “public disclosure will likely result in a clearly defined, serious injury to the person,
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partnership or corporation requesting in camera treatment.” 16 C.F.R. § 3.45(b). In camera
treatment is warranted where the information is “sufficiently secret and sufficiently material to
the applicant’s business that disclosure would result in serious competitive injury.” In re General
Foods Corp., 1980 FTC LEXIS 99, at *10 (Mar. 10, 1980). PGDx’s proposed redactions are
tailored to ensure that the information sought to be protected is narrow and would result in
serious competitive injury if disclosed.

1. Documents for Which In Camera Treatment is Requested

PGDx requests in camera treatment for reasons of competitive sensitivity for the entirety
of only five of the seventeen documents identified as administrative trial exhibits (PX8546,
PX8548, PX8549, PGDX 00018797, and PGDX 00023088), and limited portions of PX7049,
PX7112, PX8366, PX8550, PX8551, PGDX 00018805, and PGDX 00020563, described in the
chart below. These documents contain highly sensitive, confidential information and, if made
public, would cause irreparable harm to PGDx. PGDx is requesting indefinite in camera
treatment for documents PX8548, PX8549, and PGDX 00018797 because they contain
extremely sensitive information related to technical trade secrets and intellectual property and
five years of in camera treatment for documents PX7049, PX7112, PX8366, PX8550, PX8551,
PGDX 00018805, PGDX 00018797, and PGDX 00020563. This narrowly tailored request is
focused on preventing public disclosure of specific material that would cause competitive harm
to PGDx and undermine the robust market competition. An unredacted copy of each of the

exhibits for which PGDx seeks to redact is attached as Exhibits B1-B12.
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In Plaintiff Defendant Bates - Begin Document Name

Camera  [Exhibit No. [Exhibit

Exhibit No.

No.

B-1 PX7049 - - Investigative Hearing
Transcript of Megan
Bailey

B-2 PX7112 - - Deposition Transcript of
Megan Bailey

B-3 PX8366 - FTC-PGDx-00000130 PGDx Email Exchange
between Megan Bailey
and Jay Foust

B-4 PX8546 - PGDX 00003065 May 2018 Presentation

B-5 PX8548 - Project lon Presentation

B-6 PX8549 - PGDX 00023417 PGDx Board of Directors
Meeting

B-7 PX8550 - PGDX 00023764 Sequencing Cost
Breakdown

B-8 PX8551 - PGDX 00023765 Undated Presentation

B-9 - PGDX 00018797 Email exchange between
Megan Bailey and Jennifer
Dickey

B-10 - PGDX 00018805 PGDx Email exchange
between Rami Zahr,
Samuel Angiuoli, and
Megan Bailey

B-11 - PGDX 00020563 Email from Megan Bailey

B-12 - PGDX 00023088 April 2021 Presentation

II. Legal Standard

Under Commission Rule 3.45(b), an Administrative Law Judge may order that material
offered into evidence be placed in camera “after finding that its public disclosure will likely
result in a clearly defined, serious injury to the person, partnership, or corporation requesting in
camera treatment.” 16 C.F.R. § 3.45(b). The requesting party must “make a clear showing that
the information concerned is sufficiently secret and sufficiently material to [its] business that
disclosure would result in serious competitive injury.” In the Matter of Otto Bock HealthCare N.

Am., Inc., 2018 WL 2491602, at *1 (July 2, 2018) (quoting General Foods Corp., 1980 FTC
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LEXIS 99, at *10 (Mar. 10, 1980)); In the Matter of 1-800-Contacts, Inc., 2016 FTC LEXIS 146,
at *2 (Aug. 8, 2016).

In camera treatment is routinely granted for competitively sensitive business records,
including documents revealing financial metrics such as costs, margins, and revenues,
competitive positioning, strategic plans, and marketing and pricing strategies. See, e.g., 1-800
Contacts, 2016 FTC LEXIS 146, *8-35 (granting third parties’ requests for five-year in camera
treatment of documents discussing customer-specific pricing, marketing and bidding strategies,
financial metrics, and other competitively sensitive information); In re North Texas Specialty
Physicians, 2004 FTC LEXIS 109, *5-21 (April 23, 2004) (granting third parties’ requests for
five-year in camera treatment of documents containing competitively sensitive information, such
as fee schedules, strategic plans, and negotiating strategies). When in camera treatment is
granted for these types of business records, it is typically provided for two to five years. See
Otto Bock, 2018 WL 3491602, at *3; North Texas Specialty Physicians, 2004 FTC LEXIS 109,
at *2.

Under Commission Rule 3.45(b)(3), indefinite in camera treatment is warranted in
circumstances where "the need for confidentiality of the material...is not likely to decrease over
time..." 16 C.F.R. § 3.45(b)(3). “In determining the length of time for which in camera
treatment is appropriate, the distinction between trade secrets and ordinary business records is
important because ordinary business records are granted less protection than trade secrets.
[citation]. Examples of trade secrets meriting indefinite in camera treatment include secret
formulas, processes, other secret technical information, or information that is privileged.” Otto

Bock, 2018 WL 3491602, at *5-6 (internal citations omitted).
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A party’s status as a third party is also relevant to the treatment of its Confidential
Documents. The Commission has held that “[t]here can be no question that the confidential
records of businesses involved in Commission proceedings should be protected insofar as
possible.” H.P. Hood & Sons, 58 F.T.C. 1184, 1186, 1961 FTC LEXIS 368 (Mar. 14, 1961). This
is especially so for a third party, which is entitled to “special solicitude™ for its request for in
camera treatment for its confidential business information. See In re Kaiser Aluminum & Chem.
Corp., 103 FTC 500, 500 (1984) (““As a policy matter, extensions of confidential or in camera
treatment in appropriate cases involving third party bystanders encourages cooperation with future
adjudicative discovery requests.”). PGDx’s third-party status therefore weighs in favor of granting
in camera status for the Confidential Documents.

I11. The Confidential Documents Are Secret and Material Such that Disclosure
Would Result in Serious Injury to PGDx

PGDx, a third party to this litigation, requests in camera treatment for reasons of
competitive sensitivity for limited portions of PX7049, PX7112, PX8366, PX8546, PX8548,
PX8549, PX8550, PX8551, PGDX 00018797, PGDX 00018805, PGDX 00020563, and
PGDX 00023088. This narrowly tailored request is focused on specific material the disclosure
of which to the public and to PGDx’s competitors would cause competitive harm to PGDx and
lessen the robustness of competition. As discussed in the attached Gotshall Declaration (Exhibit
A), these documents reveal business strategies, financial reports, pricing analyses and strategies,
marketing plans, supply chain information, business development strategies, and market
assessments that PGDx does not share outside the company, and limits internal dissemination to
those with a need to know the information. PGDx would suffer competitively if this information

were made available through these proceedings to its competitors. And the competition would
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suffer if PGDx’s business strategies, pricing, and other sensitive information became known to
its competitors.

PX7049 (Exhibit B-1) is Megan Bailey’s March 2, 2021 investigative hearing transcript
in this matter. Ms. Bailey made certain statements in these transcripts that are material and, if
disclosed, could harm PGDx’s commercial partnerships and provide competitors with an unfair
advantage. Gotshall Decl. 4 10. PGDx request that the following portions of Megan Bailey’s
March 2, 2021 deposition transcript be redacted: 31:3-24; 38:21-23; 40:6-16; 41:17-23; 42:3-11;
42:13-19; 43:20-24; 44:8; 44:11-13; 45:10-16; 46:11-20; 46:22; 47:2-16; 47:22-25; 48:1-8;
48:10-11; 48:15; 48:19; 48:21-25; 53:19-25; 54:3-5; 75:11-15; 75:17-20; 75:22-25; 76:1-10;
76:13-15; 78:7-9; 78:11-16; 78:18-19; 79:12-25; 80:2-5; 80:17-22; 99:21-23; 100:22-25; 102:1-
15;103:10-17; 103:23-25; 104:1-11; 104:18-22; 105:7; 105:12-13; 105:23; 106:15-25; 107:1-17;
107:20-25; 108:1-15; 108:17-25; 114:7-25; 115:1-17; 117:7-22; 118:1-10; 118:16; 118:18-19;
119:2; 119:4-13; 119:16-25; 120:1; 120:5-8; 121:24-25; 122:1-7; 123:13; 123:15; 123:23-24;
124:1-3; 124:6-7; 124:11; 124:13-14; 124:22; 125:3; 125:14; 125:24; 126:16-20; 127:8; 128:15-
20; 141:5-17; 141:19-21; 146:9-25; 147:1; 147:6; 147:12-14; 148:10-25; 149:1-4; 149:18; 150:5;
150:8; 150:16; 150:19-22; 151:3-5; 151:13-20; 152:15; 152:17; 152:18-21; 153:6-10; 153:23-25;
154:1-4; 154:9-17; 154:21-22; 155:3-8; 155:14-25; 156:1-3; 156:5; 156:9-22; 156:25; 163:8-15;
163:17-25; 164:1-17; 165:21-25; 166:1-11; 166:13-14; 166:16; 166:23-25; 167:1-5; 167:7-8;
167:12-13; 167:20-25; 168:1-8; 169:21-25; 170:1-6. PX7112 (Exhibit B-2) is Megan Bailey’s
June 9, 2021 deposition transcript for this matter. PGDx request that the following portions of
Megan Bailey’s June 9, 2021 deposition transcript be redacted: 19:5; 19:10-18; 19:25; 20:4;
20:20; 20:22; 21:11-24; 22:6-7; 22:13;22:16; 22:20-25; 23:1-2; 23:6-12; 23:19-23; 24:6-9;
24:12-13; 24:17-24; 25:1-5; 25:7-15; 25:17; 25:22-25; 70:8-10; 70:13-15; 70:19-20; 70:23; 72:8;

6
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72:19; 73:8; 73:15; 73:17; 74:15-20; 74:23; 74:25; 75:6; 75:12; 75:20; 76:9; 76:11; 76:14; 76:18;
77:1;77:5; 77:22-25; 78:1; 78:7; 78:11; 78:22-25; 79:1-2; 79:13; 79:15-22; 79:24-25; 80:5; 80:6;
80:15-16; 81:1-2; 81:7-8; 81:9; 81:13; 81:19-21; 86:20; 88:2-9; 89:6; 89:10-13; 89:15; 89:20;
89:25;90:8; 90:13; 90:16; 91:14; 91:23; 92:5; 93:10; 104:23-25; 105:1-15; 105:20-25; 106:1;
106:3; 106:18; 106:23-25; 107:1; 108:23-25; 109:1-4; 109:7-9; 109:14-17; 111:10; 111:13;
111:17-20; 112:4-7; 112:10; 112:13; 112:18-21; 114:16-25; 115:1-5; 115:10-11; 116:3-12;
117:23-25; 118:1-7; 118:10-11; 124:4-7; 124:14-16; 125:7; 125:18-22; 127:21-23; 128:11;
128:16-22; 129:2-5; 129:7; 129:8-13; 129:15; 129:17-19; 129:25; 130:1-2; 130:9-14; 130:16;
137:10; 137:11; 137:17; 137:24; 146:13-17; 146:23-25; 147:10-18; 147:21; 147:24-25; 148:3-5;
148:8; 148:13; 148:19; 148:20-24; 149:1; 149:21; 149:22; 149:23; 150:3; 150:4; 150:5-12;
150:14-15; 151:9-10-; 151:12-13; 151:24-25; 152:4; 152:12-13; 152:15-19; 152:21-25; 153:1-8;
153:11-13; 153:19-24; 154:1-4; 154:6-10; 154:13-15; 154:17-19; 154:21-23; 154:25; 155:1-2;
155:5-6; 155:10-13; 155:15-17; 155:19-23; 156:1-2; 156:4-6; 156:8-12; 156:14-18; 156:20-25;
157:1-6; 157:9-25; 158:1-20; 158:23-25; 159:1-5; 159:8-10; 159:14-21; 159:23-24; 160:1-6;
160:9: 160:11-13; 160:16-19; 160:23-25; 161:1-7; 161:9-14; 161:16-18; 161:20-22; 162:20-24;
163:2-4; 163:6-8; 164:3; 164:23-25; 165:1-3; 165:4-11; 165:20-22; 166:6-11; 166:15-18;
166:20-21; 166:23-25; 167:1-3; 167:5-6; 167:8-21; 168:4-8; 168:10-11; 170:4-7; 170:12-16;
170:22-25; 171:1; 171:8-15; 171:17-20; 175:2; 175:18-23; 176:2-25; 177:1; 186:25; 187:1-12;
188:5-6; 189:6-7; 189:12-13; 189:17; 189:25; 190:2; 190:3; 190:9; 190;12-17; 191:4; 191:7;
191:9; 191:13-14; 191:23; 192:1; 192:7; 192:9-11; 192:17-18; 192:20; 193:6; 193:11; 193:17;
193:19; 193:22; 193:24; 193:25. These portions of both transcripts reference documents PGDx
intends to keep confidential and includes similar sales, pricing, margin, and customer

information that would meet the in camera standard if contained in a standalone document. See
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In re Basic Research, 2006 FTC LEXIS 14, at *4 (Jan. 25, 20006) citing In re Aspen Tech., Inc.,
2004 FTC LEXIS 56, at *5-6 (May 5, 2004) (“Respondent’s request for in camera treatment
shall be made only for those pages of documents or of deposition transcripts that contain
information that meets the in camera standard.”); In re Union Oil Co. of Calif, 2005 FTC LEXIS
9, at *1 (Jan. 19, 2005) (granting in camera treatment where parties sought it only “for narrowly
tailored portions of deposition testimony”).

Documents including business confidential information related to a nonparty’s financial
condition, pricing strategies, and techniques for marketing and advertising its products are
entitled to in camera treatment. See In re 1-800 Contacts, Inc., 2017 FTC LEXIS 55, at *20
(FTC April 4, 2017); See In re Mcwane, Inc., & Star Pipe Prods., Ltd., 2012 WL 5879803, at *1
(FTC Nov. 8, 2012) (granting non-party’s motion for in camera treatment of “strategic planning”
documents); See In re Polypore Int’l, Inc., 2009 WL 1499350, at *5 (FTC May 13, 2009)
(granting in camera treatment for documents containing “business plans and strategies,”
“customer-specific documents,” and “documents containing ‘pricing strategy’ and ‘market

299

analysis’”). Accordingly, the following materials, Exhibits B-3 — B-12, meet the legal standard
for in camera treatment.

PX8366 (Exhibit B-3), is an email exchange between Megan Bailey and Jay Foust. The
information in this document is material and, if disclosed, would provide competitors with an
unfair advantage by disclosing information about commercial negotiations as well as information
related to intellectual property. Gotshall Decl. § 11. Portions of PX8336 contain sensitive

information such as, inter alia, PGDx’s confidential business negotiations and intellectual

property, that warrant redaction.
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PX8546 (Exhibit B-4), is a version of a May 2018 slide deck created by L.E.K.
Consulting. The information contained in this document is material and, if disclosed, would
provide competitors with an unfair advantage by disclosing highly confidential market and
strategic information including information related to customers and the competitive landscape.
Gotshall Decl. q 12.

PX8548 (Exhibit B-5), is a document detailing PGDx’s technical review of a platform.
This working document contains sensitive information such as, inter alia, PGDxX’s technical
specifications, performance details, and intellectual property, that warrant redaction. The
information contained in this document is material and, if disclosed, could harm PGDx’s
commercial partnerships and provide competitors with an unfair advantage by disclosing highly
confidential material such as technical information and intellectual property. Gotshall Decl. §
13.

PX8549 (Exhibit B-6), is version of a presentation prepared for PGDx’s April 30, 2021
Board of Directors Meeting. This working document contains sensitive information such as,
inter alia, PGDx’s intellectual property, legal advice, price increases, net profits, margins,
market analysis, and marketing and pricing strategies, that warrant redaction. The information
contained in this document is material and, if disclosed, could harm PGDx’s commercial
partnerships and provide competitors with an unfair advantage by disclosing highly confidential
material such as customer information and intellectual property. Gotshall Decl. § 14.

PX8550 (Exhibit B-7), is a cost breakdown of essential inputs to PGDx’s NGS solutions.
The information contained in this document is material and, if disclosed, would provide

competitors with an unfair advantage by disclosing highly confidential cost information.
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Gotshall Decl. q 15. Portions of PGDX 00023764, contain sensitive information such as, inter
alia, PGDx price inputs, net costs, margins, and pricing strategies, that warrant redaction.

PX8551 (Exhibit B-8), is a competitive landscape presentation. The information
contained in this document is material and, if disclosed, would provide competitors with an
unfair advantage by disclosing highly confidential information about PGDx’s business model
and technical specifications. Gotshall Decl. 4 16. Portions of PX8551, contain sensitive
information such as, inter alia, PGDx net costs and pricing strategies, that warrant redaction.

PGDX 00018797 (Exhibit B-9), is an email exchange between Megan Bailey and
Jennifer Dickey. The information contained in this document is material and, if disclosed, would
provide competitors with an unfair advantage by disclosing commercial partnership information
as well as proprietary information related to FDA approval. Gotshall Decl. § 17. The document
contains sensitive information such as, inter alia, PGDx’s customer information, intellectual
property, legal advice, and marketing strategy, that warrant redaction.

PGDX 00018805 (Exhibit B-10), is an email exchange between Rami Zahr, Samuel
Angiuoli, and Megan Bailey. The information contained in this document is material and, if
disclosed, would provide competitors with an unfair advantage as portions of PGDX 00018805,
contain sensitive information such as, inter alia, PGDx’s marketing strategy and competitively
sensitive technical specifications, that warrant redaction. Gotshall Decl. 9 18.

PGDX 00020563 (Exhibit B-11), is an email exchange involving Megan Bailey. The
information contained in this document is material and, if disclosed, would provide competitors
with an unfair advantage by disclosing commercial partnership information. Gotshall Decl. §] 19.

Portions of PGDX 00020563 and PGDX 00020564 contain sensitive information such as, inter

10
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alia, PGDx’s competitively sensitive customer and partnership information, that warrant
redaction.

PGDX 00023088 (Exhibit B-12), is an April 2021 presentation created by Evercore.
The information contained in this document is material and, if disclosed, would provide
competitors with an unfair advantage by disclosing competitively sensitive information such as,
inter alia, PGDx’s financial conditions, net profits, margins, and pricing strategies, that warrant
redaction. Gotshall Decl. 9 20.

CONCLUSION

As set forth fully above and in the accompanying Gotshall Declaration, the confidential
information in these twelve documents is entitled to protection through in camera treatment and
redactions because the information is both secret and material to PGDx’s business and would
seriously injure PGDx and competition if disclosed to the public (including PGDx’s competitors).
The public has relatively little interest in the sensitive, narrowly redacted information, and PGDx’s
third-party status weighs in favor of granting in camera status to these documents as a matter of
policy, including encouraging non-parties in Commission proceedings to cooperate fully by
ensuring them that their business secrets will not be publicly revealed by doing so. PGDx
respectfully requests that the Commission grant in camera treatment for the nine documents as

outlined above for five years and three as outlined above indefinitely from the date of this Order.
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Dated: August 5, 2021 Respectfully submitted,

By:

/s/ Nana Wilberforce

Nana Wilberforce

Wilmer Cutler Pickering Hale and Dorr LLP
350 S. Grand Ave, Suite 2400

Los Angeles, CA 90071

Telephone: (213) 443-5300

Facsimile: (213) 443-5400
nana.wilberforce@wilmerhale.com

Leon B. Greenfield

Wilmer Cutler Pickering Hale and Dorr LLP
1875 Pennsylvania Avenue NW
Washington DC 20006

Telephone: (202) 663-6000

Facsimile: (202) 663-6363
leon.greenfield@wilmerhale.com

Attorneys for Personal Genome Diagnostics
Inc.

12
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CERTIFICATE OF SERVICE

I hereby certify that on August 5, 2021, I filed the foregoing document electronically using

the FTC’s E-Filing System, which will send notification of such filing to:

April Tabor
Secretary

Federal Trade Commission

600 Pennsylvania Ave., NW, Rm. H-113
Washington, DC 20580
ElectronicFilings@ftc.gov

The Honorable D. Michael Chappell
Administrative Law Judge

Federal Trade Commission

600 Pennsylvania Ave., NW, Rm. H-110
Washington, DC 20580

I also certify that I delivered via electronic mail a copy of the foregoing document to:

Christine A. Varney
Richard J. Stark

David R. Marriott

J. Wesley Earnhardt
Sharonmoyee Goswami
Xhesi Hysi

Cravath, Swaine & Moore LLP
Worldwide Plaza

825 Eighth Avenue

New York, NY 10019
Telephone: (212) 474-1000
cvarney(@cravath.com
rstark(@cravath.com
dmarriott@cravath.com
wearnhardt(@cravath.com
sgoswami(@cravath.com
xhysi@cravath.com

Counsel for Respondent lllumina, Inc.

Michael G. Egge
Marguerite M. Sullivan
Anna M. Rathbun

David L. Johnson

Latham & Watkins LLP
555 Eleventh Street NW
Suite 1000

Washington, DC 20004
Telephone: (202) 637-2200
anna.rathbun@lw.com

Alfred C. Pfeiffer

505 Montgomery Street

Suite 2000

San Francisco, CA 94111-6538
Telephone: (415) 391-0600
al.pfeiffer@lw.com

Counsel for Respondent GRAIL, Inc.

Susan Musser
Dylan P. Naegele
David Gonen
Jonathan Ripa
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Matthew E. Joseph

Jordan S. Andrew

Betty Jean McNeil

Lauren Gaskin

Nicolas Stebinger

Samuel Fulliton

Stephen A. Mohr

Sarah Wohl

William Cooke

Catherine Sanchez

Joseph Neely

Nicholas A. Widnell
Daniel Zach

Eric D. Edmonson

Federal Trade Commission
Bureau of Competition
600 Pennsylvania Ave., NW
Washington, DC 20580
Telephone: (202) 326-2539
swohl@ftc.gov

Counsel Supporting the Complaint

/s/ Nana Wilberforce
Nana Wilberforce

Attorney for Personal Genome Diagnostics Inc.
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CERTIFICATE OF ELECTRONIC FILING

I certify that the electronic copy sent to the Secretary of the Commission is a true and
correct copy of the paper original and that I possess a paper original of the signed document that

is available for review by the parties and the adjudicator.

August 5, 2021 By: __/s/ Nana Wilberforce
Nana Wilberforce

Attorney for Personal Genome Diagnostics Inc.
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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION
OFFICE OF ADMINISTRATIVE LAW JUDGES

In the Matter of PUBLIC

[lumina, Inc. and GRAIL, Inc.
Respondents.

DOCKET NO. D09401

N N N N N N’

[PROPOSED] ORDER GRANTING MOTION OF NON-PARTY PGDx FOR IN
CAMERA TREATMENT OF PROPOSED TRIAL EXHIBITS

On August 5, 2021, non-party Personal Genome Diagnostics, Inc. (“PGDx’’) moved for
in camera treatment of certain proposed trial exhibits. Upon consideration, the Motion is
GRANTED and it is hereby ORDERED that the following documents are provided with in
camera treatment under 16 C.F.R. § 3.45(b) for five years from the date of this order.

In Plaintiff Defendant Bates - Begin Document Name

Camera  [Exhibit No. |Exhibit

Exhibit No.

No.

B-1 PX7049 - - Investigative Hearing
Transcript of Megan Bailey

B-2 PX7112 - - Deposition Transcript of
Megan Bailey

B-3 PX8366 - FTC-PGDx- PGDx Email Exchange

00000130 between Megan Bailey and

Jay Foust

B-4 PX8546 - PGDX 00003065 [May 2018 Presentation

B-5 PX8548 - Project lon Presentation

B-6 PX8549 - PGDX 00023417 [PGDx Board of Directors
Meeting

B-7 PX8550 - PGDX 00023764 |Sequencing Cost Breakdown

B-8 PX8551 - PGDX 00023765 |Undated Presentation Slides

B-9 - PGDX 00018797 [Email exchange between
Megan Bailey and Jennifer
Dickey

B-10 - PGDX 00018805 PGDx Email exchange
between Rami Zahr, Samuel
Angiuoli, and Megan Bailey

B-11 - PGDX 00020563 [Email from Megan Bailey

B-12 - PGDX 00023088 |April 2021 Presentation
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ORDERED:

The Honorable D. Michael Chappell
Chief Administrative Law Judge

Date: August [ ], 2021
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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION
OFFICE OF ADMINISTRATIVE LAW JUDGES

In the Matter of PUBLIC

[llumina, Inc. and GRAIL, Inc.
Respondents.

DOCKET NO. D09401

[N N N N N N

DECLARATION OF SCOTT GOTSHALL IN SUPPORT
OF NON-PARTY PERSONAL GENOME DIAGNOSTICS INC.
MOTION FOR IN CAMERA TREATMENT

I, Scott Gotshall, hereby declare as follows:

1. I am the Vice President, Head of Legal & Business Operations at Personal
Genome Diagnostics Inc. (“PGDx”). I make this declaration in support of Non-Party PGDx’s
Motion for In Camera Treatment (the “Motion”). Because of my current position, I have
personal knowledge of the matters stated herein and, if called upon to do so, could competently
testify about them.

2. PGDx was founded in 2010 and is based in Baltimore, Maryland. PGDx provides
advanced cancer genome analysis to help researchers and partners identity elusive cancer related
changes.

3. I joined PGDx in 2021 as VP of Legal and Business Operations. In my current
position, | have responsibility for PGDx’s legal operations and the operations supporting the
commercial business.

4. I have reviewed the documents PGDx produced in response to subpoenas issued
by the Federal Trade Commission (“FTC”) and Respondents Illumina, Inc. (“Illumina”) and

GRAIL, Inc. (“GRAIL”). I have also reviewed the documents that PGDx seeks in camera
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treatment for, the “Confidential Documents”' —documents that the FTC and Respondents
[1lumina and GRAIL (together “Illumina/GRAIL”) may seek to introduce as evidence in the
administrative hearing in this matter.

5. Given my position at PGDx, I am familiar with the type of information contained
in the Confidential Documents and its competitive significance to PGDx’s business. Based on
my review of the documents, my knowledge of PGDx’s business, and my familiarity with the
confidentiality protection afforded this type of information by PGDx, the disclosure of the
Confidential Documents to the public and to competitors of PGDx would cause serious
competitive injury to PGDx. As set forth in its Motion, PGDx seeks partial in camera protection
of the Confidential Documents because they contain competitively sensitive and confidential
business information.

6. PGDx has developed a number of clinical diagnostic NGS solutions for
laboratories. These products are crucial to PGDx’s business and help enable faster results to
guide treatment decisions in oncology. PGDx depends on its ability to compete with other
similar developers, to negotiate with laboratories and pharmaceutical partners, and to engage in
commercialization and fundraising efforts. To do so, PGDx both uses confidential models and
analyses to determine how best to negotiate terms with various partners to bring its products to
market. These confidential efforts are critical to its business development and competition
strategies.

7. The public disclosure of the Confidential Documents would reveal pricing, sales,

customer, marketing, and margin information. PGDx has invested significant resources to market

"'In camera treatment requested: PX7049, PX7112, PX8366, PX8546, PX8548, PX8549, PX8550, PX8551,
PGDX 00018797, PGDX 00018805, PGDX 00020563, and PGDX 00023088.

2
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and place the products, in the manner which is reflected in the Confidential Documents, such that
this business information constitutes substantial competitive value to PGDx.

8. This proprietary information is not publicly available and PGDx has devoted its
resources to protecting the confidentiality of the information in the Confidential Documents.
PGDx generally limits the distribution of this information to a restricted group of PGDx
employees. Specifically, only senior level management (e.g., at the VP or SVP level) has access
to detailed sales data (especially margin information) and even those individuals do not routinely
have access to such detailed data unless necessary to that individual’s area of responsibility. The
partnership, investment, and commercialization material found within the Confidential
Information is restricted to a select group of users, and PGDx takes care to limit the distribution
of such data by email to prevent distribution beyond the authorized users. The Confidential
Documents for which full in camera treatment is sought were never shared outside of PGDx or
are based on PGDx data that was not shared outside of PGDx except as required by the
subpoenas in this matter. Also, in producing the Confidential Documents to the FTC and
[Mlumina/GRAIL, PGDx designated all of this information “Confidential” under the Protective
Order in this proceeding.

0. PGDx is a party to multiple Non-Disclosure Agreements (“NDAs”) with
pharmaceutical and health system partners. Those NDAs restrict PGDx’s ability to publicly
disclose certain analyses, compilations, studies, data, inventions, innovations, improvements,
know-how or other proprietary information including product information, samples of products,
reports, interpretations, projections, forecasts, records, notes, documents, excerpts, or other
materials concerning PGDx or the partner’s business, finances, plans and pricing, research and

development activities, software and hardware specifications, proprietary formulae and
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proprietary algorithms operations, marketing or other business strategies, business and
employment contracts, customers, suppliers, financing sources, or strategic partners.

10. I have reviewed portions of investigative hearing and deposition transcripts of
Megan Bailey, PGDx’s Chief Executive Officer. Ms. Bailey testifies about specific non-public
cost information, intellectual property, and potential commercial partnerships. This information
is highly sensitive, and if that information becomes public, it may significantly impact PGDx’s
relationships with commercial partners, financial position, and provide competitors an unfair
advantage.

11. PX8366 is an email exchange between Megan Bailey and Jay Foust. The
discussions contained in this document reveals valuable information about PGDx’s business
relationships and contractual negotiations related to intellectual property that would be harmful
to the business if made public, particularly to a competitor.

12. PX8546 is a confidential presentation by L.E.K. Consulting on strategic initiatives
for PGDx. It contains highly confidential market, customer, and competitively sensitive
information. If made public, the document would provide an unfair advantage to PGDx’s
competitors.

13.  PX8548 is a draft presentation is a highly technical presentation. The technology,
trade secrets, and intellectual property discussed in this presentation are crucial to PGDx’s
success as a company. If made public, the document would provide an unfair advantage to
PGDx’s competitors and other partners.

14. PX8549 is a draft presentation of a presentation intended for the Board of Directors.
Presentations such as these are delivered periodically to the PGDx Board of Directors to inform

management about the performance of PGDx’s business. The presentations are highly
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confidential in the ordinary course of business and have not been disclosed to the business. This
presentation contains detailed information about PGDx’s financial performance, market plans,
intellectual property, legal, and other highly sensitive information.

15. PX8550 was generated at the request of counsel in this matter. It contains highly
confidential financial and cost and expense information that is not otherwise made generally
available to PGDx employees.

16. PX8551 is a confidential presentation on the competitive landscape for PGDx’s
plasma portfolio. It contains highly confidential technical and commercial information. If made
public, the document would reveal valuable information to PGDx’s competitors.

17.  PGDX 00018797 and PGDX 00020563 are emails related to commercial
partnerships. The discussions contained in these documents reveal valuable information about
PGDx’s business opportunities that would be harmful to the business if made public, particularly
to a competitor.

18.  PGDX 00018805 is a document related to technical aspects of PGDx’s NGS
solutions. The document contains information about highly sensitive technical partnerships, that
are non-public, and which if are disclosed, will provide an unfair advantage to competitors.

19. PGDX 00020563 are emails related to commercial partnerships and strategic
planning. The discussions contained in these documents reveal valuable information about
PGDx’s business opportunities that would be harmful to the business if made public, particularly
to a competitor.

20.  PGDX 00023088 is a presentation by Evercore intended for the PGDx Board of
Directors. The presentation includes highly sensitive strategic information and financial

information. The presentation uses detailed financial information from PGDx to help the Board
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of Directors assess and make business decisions. This information would provide an unfair
competitive advantage if made available to competitors.

21. Given the consistency in pricing and the importance of intellectual property and
trade secrets in the laboratory assay market, the Confidential Documents reflecting such
information (PX8548, PX8549, PGDX 00018797) are unlikely to decrease in confidentiality
over time and thus, indefinite protection from public disclosure is appropriate.

I declare under penalty of perjury that the foregoing is true and correct. Executed on August

5,2021.

DocuSigned by:

St Eotsleall

AE7B70962312480...

Scott Gotshall
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In the Matter of:

[1lumina, Inc. and Grail, Inc.

March 2, 2021
Megan Bailey

Condensed Transcript with Word Index

For The Record, Inc.
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lllumina, Inc. and Grail, Inc. 3/2/2021
1 3
1 FEDERAL TRADE COMMISSION 1 INDEX
2 In the Matter of: D) 2
3 ILLUMINA, INC., ) 3 WITNESS: PAGE:
4 a corporation, ) File No. 201-0144 4  Megan Bailey
5 and ) 5 EXAMINATION BY:
6  GRAIL, INC., ) 6 Ms. Gaskin 4
7 a corporation. D) 7
8 8
9 Tuesday, March 2, 2021 9 EXHIBITS
10 Via Zoom Conference 10 Referenced Exhibit
11 11 Exhibit PX8366 E-mail 142
12 12 (Retained by counsel)
13 The virtual deposition of MEGAN BAILEY, 13
14 pursuant to subpoena, taken before Stephanie A. 14
15 Battaglia, CSR and Notary Public in and for the County 15
16 of DuPage and State of Illinois, on March 2, 2021, 16
17 9:31 a.m., Eastern Time. 17
18 18
19 19
20 20
21 21
22 22
23 23
24 24
25 25
2 4
1 PRESENT: (ALL PARTIES APPEARED VIA ZOOM) 1 MS. REPORTER: All parties are to be made
2 U.S. FEDERAL TRADE COMMISSION 2 aware that the witness will be sworn in remotely. The
3 BY: MS. LAUREN GASKIN 3 parties agree not to challenge the validity of any
4 600 Pennsylvania Avenue, N.W. 4  oath administered by the court reporter, even if the
5 Washington, D.C. 20580 5 court reporter is not physically present with the
6 (202) 326-2118 6 witness and not a notary public in the state where the
7 e-mail: lgaskin@ftc.gov 7  witness resides.
8 appeared on behalf of the Federal Trade 8 Here begins the webconference of MEGAN
9 Commission; 9 BAILEY in the matter of Illumina, Inc., and Grail,
10 10 Inc.
11 MR. SCOTT GOTSHALL 11 Today"s date is March 2, 2021, and the
12 Vice President, Head of Legal, 12 time is 9:31 a.m. Eastern Time.
13 Business Operations at Personal Genome 13 My name is Stephanie Battaglia on behalf
14 Diagnostics. 14  of For the Record.
15 15 Beginning with the noticing party, will
16 ALSO PRESENT: 16 counsel please introduce themselves, state whom they
17 Mr. John McAdams, Bureau of Economics 17 represent, and stipulate to the swearing in of the
18 Ms. Stephanie A. Battaglia, CSR, RMR, CRR. 18 witness remotely.
19 19 We will start with Ms. Gaskin.
20 20 MS. GASKIN: I am Lauren Gaskin. 1 am an
21 21 attorney at the Federal Trade Commission.
22 22 MS. REPORTER: And you agree to the
23 23 stipulation | read?
24 24 MS. GASKIN: Yes, I do.
25 25 MS. REPORTER: Mr. Gotshall?

1 (Pages 1 to 4)
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29 31
1 then we have some custom configurations for pharma 1 successfully or whether additional treatment is
2 where we take what is largely the backbone of either 2 needed.
3 elio tissue complete or elio plasma resolve, but we 3
4 will make some minor modifications to meet the pharma 4
5 specific needs. 5
6 Q. And you used the term kit when you were 6
7 describing those two tests. Can you describe what a 7
8 kit is? 8
9 A. Yes. 9
10 ‘When we refer to the kit it is really a 10
11 system that combines both the kitted chemistry, so 11
12 everything needed to do the wet lab part of the 12
13 workflow from DNA extraction. So from the point that 13
14 DNA is extracted either from a tissue sample or a 14
15 blood sample our kit provides the chemistries needed 15
16 to do everything from that step to the samples being 16
17 prepared to go on the sequencing platform. 17
18 At that point the test is -- or the 18
19 samples are run on the Illumina NextSeq platform and 19
20 then the remainder of what we refer to as the kit is 20
21 the back-end data analysis portion of the workflow. 21
22 So we provide a server when we implement 22
23 a customer that contains all of the software needed to 23
24 fully automate the data analysis. So when the data 24
25 comes off the server it flows through our analysis 25 Q. And is the elio tissue complete test
30 32
1 pipelines, machine learning algorithm, quality 1 considered a liquid biopsy test?
2 control, software, and then the case record for that 2 A. No. it's not. That test can only be run
3 patient and the report that gives the variant calls 3 out of a tissue sample.
4 associated with that sample all of that is produced on 4 Q. OkKay.
5 the server, which is also part of what we consider the 5 A. You can -- did you hear that --
6 kit. 6 Q. Yes, I did hear that.
7 Q. And the tissue complete and plasma 7 MS. GASKIN: Stephanie, did you hear that
8 resolve, are those therapy selection tests? 8 okay?
9 A. Yes. Largely therapy selection. There 9 MS. REPORTER: What am I missing?
10 are some research efforts for elio plasma resolve 10 MS. GASKIN: It looked like Megan's
11 around use for monitoring as well, later stage patient 11 signal cut out, I think we are okay.
12 monitoring, so meaning when a patient is -- a specific 12 BY MS. GASKIN:
13 therapy is selected for that patient the test could 13 Q. Is the elio plasma resolve test
14 also be run subsequent to the patient going on that 14 considered a liquid biopsy test?
15 treatment to see if there is any change in the 15 A. Yes.
16 variants to help identify whether the treatment is 16 Q. What is a liquid biopsy test?
17 working effectively or not. 17 A. A liquid biopsy test is one that can be
18 Q. And is that feature of the monitoring 18 run out of a blood sample.
19 portion of the plasma test is that called a minimal 19 Q. And how is that blood analyzed?
20 residual disease test? 20 A. Ina very similar way as the tissue is
21 A. No, but good question. They often lump 21 analyzed. There is similar workflow steps associated
22 together. 22 with looking for the same sort of data. But
23 Minimum residual disease is looking for 23 everything has to be optimized to that specific sample
24 postsurgical intervention looking for essentially 24 .
25 whether everything from the tumor was removed 25 Q. And is the blood analyzed using next

8 (Pages 29 to 32)
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37 39
1 throughput higher capacity alternative. 1 A. Nothing currently.
2 And then we do still have a Thermo 2 Q. What did you previously use that machine
3 platform in our lab, the Thermo S5 platform that was 3 for?
4 used previously for a pilot program. We never fully 4 A. So there was in early 2018, I believe is
5 validated or launched any content on that platform, 5 when it was initiated, because it started before I
6 but we do still have it in the lab. 6 joined the company. It was brought in to do some
7 Q. And no other sequencers besides the 7 pilot work around elio tissue complete, the 505 gene
8 Illumina and the Thermo? 8 panel, to see if that could be successfully validated
9 A. Correct. 9 on that platform as an alternative to the Illumina
10 Q. And you said that you are going to 10 platform.
11 NovaSeq. Do you currently have a NovaSeq in your lab? 11 But the program only ran about four
12 A. No, not yet. 12 months, I believe, and was never taken past the
13 Q. How many NextSeqs do you all have? 13 feasibility stage.
14 A. TIcan get back to you with the exact 14 Q. And can you walk me through that
15 number, but our total platform number is in the range 15 evaluation process of the Thermo platform? I know you
16 of 15 to 20, but I don't know the exact breakdown. 16 said it started in I believe it was early 2018. What
17 Q. Ballpark is fine, 15 to 20, you guys have 17 did you all consider, what did you evaluate on that?
18 a lot. 18 A. Idon'tknow. That was ahead of my time
19 A. Yes. 19 so I saw some of the readout information around when I
20 Q. And how much does a NextSeq instrument 20 joined, but I wasn't involved to see how that was
21 cost? 21 scoped or decided upon. Idon't have a lot of context
22 A. Usually in the range of 250 to 300,000 22 on that.
23 per instrument. 23 Q. Were you evaluating the Thermo Fisher
24 Q. And how much does a NovaSeq cost? 24 platform for use in the tissue complete test or the
25 A. In the range of about 850,000 to a 25 tissue prototype?
38 40
1 million per instrument. 1 A. Yes.
2 Q. What is the average life span of a 2 Q. And do you know why PGDx did not use
3 NextSeq instrument? 3 Thermo Fisher?
4 A. TIbelieve they say five to seven years. 4 A. Yes.
5 Q. And I know you guys are going away from 5 I think the decision was made based on
6 the HiSeq, but what was the life span on the HiSeq? 6
7 A. T'd have to confirm that, but I think it 7
8 was around the same. 8
9 Q. And what does PGDx use the Illumina 9
10 instruments for? 10
11 A. We use them for -- in the research and 11
12 development lab they are used to do all of the 12
13 feasibility verification validation tests that are 13
14 required to bring the products to market in the 14
15 distributed manner. And then in the CAP/CLIA 15
16 laboratory they are used just like one of our end 16
17 users would use them they from the time the samples 17 Q. So other than sensitivity was there any
18 are prepared for sequencing, that is what they are run 18 other metrics that PGDx looked at?
19 on to be able to produce the results that were -- for 19 A. Usually the key ones are sensitivity and
20 our pharma partnerships. 20 specificity. But for panels like this sensitivity can
21 21 differ based on the specific variant or the class of
22 22 variants like amplifications as a category,
23 A. 23 translocations as a category. and so looking at the
24 Q. And what, if anything, do you currently 24 limit of detection related to the customer
25 use that machine for? 25 requirements there there was a perceived gap that the

10 (Pages 37 to 40)
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1 performance looked better and more uniform on the 1 device, and so in our case because as you ask the
2 Nlumina platform. 2 question around the kit because our kit covers all of
3 Q. And you just mentioned sensitivity and 3 the front-end chemistry and back-end analytics but
4 specificity. Can you define what those terms mean? 4 sitting in between those is the samples going on the
5 A. Yes. 5 sequencer, they want to see a co-development agreement
6 So specificity, a way to think about that 6 typically demonstrating that there is a direct and
7 is that you do not want to call a false positive, so 7 formal partnership between the instrument provider and
8 you typically run studies like limit of blank where 8 the content provider to control for those.
9 you have known normals and make sure that a positive 9 Q. So the FDA requires this agreement
10 doesn't come up in those, so essentially you are 10 between the sequencer and the manufacturer?
11 trying to make sure that you never call something 11 A. Typically, yes.
12 that's not there for the patient. 12 Q. And does PGDx call these agreements IVD
13 sensitivity is you don't want to miss 13 agreements internally?
14 anything. Sensitivity is how deep can you go in terms 14 A. Yes. We usually refer to them as an IVD
15 of limit of detection before the level of presence 15 co-development agreement.
16 would not be found. 16 Q. And for what test was this agreement
17 Q. 17 around in 2017?
18 18 A. There were discussions around both elio
19 19 tissue complete and elio plasma resolve.
20 20
21 21
22 22
23 23
24 Q. And why was PGDx looking for an 24
25 alternative platform? 25 Q. Would it be accurate to say that the
42 44
1 A. There were two reasons, as I understood 1 discussions that went on in regard to this development
2 it at the time. 2 plan led PGDx to consider a different platform?
3 3 A. Yes.
4 4 Q. And that platform was Thermo Fisher?
5 5 A. Yes.
6 6 Q. 'What portion of PGDx's 2020 revenue came
7 7 from oncology tests?
8 8 A.
9 9 Q. And how much did PGDx spend on R&D in
10 10 2020? Ballpark numbers are fine.
11 11 A.
12 And the other driving factor, again, as I 12
13 understood it at the time was that 13
14 14 MS. GASKIN: At this point we have been
15 15 going for about an hour, is it okay if we take a
16 16 five-minute break, does that work with everyone?
17 17 MR. GOTSHALL: Sure.
18 18 MS. GASKIN: Ms. Stephanie. can we go off
19 19 the record for a five-minute break?
20 Q. So for this co-development partnership 20 MS. REPORTER: Off the record at 10:26
21 between PGDx and Illumina in 2017 can you describe 21 Eastern.
22 what that co-development partnership was for? 22 (Recess taken.)
23 A. So traditionally when you take a product 23 MS. REPORTER: We are back on the record
24 through the FDA you need to be able to demonstrate 24 at 10:33.
25 control around quality across what is considered the 25

11 (Pages 41 to 44)
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1 BY MS. GASKIN: 1 Thermo Fisher platform now?
2 Q. We are back from our break. 2 A.
3 Ms. Bailey, you were speaking earlier 3
-4 about the Thermo Fisher pilot program that PGDx ran 4
5 and you were listing some reasons why PGDx did not 5
6 ultimately choose Thermo Fisher. 6
7 Is there any other reasons that you can 7
8 think of that PGDx did not select Thermo Fisher? 8
9 A. 1think there were also questions around 9
10 the size of the install base in the market. 10
11 11
12 12
13 13
14 14
15 15
16 16
17 Q. It may seem like a basic question, but 17 Q. And you mentioned that if you were to
18 why is install base important when it comes to 18 switch the tissue test now to Thermo you would have to
19 instruments? 19 revalidate or redo certain parts of your tissue test.
20 A. It just reduces a potential barrier to 20 Can you walk me through what that process would be
21 adoption, so there is certainly the opportunity for a 21 like 11' you had to switch to Thermo?
22 laboratory that wants to run your test to go out and 22
23 purchase a piece of equipment needed to do it, but if 23
24 you bring something to market where there is a 24
25 significant number of those instruments already placed 25

46

in laboratories and they have the opportunity to add 1
content that they feel like is important to patient 2
care without needing to go invest in capital 3
infrastructure to do it, it just makes it more 4
seamless for the laboratory to adopt the test, and 5
6 that obviously has business implications for us as 6
7 well. 7
8 Q. Is there any other reasons why PGDx did 8
9 9

not select Thermo Fisher? And how long would that process take?

10 A. Not that I can recall. 10 A. Imean, it could take a_
11 Q. 11 -

[ S

oW

12 12 Q. And how much would you expect that to
13 13 cost?

14 14 A. Iwould estimate that -- I mean, that

15 15 couldbetoa kind of investment.

16 16 Q. And what would you have to see from the
17 17 Thermo Fisher platform now in order to make that
18 18 switch?

19 19 A m I think they

20 20 have a good worktlow, I think it would come down to
21 Q. PGDx made the decision early on to not 21 making sure that we

22 use the Thermo platform because of the 22

23 that it had? 23 Q. When vou say do
24 A. Yes. 24 do you mean
25 Q. Are you considering switching to the 25 , what does that mean?
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1 then the flow cell with its reagents? 1 laboratory developed test?
2 A. Yes. 2 A. Yes.
3 Q. Can you describe what is the difference 3 Q. Sois a laboratory developed test used in
4 between a flow cell and the reagents? -+ a centralized manner in the sense that samples are
5 A. There is no difference, sorry, I used two 5 sent to the lab to be run?
6 different terms. You will hear it referred to as the 6 A. Usually. It's more frequently the case
7 flow cell, but it is essentially the reagents or 7 that it's a centralized laboratory. But you will
8 consumable needed to operate the sequencing platform. 8 find, for example, academic medical centers that may
9 Q. And what are reagents? 9 refer to a test they've validated on their own also as
10 A. Chemicals needed for the process to occur 10 an LDT. So another way to think about it is you are
11 on the instrument. 11 transferring the burden on to the end user of
12 Q. And those have to be Illumina reagents? 12 validating its performance, its analytical validity
13 A. Yes. 13 and performance, in contrast to something like elio
14 Q. You can't use a third party's reagents? 14 tissue complete whereby taking it through the FDA then
15 A. No. not to my knowledge. 15 the laboratory does not have to do a full validation
16 Q. Was the elio tissue complete test first 16 because it's already been validated by us as the
17 launched as a laboratory developed test? 17 manufacture and supplier, that's kind of the key
18 A. Good question. 18 difference.
19 19 Q. So when the tissue complete test was in
20 20 the clinical trial assay where it was only for
21 21 investigational use, were samples being sent to PGDx's
22 22 lab in this centralized model we just talked about?
23 23 A. Yes.
24 24 Q. Can you describe the regulatory process
25 25 an LDT goes through?
54 56
1 So our first use of it was as an IUO in 1 A. Thereisn't one. So the -- in terms of
2 our CAP/CLIA lab, and that was associated with a 2 if you are speaking of regulatory as the FDA the FDA
3 3 is not involved when it's a laboratory developed test,
4 4 its more the -- it's more CAP requirements at that
5 5 point, the College of American Pathologists.
6 Q. Can you describe what a laboratory 6 There are some guidelines around the
7 developed test is? 7 level of validation required to be able to report a
8 A. Imean, it's a term that is used 8 diagnostic test for clinical use, and so the
9 frequently and not always consistently, but the way I 9 laboratory will typically follow those guidelines to
10 would describe it is a single laboratory running a 10 scope the validation they need to do for a test like
11 test. They can take materials that are research use 11 this. But there is no involvement from the FDA at
12 only materials from other vendors and validate a 12 that point.
13 configuration together under CAP requirements of what 13 Q. And what are the benefits of having a
14 that level of validation needs to entail to be able to 14 test run as an LDT?
15 report results clinically. 15 A. You are asking somebody who leads a
16 So the example I just gave you, although 16 company that is trying to like help people move away
17 it was investigational use only, you could think about 17 from LDTs.
18 it in the same way because since that test was not yet 18 I guess the argument would probably be
19 fully clinically validated through something like the 19 flexibility, if they develop it on their own and they
20 FDA there is a different bar then in what the lab has 20 want to make changes they can do that with more
21 to do to demonstrate the level of quality needed to be 21 control and flexibility over them, versus when you
22 able to report results for clinical purposes. 22 have an FDA-regulated product, the parameters around
23 And so any time a lab does that they will 23 what you can do and can't do to stay on label with the
24 often refer to it as their LDT. 24 clearance is stricter. So flexibility would probably
25 Q. And is LDT the abbreviation for 25 be one.

14 (Pages 53 to 56)

For The Record, Inc.
(301) 870-8025 - www.ftrinc.net - (800) 921-5555

CONFIDENTIAL - FTC v. lllumina/GRAIL

PX7049-015


www.ftrinc.net

FEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 8/5/2021 | DOCUMENT NO. 602197 | Page 33 of 102 | PUBLIC

PUBLIC

Bailey
lllumina, Inc. and Grail, Inc. 3/2/2021
73 75
1 Q. And how does the elio tissue complete And to your point are all of them., do all
2 test help in a patient's treatment? of them pertain to cancer, not all 505 are actionable,
3 A. TItidentifies targetable mutations. meaning there are some that you could find a variant
4 There are a number of them across tumor types that the and it's actually referred to as a VUS, variant of
5 -- a specific mutation in that patient's tumor unknown significance, so it can produce data that
6 indicates that they are more likely to respond to a 6 doesn't necessarily point directly to a therapeutic
7 specific therapy. 7 indication across all 505 genes.
8 Q. And you mentioned a few times how the 8 So part of building it that way was to
9 elio tissue complete test can measure 500 genes. Can 9 make it more future proofed based on other things that
10 you walk me through what the tissue complete test can 10 pharma and other key opinion leaders in the market are
11 measure? 11 looking for. and
12 A. Iprobably can't walk you through 500, I 12
13 can use them in categories. 13
14 It measures SNVs, which is single 14 Q. And you've mentioned a few times
15 nucleotide variants; INDELSs, so insertions and 15 I'd like to talk more about that.
16 deletions; translocations or sometimes referred to as 16 Can the elio tissue complete test call or measure
17 fusions, and amplifications. So those are all 17
18 different types of genomic changes that can be seen at 18 A.
19 the DNA -- from the DNA at the molecular level. And 19 Q. IfIabbreviate
20 so our test covers a number of variants within each of 20 will you understand what I mean?
21 those categories and then also reports tumor mutation A. Yes.
22 burden and microsatellite instability. 22
23 Q. You just mentioned that the elio tissue 23
24 test looks at the DNA. Is that the only analyte that 24
25 the test examines? 25
74 76
1 A. Yes. 1
2 Q. Does it make a difference what analyte is 2
3 being examined in a particular test? 3
4 A. Tt depends -- so there are tests in the 4
5 therapy selection realm where we are that also look at 5
6 RNA for specific variants. There are tradeoffs either 6
7 way typically between workflow, ease of use, 7
8 sensitivity levels, but you will see -- so there can 8 There are --
9 be a DNA/RNA combination and others are DNA only and 9
10 ours just happens to be DNA only. 10 but there is a number of other trials ongoing to
11 Q. And you mentioned a list of variants that 11 look at what the right cutoff would be in different
12 your test can call. Do all those variants indicate 12 indications to designate between high and low. but the
13 for cancer? 13 hypothesis is tha
14 A. Well, so first we are only running tests 14
15 or I should say our customers are only running tests 15
16 on patients that are already known to have cancer. So 16 Q. What is an immuno-oncology therapy drug?
17 nothing about our test is intended as sort of 17 A. It's one really that's trying to use the
18 screening to see if the patient has cancer. They 18 body's immune system to fight the cancer.
19 already know they have cancer and they are looking at 19 Q. And how does that differ from other drug
20 this data to determine how best to treat the cancer. 20 therapies?
21 I lost my train of thought, what was the 21 A. Others are more usually targeted directly
22 beginning of the question? 22 at the mutation. So, for example, in lung, if you
23 Q. I think you answered my question fully. 23 have an ALK mutation there is a drug that is linked to
24 That was great. 24 basically slow that mutation down or directly target
25 A. Oh 25 that mutation.
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1 Q. And is it important for a test to Q. Can you explain what MSI is?
2 indicate for immuno-oncology therapies? A. Tam not sure I can give a great
3 A. Yes. Yes. technical explanation of that other than to say it is
4 I mean, again, using Keytruda as an another thing looking at the ability of the immune
5 example they have a wide number of approvals now in system to respond appropriately to the cancer it's
6 different tumor types. Often it's a less toxic type 6 fighting, and so if it's microsatellite instability
7 of treatment option for a patient. And in many cases 7 high then it's typically more targetable by an IO
8 it is kind of pan-cancer utility. so it can be 8 therapy versus a cancer that is microsatellite stable.
9 applicable often more broadly than some of the 9 Q. And IO means immuno-oncology therapy?
10 targeted therapies which do tend to be specific to a 10 A. Yes, sorry.
11 tumor type. 11 Q. No problem.
12 Q. You mentioned that it's important for 12
13 pharma to have an immuno-oncology therapy indication. 13 A
14 Why is that? 14
15 A. Sorry. I meant to the patient it's 15
16 important because this may be a really good treatment 16
17 option for them. 17
18 To pharma it depends on their portfolio. 18
19 So those that have a lot of drugs either in that 19
20 space, IO space or that they are working on in 20
21 clinical trials, these sorts of biomarkers like TMB 21
22 and MSI are important for them to look at. That 22
23 depends on the pharma, what their drug portfolio and 23
24 strategy looks like. 24
25 Q. Are immunotherapies starting to be the 25
78 80
1 most up and coming area of drugs, what's your 1 that you understand the other aspects.
2 impression? 2
3 A. Yes. Yes. I mean, I think they 3
4 certainly -- there is a lot of promise in them, there 4
5 is a lot of recently improved indications for them. 5
6 Yes, I would say so. 6 Q. And why is that?
7 7 A. Based on what I just said, that it's not
8 8 always, you know -- it's not always that one answer
9 . 9 sort of answers it all, there may be drugs that are
10 . And why would it be disadvantaged? 10 associated with patients who are MSI high and can have
11 11 very strong responses to them. and if you saw -- if
12 12 you could report TMB but not MSI it doesn't
13 13 necessarily mean that an MSI high is a TMB high. So
14 14 based on the drug indications there would be different
15 15 -- both data sets are important to be able to select
16 16 the best drug.
17 Q. And has the elio tissue complete test 17 Q.
18 always measured ? 18
19 A. 19 A.
20 Q. Can the elio tissue complete test measure 20
21 microsatellite instability? 21
22 A. Yes. 22
23 Q. IfIabbreviate microsatellite 23 So our goal in developing tissue complete
24 instability as MSI, will you understand what I mean? 24 was to make sure it covered as much information as
25 A. Yes. 25 possible that could be actionable from a treatment
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1 approval did you seek an IVD agreement with Illumina? 1 the supporting data around it, but it is run in the
2 A. My understanding is that we did. 2 research use only software mode on the Dx platform.
3 I was not directly involved in those 3 Because -- by not having the
4 discussions, but I would say the broad understanding 4 co-development agreement in place we didn't have
5 within the company at the time I joined it, actually, 5 access to develop the product on the Dx partition of
6 was that PGDx had sought an IVD agreement with 6 the software of the instrument.
7 Tllumina and was unable to obtain one and then began 7 So it is cleared for the Dx instrument in
8 the discussions with the FDA on what another viable 8 research use only software mode and what we aligned
9 path might look like. 9 with the FDA on was a piece of software that would
10 Q. Do you have any impressions on why 10 reside on the server that was part of our product and
11 Ilumina did not provide the approval when you first 11 it would serve as essentially a screen to make sure
12 asked for it? 12 that the data coming off the NextSeq platform was
13 A. The feedback I heard at the time was 13 operating within spec, and if there was anything off
14 because of the development of the TSO500 test that 14 about it the system would flag it and would hold the
15 would be a competitive test on that platform. 15 report. And if everything seemed to be working as
16 Q. So because Illumina had a competitive 16 intended then the rest of our -- the analysis
17 test they did not want to provide PGDx FDA approval, 17 pipeline/the machine learning algorithms would be
18 is that correct? 18 applied to produce the end report.
19 A. Iwouldn't say didn't want to provide us 19 So ultimately what we aligned on with the
20 FDA approval, but didn't want to sign a partnership 20 FDA was the ability to use an RUO component. that
21 agreement that would have put in place the more 21 component being the software.
22 standard co-development agreement that would have been 22
23 supplied as part of the FDA submission process. 23
24 Q. Why would the development of the TSO500 24 . y Is it important to the FDA to use the
25 impact your ability to enter into an IVD agreement 25 NextSeq Dx registered box?
98 100
1 with Illumina? 1 A. TIbelieve that in a distributed model
2 A. Again, it was the feedback I heard at the 2 they always prefer an IVD cleared platform or IVD
3 time was because that product would be developed and 3 cleared component to be utilized.
4 launched on the same platform and was quite comparable 4 In a single site submission, because
5 in content to what we were developing, that it was 5 there is more control just at that site, there have
6 more a desire not to enable the standard path forward 6 been RUO platforms or components as part of a workflow
7 for elio tissue complete through the FDA submission 7 filed as part of a submission, but in a distributed
8 process. 8 clearance the preference is for components that have
9 Q. What do you mean by enable? 9 already been deemed to be the IVD level quality.
10 A. That those agreements had been a standard 10 Q. Were the results coming off the
11 request by the agency to see that there was in fact 11 non-Illumina approved test different from the original
12 that direct relationship between manufacture of 12 test you all sought?
13 platform and manufacture of content, and so not having 13 A. So because we never got the IVD
14 that required us to find and collaborate with the FDA 14 co-development agreement we never had results out of
15 on a different path to be able to demonstrate to them 15 the IVD software mode so I don't know how that would
16 that we could in fact control for quality end to end 16 have compared.
17 without having that agreement in place. 17 We did have a fairly substantial dataset
18 Q. So this collaboration with the FDA did 18 comparing results from the NextSeq RUO instrument and
19 not require INlumina approval? 19 the NextSeq Dx instrument just because we had a number
20 A. Correct. 20 of them internally and the concordance there was
21 Q. And how did this non-Illumina approved 21 extraordinarily high.
22 test work? 22
23 A. Essentially the product is cleared for 23
24 use on the NextSeq Dx platform. so it was important to 24
25 the FDA that it was on the Dx registered box that had 25
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1 instruments. 1 which test gets FDA clearance as a distributed test on
2 But I can't say what the difference would 2 its platform?
3 have been in the IVD software mode because we were 3 A. Ithink they have the ability to develop
4 unable to test that. -4 a partnering strategy that can influence that,
5 Q. Sois the NextSeq RUO a separate machine 5 certainly either in terms of who they are working with
6 from the NextSeq Dx? 6 or not and what the financials of the agreement are.
7 A. Yes. There is a NextSeq 550 that's RUO 7 But, as I said, in our case it didn't
8 and then one that's labeled Dx. 8 block or prohibit us, we did find another path that
9 Q. Could the non-Illumina approved test make 9 didn't require the agreement with them.
10 clinical diagnosis? 10
11 A. What do you mean by non-Illumina, the 11
12 product that we have FDA cleared and launched today 12
13 just without their -- 13
14 Q. The product that you were running as RUO 14
15 mode that Illumina did not give you the IVD agreement 15
16 for, the product that was this alternative test, could 16
17 it make clinical diagnosis? 17
18 A. Yes. 18 Q. Did the non-Illumina approved tests add
19 So that is the product that's FDA cleared 19 time to the commercialization process of the tissue
20 on market today indicated for tumor profiling. So, 20 complete product?
21 again, it doesn't -- it's not intended for diagnosis 21 A. Based on the feedback I got from our head
22 of cancer, but it is indicated for tumor profiling 22 of regulatory I believe so. in the sense that the
23 such that the healthcare provider in accordance with 23
24 guidelines can utilize the data from that to inform 24
25 clinical treatment decisions. 25
102 104
1 1
2 2
3 3
4 4
5 5
6 6
7 7
8 8
9 9
10 10
11 11
12 12 Q. By not having an IVD agreement with
13 13 Illumina was there added time to commercialization of
14 14 the tissue complete test?
15 15 A. Yes.
16 Q. So traditionally to get FDA clearance for 16 I would say added time on the front end
17 a distributed test you need an IVD agreement with 17 presubmission on trying to align with the FDA on an
18 Illumina, is that correct? 18 alternative path.
19 A. Yes. Or with whatever platform your 19
20 content is validated for, yes. 20
21 Q. But your content uses Illumina so you'd 21
22 have to get an IVD agreement with Illumina, is that 22
23 correct? 23 Q. And how much added time?
24 A. Traditionally, yes. 24 A. TIdon't know that I can answer that
25 Q. So can INlumina traditionally decide 25 because I -- when I came into the organization it was
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1 already understood that we didn't have and couldn't 1
2 obtain a partnering agreement, so the plans I saw at 2
3 that time already accounted for that, but I have heard 3
4 estimates of the time, but I never saw two plans 4
5 side-by-side. 5
6 Q. And what were those estimate times? 6
& 7
8 Q. By not having an IVD agreement with 8
9 Illumina was there an added cost to commercialization 9
10 of the tissue test? 10
11 A. Probably only in the additional data 11
12 required around the quality control module for the- 12
13 - And I would say in the grand scheme of the 13
14 total cost that was probably relatively minor. 14
15 Q. Do you have an estimate of how much the 15
16 alternative route cost? 16
17 A. Idon't. 17
18 Q. And when you say it was minor, it was a 18 Q. What were customers' reactions to the
19 minor cost compared to the grand scheme, what do you 19 non-Illumina approved test?
20 mean by that? 20
21 A. Imean the total investment end to end to 21
22 get a product like this fully validated through the 22
23 agency I think was in the_ range in 23
24 terms of cost for all of the studies. 24
25 So there were portions of those that were 25
106 108
1 influenced and I think increased as a result of not 1
2 having the IVD agreement in place, but relative to the 2
3 total much of that work still would have had to be 3
4 done. 4
5 Q. But pursuing this alternative route did 5
6 it cost PGDx a certain amount of additional funds? 6
7 A. Yes. 7
8 Q. Was this non-Illumina approved test 8
9 eventually approved by the FDA? 9
10 A. Yes. 10
11 Q. Can you walk me through how PGDx was able 11
12 to get this non-Illumina test approved by the FDA 12
13 without Illumina's involvement? 13
14 A. Yes. 14
15 15
16 16 Q. What were those concerns?
17 17
18 18
19 19
20 20
21 21
22 22
23 23
24 24
25 25
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1 And usually they know that typically by

2 somebody like a field application specialist who is in

3 the laboratory who knows what the lab is intending to
4 run and validate and so when that comes up and they

5 know it's our test.

O 00 1O\ WL & Wik ==

6 Again, it never proved out to stop a sale Q. Who was them
7 and largely because there was no clear substance that you talked to at Illumina’
8 behind the concerns created, but there were members of
9 their commercial team who would say they are not
10 approved or they are not licensed, different terms 10
11 used, but approved or licensed to run this content on 11
12 this instrument. And in all cases we were able to 12
13 overcome that through our own documentation. 13
14 But I would say it caused some questions 14
15 and slowdown in some instances. 15
16 Q. When a customer orders reagents from 16
17 IIlumina how does Illumina know what tests the 17
18 reagents will be used for? 18 ut I will say he and I quickly
19 A. Imean, they don't from a centralized 19 established a positive relationship, he asked would we
20 corporate standpoint, right, it is an orderable part 20 describe why we did it and how, of course we didn't
21 number, in catalogue. 21 give detail on the how, but just the general approach
22 But what can happen is one of two things, 22 and what components it used from them and what was
23 either that's a part number that the customer has 23 required by us but not provided. So we did have a
24 never needed before because they've never run an IVD 24 couple transparent discussions that way.
25 cleared product on the platform and so they need to 25 But largely my objective at that time and
114 116
1 negotiate pricing with Illumina and establish that to 1 his shared one was we wanted to move down the path of
2 be able to order it. 2 a formal partnership agreement.
3 Or, as I said, a local sales rep or a 3 So I think he was surprised, but I
4 local support rep is in trying to support the customer 4 wouldn't say there was any negative repercussions. In
5 and what tests they are onboarding and then they are 5 fact, I think he became a supporter for the next steps
6 told what test the lab is planning to run. 6 in us formalizing an agreement with them, which we did
7 7 in November of last year.
8 8 Q. So the negotiations that took place after
9 9 this April, 2020 call to put in place a formal
10 10 partnership, can you just describe how those went?
11 11 A. Yes.
12 12 And I should clarify, that didn't
13 13 initiate the negotiation, so there was a changeover in
14 14 many of the leadership team at Illumina at the time,
15 15 again, my understanding, I didn't actually interact
16 16 with the previous ones, but I think there had already
17 17 been a sort of changing of the guard at the leadership
18 18 level thinking about the partnership strategy
19 19 differently, and so my predecessor in the CEO role as
20 20 well as at the time the head of business development
21 21 and a director level of business development, they had
22 22 re-engaged with Illumina already in the fall of 2019
23 23 so try to re-initiate discussions and progress a
24 24 partnership path forward.
25 25 So my first call and direct involvement
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1 with him was in April of 2020, but there was already a 1 a big impact on PGDx's business?
2 redlined contract that was going back and forth that 2 A.
3 was already in progress. 3 Q. What was that impact?
4 Q. And why would PGDx need this formal 4 A.
5 partnership agreement if the RUO model of the test was 5
6 producing the same results? 6
7 7
8 8
9 9
10 10
11 11
12 12
13 13
14 14 Q. Does a drug company normally have one
15 15 companion diagnostic test or do they have several?
16 16 A.
17 17
18 18
19 19
20 20
21 21
22 22
23 Q. You mentioned investors. Why were 23
24 investors reluctant to invest in an RUO model of the 24
25 test? 25
118 120
1 1
2 2 Q. But not having an IVD agreement in place
3 3 with Illumina prevented PGDx from pursuing these
4 4 companion diagnostics with pharma companies?
5 5 A.
6 6
7 7
8 8
9 9 Q. When the renegotiations started to happen
10 10 in fall of 2019 were there different terms proposed in
11 Q. And did any of the pharmaceutical 11 the second round of negotiations with Illumina for an
12 partners you mentioned that had concerns with the 12 IVD agreement?
13 tissue test did any of them decline using the tissue 13 A. TIdon't know if there were any terms
14 test because you did not have an IVD agreement with 14 previous to what I saw directly.
15 INlumina? 15 But what I can say is from the time I saw
16 A. 16 it to the time we closed it there was not a lot of
17 Q. And what customers were those? 17 change.
18 A. 18 There was some adjustments, for example,
19 19 in timing of certain payments, how those would be
20 Q. Were any willing to partner with PGDx 20 divided, how much was upfront, how much was upon
21 even though the test was in the RUO mode? 21 validation in the IVD mode, things like that, but the
22 A. None that I'm aware of. We did not sign 22 total sum of the financial impact was not changed from
23 a companion diagnostic agreement preceding that formal 23 the time I saw it.
24 agreement with Illumina for the tissue test. 24 Q. Did Illumina request anything from PGDx
25 Q. And was not having these pharma partners 25 in exchange for an IVD agreement?
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1 A. No. Imean, just the financial payments 1 reporting fee.
2 contained within the agreement and then there are 2 Once the IVD cleared mode is validated
3 requirements within that around certain validation 3 that's actually a milestone within the tech access
4 plans that have to be provided associated to what they 4 fee, so it's the tech access fee -- I am sorry, I do
5 call their LRF module, which is the lab module that 5 know what you are talking about.
6 validates you in the IVD mode. 6 So there is a tech access fee. There is
7 I guess all of the parameters of work 7 a fee for any companion diagnostic claim. And then
8 around the co-development agreement were contained 8 there is one specific report out, clinical report out,
9 within it, but no requests outside of that. 9 that they designate an additional fee for, and then
10 Q. What were these financial payments that 10 the revenue share, yes.
11 INlumina requested? 11 Q. For that clinical report out fee what is
12 THE WITNESS: Scott, am I able to share? 12 that for?
13 That has a confidentiality clause in it 13 A. That's for
14 as well, T am not sure I can share the numbers, but I 14 Q. So any time vour tissue test indicates
15 can share the framework if that's helpful. 15 for that is an extra fee that
16 BY MS. GASKIN: 16 INlumina charges?
17 Q. That's helpful. 17 A. Yes. Once it's launched through the IVD
18 A. So the framework of the agreement is 18 mode, so even though our current on-market product
19 there is a tech access fee, so that is a lump sum that 19 reports that we are not paying them that fee
20 is essentially granting you access to develop content 20 currently. But once the version through the IVD mode
21 on their platform. 21 and IVD plan is on market then, yes, that's correct.
22 There are then additional fees that are 22 Q. And do you have an idea of why they
23 laid out associated with specific claims. 23 require this reporting fee for_
24 24 N
25 25 A. Yes.
122 124
1 1
2 2
3 3
4 4 Q. And who conveyed this to you?
5 5 A. This was through the discussions in the
6 6 negotiation which ultimately was under who
7 7
8 And then when the product is on market 8 Q. And what is the dollar amount range for
9 under this IVD cleared plan there is a revenue share 9 this clinical reporting fee for tumor mutational
10 component, so a percentage of all net sales then goes 10 burden?
11 to Illumina. 11 A. .
12 MS. GASKIN: Ms. Stephanie, can we go off 12 Q. And PGDx has to pay that fee once their
13 the record one second? 13 test goes through FDA approval and can call
14 MS. REPORTER: We are off at 12:48. 14 ?
15 (Recess taken.) 15 A. Yes.
16 MS. REPORTER: Back on at 12:58. 16 Q. Is there a clinical reporting fee for any
17 BY MS. GASKIN: 17 other measurements of the tissue test?
18 Q. Welcome back from our short break there. 18 A. No.
19 Ms. Bailey, you were previously 19 The rest is broadly just ifit's a
20 discussing the financial payments involved in the 20 companion diagnostic claim, so irrespective of what
21 Ilumina IVD agreement. 21 variant that claim is based on. Any CDX claim is a
22 You had mentioned a tech access fee, a 22 fee.
23 companion diagnostic fee, a reporting fee, and then a 23 Q. And CDx is the abbreviation for companion
24 revenue sharing fee, is that correct? 24 diagnostic?
25 A. Correct, with the exception of the 25 A. Yes.
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1 Q. You talked about a tech access fee. What 1 there isn't a NovaSeq Dx registered instrument so at
2 is the dollar amount range for that fee? 2 this point there wouldn't be a viable path through the
3 A. . 3 FDA for a distributed kit. It would have to either be
4 Q. And the revenue sharing that is under the 4 a single site at this point or wait until there is a
5 IVD agreement, is that just for the tissue complete 5 Dx, so that could be something that we need at some
6 test or is that for all IVDs created under this 6 point in time.
7 agreement? 7 We are developing a new liquid biopsy
8 A. Al TVDs created under the agreement. 8 product on the , but currently we are
9 Q. And how many IVD tests are allowed or 9 doing that as a research use only kit CAP/CLIA
10 covered under this agreement? 10 service.
11 A. Three. 11 So there could be a point in time if we
12 Q. And what is the percentage range of this 12 wanted to take a product like that through the FDA, we
13 revenue share? 13 would have to renegotiate adding that scope, but for
14 A. . 14 the time being we removed it because it doesn't apply
15 Q. Did PGDx negotiate these financial terms 15 currently to the portfolio of kits or the options we
16 with Illumina? 16 had for a distributed clearance.
17 A. Yes. 17 Q. Would PGDx have to engage in a new IVD
18 Q. Can you explain what those negotiations 18 agreement if you wanted to add NovaSeq as an
19 entailed? 19 instrument?
20 A. Yes. 20 A. Yes. Ibelieve it would be considered an
21 Again, [ wasn't involved in the earlier 21 addendum or extension, likely not a completely new
22 stages, but my understanding is it was much broader in 22 agreement with new master terms and conditions, but it
23 scope and, therefore, the fees were even more 23 would be something we would have to add on and
24 significant like in the even for 24 renegotiate at a later time.
25 the initial fee, but based on covering multiple 25 Q. And would that addendum include an
126 128
1 platforms more test kits. 1 additional financial payment?
2 So I think a lot of the negotiation was 2 A. Yes.
3 to draw the scope down in a way more proportional to 3 Q. Does the IVD agreement with Illumina
4 our current plans around content and make it more 4 include any territory limitations?
5 financially feasible for where we were as an 5 A. No.
6 organization. 6 Q. So PGDx can sell its IVD test kit in the
7 I don't know the -- all the specifics 7 US and outside the US?
8 back -- all the specific back and forths on the exact 8 A. Yes.
9 numbers, but I would say most of the negotiation to my 9 Q. How does this IVD agreement impact the
10 knowledge was, again, more about kind of rescoping 10 profitability of PGDx's tissue test?
11 than it was around getting a lot of flexibility on the 11 A. It impacts it -- it will impact it more
12 numbers themselves. 12 when the VD kit cleared under this plan is on market
13 Q. Was the decrease in dollar amount of 13 and we pay them the revenue share, so that will
14 financial payments because there was a decrease in 14 directly come out of the profit margin to PGDx.
15 scope of the IVD agreement? 15
16 A. Exactly. 16
17 17
18 18
19 19
20 20
21 Q. You mentioned that NovaSeq was not 21 Q. Will PGDx's profitability be lower on its
22 included in the IVD agreement. Why was it not 22 tissue complete test because of the IVD agreement?
23 included? 23 A. Yes.
24 A. To narrow the scope to have less of an 24 Q. Does this lower profitability take funds
25 up-front payment required, and because at this point 25 away from the research and development efforts PGDx
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1 sequencing between the Thermo Fisher instrument and 1 Will you please take a moment to review
2 the Illumina instrument? 2 this document and let me know when you've had a chance
3 A. Idon't know the answer to that. 3 to familiarize yourself with it?
4 Q. Is the plasma resolve test less robust 4 A. TIamjustscrolling.
5 5 Q. The e-mail thread starts at the bottom,
6 A. 6 if that's helpful. And there are multiple pages to
7 7 this e-mail thread. Do you see the multiple pages?
8 8 A. No, Idon't think so.
9 9 The one I see -- so where it starts for
10 10 me is "any concern on publicly supporting Thermo." is
11 11 that the whole thing, or is there something below
12 12 that?
13 13 Q. Yes, there is something below that. Let
14 14 me see if I can reveal to you.
15 15 Can you see this page?
16 16 A. Okay.
17 17 Yes. This one starts with "our marketing
18 Q. And when the plasma resolve test in the 18 team would like to get pre-approval," is that right?
19 future 19 Q. Yes.
20 20 So can you scroll up from there?
21 A. 21 A. No.
22 Q. Has PGDx worked with Illumina in any way 22 Q. You are locked in on that screen. Let me
23 to develop the plasma resolve test? 23 see how I can —-
24 A. No, not to date. 24 MS. GASKIN: Stephanie, can we go off the
25 Q. We are going to switch over to Agile Law 25 record for one second?
142 144
1 and I am going to reveal a document. Do you have the 1 MS. REPORTER: Yes.
2 ability to look at that screen? 2 (A discussion was held off the record.)
3 A. Yes, I think so. 3 MS. REPORTER: We are back on at 2:06.
4 Q. You should be able to go to the Agile Law 4 BY MS. GASKIN:
5 screen. 5 Q. Ms. Bailey, have you had a chance to
6 A. Okay, I am looking at it now. 6 review PX8366?
7 Q. AndIwill -TIjust revealed the 7 A. Ihave.
8 document to you, it should show up on the left side of 8 Q. Can you tell me what this e-mail thread
your screen. I can show you a particular page if 9 is about?
that's helpful. A. Yes.
Did it show up on your screen? So I don't remember the specifics around
A. Ttdid. what our technical team was testing from Thermo, but
Q. Okay, great. it was not one of our kits on their platform, they had
(Document referred to as Exhibit PX8366 asked for us to run some of their components or one of
for identification.) their assays on our -- sorry -- on their platform here
BY MS. GASKIN: and give them feedback on it, on its performance, and
Q. I'dlike to show you a document that is then that subsequently led to the request seen in the
marked for identification as PX8366. Do you see it on e-mail around whether we would provide a positive
your Agile Law screen? quote around the performance of that plasma assay.
20 A. Ido, yes. So that was the start of it and I will
21 Q. It appears on its face to be an e-mail pause there and then give you the rest of it if you'd
22 exchange between yourself and Jay Foust. It is dated like.
23 Wednesday, June 13, 2018 through Thursday, June 14, Q. Whois Jay Foust?
24 2018. It begins with Bates No. FTCPGDX-00000130 and A. Jay Foust is no longer with PGDx, but at
25 ends with Bates No. FTCPGDX-00000132. the time he was head of business development and
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1 pharma partnering for PGDx. 1
2 Q. So on the last e-mail on page PX8366-001, 2 Q. Can you look at the e-mail midway down
3 in this e-mail you ask Jay Foust, quote, ""any concerns 3 the page of PX8366 01 here Jay Foust responds to you,
4 on publicly supporting Thermo on plasma assay before 4 quote, "'yes, some, however, they are behaving badly
5 having Illumina Phoenix agreement signed?" Did I read 5 recently so unlikely to get much worse anyway. Trying
6 that correctly? 6 to bully us into giving them our in exchange
7 A. Yes. 7 for plasma. Keep that quiet, please. At this point I
8 Q. What is Phoenix? 8 think it would be helpful for them to really know we
9 A. Phoenix was our project code name for 9 are not dependent on them."
10 elio plasma resolve. 10 Did I read that correctly?
11 Q. And is Thermo short for Thermo Fisher? 11 A. Yes.
12 A. Yes. 12 Q. Whatis
13 Q. What is the meaning of your e-mail to Jay 13
14 Foust? 14
15 A. So my understanding at this time was that 15 Q. And does plasma refer to the elio plasma
16 Jay was leading negotiations of an IVD co-development 16 resolve test?
17 agreement for elio plasma resolve with Illumina post 17 A. Hang on, let me read it.
18 the time in which, again, based on my understanding 18 Yes.
19 they had said they would not work with us on an 19 Q. What did you interpret Jay Foust's e-mail
20 agreement for tissue, but at the time Illumina did not to mean?
21 have a similar liquid biopsy product in development, 21 A. Tinterpreted it to mean that we were not
22 and so there were ongoing discussions being led by Jay 22 in a great negotiation position, the discussions were
23 with Illumina about an IVD co-development agreement 23 ongoing but some combination of the financials or
24 specifically around elio plasma resolve. 24 requests for what was negotiated as part of that
25 And this was the point at which I had 25 weren't favorable.
146 148
1 understood that to be relatively close to being signed 1 Q. When Mr. Foust says, "however, they are
2 where we would formally partner with Illumina to take 2 behaving badly recently so unlikely to get much worse
3 that product through the FDA under the co-development 3 anyway," who was he referring to when he said they are
4 agreement. 4 behaving badly?
5 And so my question was really around a 5 A. Tlumina.
6 public statement about working with Thermo on plasma 6 Q. To your knowledge in what ways was
7 assays relative to the discussions he was having at 7 Ilumina acting badly?
8 the time with Illumina. 8 A. Idon't know the specifics around those
9 9 negotiations.
10 10
11 11
12 12
13 13
14 14
15 15
16 16
17 17
18 18
19 19
20 20
21 21
22 22
23 23
24 24
25 25
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1 1 Q. Would the sublicense make Illumina's test
2 2 more competitive against PGDX's test?
3 3 A.
4 4
5 Q. And when you say financials, do you mean 5
6 the financial payments that PGDx would have to pay 6 Q. So Illumina agreed that PGDx would not
7 INlumina? 7 have to provide a sublicense?
8 A. Yes. And similar structure, so tech 8 A. Well, we never executed this agreement,
9 access fee, fees for companion claims and revenue 9 so I think it was one thing discussed as part of the
10 share components. 10 negotiations, but the agreement was never successfully
11 Q. And these financials were bad because 11 negotiated.
12 they were higher than PGDx expected? 12 Q. Are you still negotiating this agreement?
13 A. Yes, and higher than what would make 13 A.
14 sense given the revenue contribution that product was 14
15 expected to make for the business. 15
16 Q. And what were those rough numbers? 16
17 A. Idon't remember the exact, but it was in 17
19 Q. And that was just for the tech access fee 19
20 or that was for all the fees put together? 20
2 A. No, I think it was for all. Q. So at the time of this e-mail, which is
2 But also, I should state, I don't know June, 2018, did Illumina know PGDx was developing a
23 what was in scope of that agreement, so similar to my plasma test?
24 earlier discussion to complete where we really A. Yes.
25 negotiated scope down to negotiate numbers down, I Q. And how did they know this?
150 152
1 don't know when he was sharing those numbers. I don't 1 A. Because of this negotiation.
2 know what was scoped into that agreement. 2 Q. So as part of this negotiation PGDx had
3 It's possible we could have taken a 3 to provide Illumina development plans for the plasma
4 similar path, but the numbers I heard were in the 4 resolve test?
5 . 5 A. TIdon't believe we ever provided them
6 Q. What did you understand Mr. Foust to mean 6 development plans because that would have been a
7 by Illumina is, quote, ""trying to bully us into giving 7 requirement subsequent to signing the agreement.
8 them our in exchange for plasma'"? 8 But I think there was information
9 A. Tonly had one conversation with him 9 requested on -- not the specific details of the panel,
10 about that, but essentially it was they wanted a 10 but kind of general scoping information around what
11 sublicense as part of the negotiation for the IVD 11 this product was and what its intended utility would
12 co-development agreement on plasma. 12 be.
13 I don't know how that was presented in 13 So they did have a general understanding
14 context of how it would change the scope in 14 of the product from that standpoint.
15 financials, but just that they wanted some exchange 15 Q. So even though PGDx has it still
16 arotm(- as part of the deal. 16 has to pay Illumina clinical reporting fees whenever
17 Q. And how would that sublicense to Illumina 17
18 affect PGDx? 18
19 A. That's a good question. 19
20 20
21 21
22 22 Q. The last sentence — the last sentence in
23 Q. And did PGDx ever provide such a 23 the e-mail Mr. Foust writes, ""At this point I think it
24 sublicense to Illumina? 24 would be helpful for them to really know we are not
25 A. No. 25 dependent on them."

38 (Pages 149 to 152)

For The Record, Inc.
(301) 870-8025 - www.ftrinc.net - (800) 921-5555

CONFIDENTIAL - FTC v. lllumina/GRAIL FX7049-039


www.ftrinc.net

FEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 8/5/2021 | DOCUMENT NO. 602197 | Page 45 of 102 | PUBLIC

PUBLIC

Bailey
lllumina, Inc. and Grail, Inc. 3/2/2021
153 155
1 ‘Who is this "them' that Mr. Foust is 1 important to end users, but very early stage. So not
2 referring to? 2 even yet where we could do some sort of pilot work.
3 A. Ilumina. 3
4 Q. What do you interpret this last sentence 4
5 to mean? 5
6 6
7 7
8 8
9 9 . So Is It fair to say that right now there
10 10 are no other viable alternatives to Illumina's NGA
11 3 cou X leverage the ability to 11 instruments?
12 switch to another sequencing provider to help 12 A. TIwould say Thermo is, Thermo does have
13 negotiations with Illumina, is that actually possible? 13 an IVD cleared instrument.
14 A. Ipresume so. I mean, again, there is 14
15 nothing exclusive either way, but potentially they 15
16 could negotiate their financials differently if there 16
17 was the belief that you would go in another direction 17
18 entirely. 18
19 Q. But your tests currently are predicated 19
20 on Illumina's NGS instruments? 20
21 A. Yes, that's right. And it is significant 21
22 mnvestment of development funding to validate it. 22
23 e 23
24 24
25 25
154 156
1 1
2 2
3 3
4 4 Q. You mentioned earlier that there is
5 Q. Does PGDx know if there are any 5 with the Thermo Fisher platform in
6 alternatives as good as Illumina's NGS platforms out 6 terms of sensitivity and specificity.
7 there? 7 Even with those issues you still consider
8 A. Idon't know. 8 it an alternative to Illumina's platform right now?
9 9 A.
10 10
11 11
12 12
13 13
14 14
15 15
16 16
17 17
18 Q. You just mentioned that PGDx is talking 18
19 with or communicating with other NGS providers. Which 19
20 ones are those and what has been discussed? 20
21 A. Tmean, very early stage, s 21
22 is an example of a company that is 22
23 designing and developing a new sequencing platform and 23 Q. Does PGDx have plans to create a
24 their strategy is well aligned to ours in terms of 24 companion diagnostic out of its plasma resolve test?
25 thinking about a decentralized model and what is 25 A.
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the NovaSeq has a Dx registered instrument by that
time, which Illumina has publicly said 2022, or
whether we would consider a single site approval
strategy over a fully distributed, but preceding that

Dx clearance on the NovaSeq distributed would be hard

163

A. Yes.

I mean, any investment we make we need a
business case analysis to do it, and I would say that
would be considered part of the cost equation we would
look at for bringing the product to market and how

6 to obtain. 6 those costs looked in relation to the product's

7 And then economics, as sequencing costs 7 potential from a revenue perspective.

8 continue to come down I think it becomes more viable 8 Q. Does PGDx have any plans to offer

9 for a product like that to be run in a routine 9 test in the future?
10 setting. But today it would be pretty cost 10
11 prohibitive in the lab market. 11
12 Q. And why will the elio plasma complete 12
13 test be using the NovaSeq Dx? 13
14 A. For that size panel to get to the 14
15 sensitivity levels that are required the NovaSeq is 15
16 much more well suited for that than the NextSeq 16 Q. And what is this clinical trial that PGDx
17 platform. 17 is currently in that has some relations to
18 Q. And will the elio plasma complete test be 18
19 able to call TMB? 19
20 A. Yes. 20
21 Q. And why is that? 21
22 A. Why will it be able to or why do we want 22
23 it to? 23
24 Q. Let's start with why will it be able to 24
25 compared to the elio plasma resolve test that cannot 25

162 164

1 call TMB? 1
2 A. The breadth and size of the panel is 2
3 sufficient to accurately call TMB. 3
4 Q. And then why would PGDx want the plasma 4
5 complete test to be able to call TMB? 5
6
7
8
9

6 A. Yes, similar to what we caused about
7 tissue, its implication around immuno-oncology
8 treatment decisions.
9 And, as I said, today there is not a drug
10 label that is tied to that report out of blood, but if 10
11 and when that happens that would be an important 11
12 product capability to ensure you could give the most 12
13 comprehensive information in the report for the 13
14 oncologist. 14
15 Q. And will the elio plasma complete test 15
16 fall under the current IVD agreement with Illumina? 16
17 A. Tt would not because right now that 17 .
18 agreement is restricted to the NextSeq platform, so we 18 Q. Has PGDx looked at any other platforms?
19 would have to negotiate an extension or addendum to 19 A. No.
20 encompass the NovaSeq -- rights to the NovaSeq 20 Q. Is there a reason why you guys haven't
21 platform. 21 looked at any other platforms?
22 Q. Does the requirement to get a new IVD 22 A. For that, again, the leading strategy is
23 agreement or an addendum to the current IVD agreement 23 to see if the existing portfolio is capable of
24 go into the consideration of bringing the plasma 24 additional clinical applications. It's a much more
25 complete test through FDA clearance? 25 efficient way to address larger patient needs than
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1 market needs versus building different products on 1
2 different instruments for every clinical application. 2
3 And it ends up being more challenging for the end user 3
4 as well. 4
5 I mean, ultimately if you bring multiple 5
6 products that address different clinical needs if a 6 Q. So given that extension quality of the
7 lab can put those on the same platform, that's very 7
8 helpful for adoption of the assays, versus if we 8
9 tested everything on a different platform and then 9
10 came and said we have this product, we need to buy 10 Q Does PGDx believe that a multi-cancer
11 that platform, this product you need to buy that 11 early detection test could be a future iteration of
12 platform. Some of it is just to drive a more cohesive 12 ?
13 approach now that we already developed the earlier 13 }
14 Phase I on the NextSeq. 14 Q. And why not?
15 Q. Because you guys have Illumina 15 A. Imean, frankly some of it is focus and
16 instruments and everybody else who used your tests 16 investment of where we have in the number of things we
17 have Illumina instruments, you just decided to do it 17 believe we can still address from a cancer care
18 on the Illumina sequencer? 18 standpoint, it's more easily done with the core
19 A. Yes. 19 capabilities that we already have.
20 Q. Do you have a sense of what test will 20
21 complete with ? 21
22 22
23 23
24 24
166 168
1 1
2 2
3 Q. Does PGDx expect to compete with- 3
4 ? 4
5 5
6 6
7 7
8 8
9 9 MS. GASKIN: I think we are at a good
10 10 stopping point to take a break.
11 11 Stephanie, can we go off the record?
12 Q. And does PGDx have plans to seek FDA 12 MS. REPORTER: We are off at 2:46.
13 approval for its future -? 13 (Recess taken.)
14 A. 14 MS. REPORTER: Back on at 2:58.
15 Q. You said that multi-cancer early 15 BY MS. GASKIN:
16 detection is a natural extension is 16 Q. Welcome back from our short break there.
17 that correct? 17 Can PGDx use any technology other than
18 A. Just that the technology application, it 18 next generation sequencing for its therapy selection
19 makes sense. I mean, early detection you need very 19 test?
20 good specificity so you don't have false positives, 20 A. No, not to my knowledge.
21 but you need very good sensitivity as well because 21 Q. Could PGDx use PCR as a technology for
22 earlier stage disease is just going to be harder to 22 its therapy selection test?
23 pick up. and 23 A. No. Our panels are too broad for that.
24 24 Q. And could PGDx use microarray technology
25 25 for its therapy selection test?
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1 A. Not to my knowledge. 1 for?
2 Q. And what do you mean by your panels are 2 A. Tdon't know the answer to that, just
3 too broad for PCR? 3 that every application I've known on using PCR is
4 A. The PCR panels I'm aware of tend to be 4 much, much more limited and smaller in scope.
5 much more like single biomarker or couple. so for a 5 Q. But how you use biomarkers is the same as
6 500-plus gene panel I don't believe PCR is capable of 6 a gene mutation meaning?
7 doing that, of looking at that much genomic data at 7 A. Yes.
8 once. 8 Q. In addition to PGDx's IVD agreement does
9 Q. If you had to use PCR for your therapy 9 PGDx have a separate supply agreement with Illumina?
10 selection test would that limit the capabilities of 10 A. Yes, we do. We have a supply agreement
11 that test? 11 that more pertains to all of the materials that we
12 A. Yes. 12 purchased for our own use here in the research and
13 Q. Do you have an idea of how many genes the 13 development lab and the CAP/CLIA lab.
14 PCR technology would allow that test to indicate for? 14 Q. So are the reagents that you purchased
15 A. Idon't. 15 for your kitted test included in that supply agreement
16 Q. Has PGDx ever considered using any 16 or is that governed by the IVD agreement?
17 technology other than NGS for its therapy selection 17 A. The reagents we purchase for running
18 test? 18 everything here is governed by the supply agreement,
19 A. No. 19 not the IVD agreement.
20 Q. Can PGDx use any other technology for its 20 Q. Can you describe the contracting process
21 2 21 with Illumina for that supply agreement?
22 A. 22 A. Iwasn'tinvolved in that at all. We
23 23 have a -- somebody in our procurement team who led the
24 24 negotiations around that contract. I don't know what
25 25 that process looked like.
170 172
1 1 Q. From your understanding of that
2 2 negotiation process was it a back and forth
3 3 negotiation on price?
4 4 A. TI'msureit was. Idon't know how
5 5 successful we were, but, yes, I'm sure there were
6 6 price-related negotiations.
7 Q. When we were discussing PCR just a minute 7 Q. And what type of leverage does PGDx have
8 ago you mentioned biomarkers. Can you explain for me 8 with Illumina in regards to pricing under the supply
9 what biomarkers are? 9 agreement?
10 A. Yes, sorry, I'm using terms 10 A. Imean, typically a leverage point is
11 interchangeably in a way I probably shouldn't. 11 volume because we are a significant size customer of
12 I just mean the gene content and the 12 theirs just based on the number of purchases we make
13 genomic results that come out of our products are much 13 to develop our products and to run our assays
14 broader than what you would use a PCR application for. 14 in-house, so I would presume volume of purchases and
15 Q. Is a biomarker different than a gene 15 what that would mean in terms of total sales to
16 mutation? 16 Illumina was part of the discussion.
17 A. Not in the way I just used it, no. 17 Q. And besides volume is there any other
18 Probably somebody would correct me on that, but I use 18 negotiation leverage that PGDx has with Illumina?
19 them interchangeably. 19 A. Not that I can think of.
20 Q. So for your therapy selection tissue 20 Q. Can Illumina dictate terms of the supply
21 complete test it looks for 505 gene mutations or how 21 agreement with PGDx?
22 you use biomarker interchangeably it would be 505 22 A. It depends what you mean by dictate. I
23 biomarkers, is that correct? 23 mean, I presume they will comply with the terms as
24 A. Right, yes. 24 they were agreed upon.
25 Q. And how many biomarkers would PCR look 25 Again, I didn't -- I wasn't involved in
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Page 18 Page 20
1  consumablesfrom Illumina. In the case of our 1 Q. Okay. And how much isjust the cost of
2  productsthat are on market, theend lab customer | 2 thekit that you -- that you provide the lab?
3 purchasesthose straight from IHlumina. 3 A. Yeah. Thekit costs per sample can
4 Q. Sowhen PGDx was developing the 4 range anywhere from [Jjjjjto ] asample.
5 Tissue Complete Test, you al bought IHlumina 5 Q. Okay. What is PGDx's costs of goods
6  seguencing consumables? 6  sold for the Tissue Complete Test?
7 A. Yes. 7 A. May | ask if that'saquestion | should
8 Q. But now if acustomer wants to run the 8 answer?
9 tedt, they purchase the Illumina consumables 9 Q. You -- you can give -- you know, broad
10 themselves? 10  numbersif that -- round numbersif that's -- if
11 A. That'sright. 11  that's more comfortable for you.
12 Q. IstheElio Tissue Complete Test 12 MS. WILBERFORCE: Objection. Canyou
13 FDA-cleared? 13 just, kind of,ina--
14 A. Yes 14 MS. GASKIN: Yeah. What I'm getting at
15 Q. When wasthe FDA clearance process 15 hereis--
16  completed for the Tissue Complete Test? 16 MS. WILBERFORCE: Thisis confidential.
17 A. April 24th, 2020. 17 MS. GASKIN: Right. What I'm getting
18 Q. How much doesthe Elio Tissue Complete | 18  at here, and maybe thiswill help if | provide a
19 Test cost per patient? 19 littlecontext is, you -- you just mentioned that
20 A. Areyou asking what it costs the 20 thetestkit can runjjjijj to ] 'mjust
21  laboratory to run it when we sell them the kit, 21 curious of how much Illumina products are -- make
22 thefull cost to runit or the cost of the kit 22 upthat ] ol rrice. I'mjust-- I'm
23 itsdf? 23  trying to get arange of how -- how much costs of
24 Q. Thelaboratory torunit. Let's-- 24 goods sold Illumina products make up. So | was
25 let'sstart there. 25 going to start with, you know, what is the costs
Page 19 Page 21
1 A. Soitdoesdiffer fromlab to lab 1 of goods sold and then work my way to the
2 because of things like the sequencing costs 2  percentage that Illumina makes up, if that's
3 from lllumina, which differ based on specific 3 helpful.
4  contracts that they might have. But | would 4 MS. WILBERFORCE: Objection. Canyou
5 estimateit to bein the range of [il] tollll 5 now just ask a, kind of, clear question for her?
6 atest. 6 MS. GASKIN: No problem.
7 Q. And you made a distinction there of 7 BY MS. GASKIN:
8 thecost. Why -- why did you make that 8 Q. Ms. Bailey, what percentage of [llumina
9 distinction? 9 -- or PGDx's costs of goods sold for the Tissue
10 10 Complete Test derive from Illumina products?
1 1 A
12 2
13 13
14 ]
15 15 1N
16 16 -
17 7
18 15
19 Q. And that second cost we were just v
20  speaking of, the -- the one that includes |abor 2
21  costsand sequencing costs, doyou havearange |21 |
22 of what that, typically, runsfor -- for the 2 e
23 Tissue Complete Test? 22 I
24 A. That'stheonel gave. | would givein 2
25  therange of ] ol 25 Q. You mentioned that you have three kits.

6 (Pages 18 - 21)
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Page 22 Page 24
1 Just talking about the Tissue Complete Test that 1 cost of the Tissue Complete Test in the future?
2 isruninyour CLIA lab, what are the approximate | 2 MS. WILBERFORCE: Objection.
3 percentages of costs of goods sold that relate to 3  BY MS. GASKIN:
4 the lllumina products? 4 Q. Goahead. You can -- you can answer if
5 A. Yeah. That would be the lowest of the 5  youknow the -- if you know the answer.
6 three, because that would get[J] samples per flow | 6 A TS
7 cell, and | believeit's around ] toJJj percent, 7
8  then, of the total cost would be sequencing. s
9 Q. And for PGDx's Plasma Resolve Test, O I
10 what are the costs of goods sold percentagesfor | 10 Q. Who, primarily, orders the Tissue
11 thelllumina products? 11  Complete Test?
12 A. Yeah. That would be the higher-range 12 A. I
13 one Thatonehas-- wecan getjjij samples |13 |
14  per flow cell through, so that one -- I'll have 14 Q. Intermsof isit oncologists
15 to come back to you on the -- on the cost, but 15 that are ordering the tests, or isit family
16  that one's more at thelf] percent. 16  practitioners? | just wanted to get a sense.
17 Q. Andwhy -- why is there adifference 17 A. I
18 in--inthe percentage for the plasmacompared | 18 |
19 tothetissue? 19
20 AN © [
21 21
2 I | > I
2 I 2
28 00000 mEm ]
2 1S 25 Q. CantheElio Tissue Complete Test
Page 23 Page 25
1 1 indicate for I °
2 2 A
3 Q. And do you have to run deeper 3 Q. If | abbreviate | NG
4 sequencing because of the DNA sample or -- or 4 . il you understand what | mean?
5 why do you have to sequence deeper? 5 A IR
6 A IS 6 Q. What isthe importance of testing for
& 2 e
: NN ¢ A I
o | 9
10 I 10
1 N 11 Q. Andwhat ore B therapies?
2 I 2 A
13 Q. For the Plasma Resolve Test, which NGS | 13
14 sequencer are you running that on? 14 Q. what are |l NG °
15 A. The same, the [llumina NextSeq 15 A. It'sanother term |
16 platform. 16 Q. Would atherapy selection test be at a
17 Q. How does deeper sequencing help ensure | 17 ?
18 that you find the mutation you're looking for? 18 MR. JOHNSON: Object to form.
19 A. I 19 BY MS. GASKIN:
20 20 Q. Goahead. You can answer, if -- if you
21 21 know.
2 2 A
23 - 23
24 Q. Going back to discussing the Tissue 24 ]
25 Complete Test, does PGDx have plansto lower the 25 ||

7 (Pages 22 - 25)
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Page 70 Page 72
1 roadmap to Illuminaimpact PGDx? 1 A. The tech access feeitself was split
2 MR. JOHNSON: Object to form. 2 into three milestone payments, at least under our
3 THE WITNESS: Unclear. | think 3 structure, based on how the development process
4 it would depend on competitive content or 4 with the LRM module, or specific dates, whichever
5  aspirations they had that may overlap with what 5  came sooner, happened, but they were al part of
6 weweredoing. 6 thetech accessfee| described.
7 BY MS. GASKIN: 7 Q. And those milestone payments added up
8 Q. DoesPGDx hold any | S o thisiEEEEEEEE 2 ount?
o 9 A Yes
10 A IR 10 Q. You also mentioned fees specific to
11 Q. Canyou briefly describe, at ahigh 11  eachtest kit. Arethose different from the
12 level, what that IPis? 12 milestone payments?
13 A Yeoh EEEE 13 A Yes
14 I ¢ Q. How arethosedifferent?
15 I A. Sothisisnew with the addendum that
16 Q. What do you mean by "exclusive IP'? 16  wejust recently signed that | mentioned at the
17 A. I'll probably leaveit at that. 17  beginning. Previously, there were specific fees
18 Q. Okay. Areyou aware of any other 18 for any companion diagnostic claim added, and a
19  companiesthat have |P dealing with |JJili| 19  specific feefor[Jjj. Those are no longer in the
20 ? 20  updated agreement, but there is a specific fee
21 A. | do believe there are some patents 21  for each IVD kit of the three as they're added.
22 within the lllumina patent portfolio that relate 22 Q. Why was this change made?
23 ol -t ' don't know the | 23 A. Thiswasrelated to the open letter
24 gpecifics. 24 that was put out by Illumina, and Scott led
25 Q. What financial contributions does 25  discussions and negotiations on our side to
Page 71 Page 73
1 PGDx haveto pay llluminaunder thecurrent IVD | 1 convert under that framework versus some of the
2 agreement? 2 parameters of theinitial agreement we signed
3 A. Thestructure of it isthere'satech 3 last November.
4 accessfee. Thenthereare-- orisafee 4 Q. Did PGDx initiate these discussions
5 gpecific to each IVD kit, and then theresa 5  with lllumina?
6 revenue-share component when the productison | 6 A. To my knowledge, yes.
7  market. 7 Q. To the best of your knowledge, why was
8 Q. You mentioned a"tech accessfee." 8  the]l you just re -- referred to taken out
9  What isthe value of that fee? 9  of the agreement?
10 A. | think we declined to disclose the 10 A. | don't know.
11  gpecificslast time, so I'd prefer to do that, as 11 Q. Prior to your investigational hearing
12 wdll. 12 onMarch 2nd, had you tried to get an addendum
13 Q. Isthevalue of the tech accessfeein 13 such asthe oneyou just described with [llumina?
14  thelow seven figures? 14 A. We had not tried to get an addendum.
15 A. Yes 15  Wehad tried to negotiate the|
16 Q. And was this a one-time payment? 16  specifically, because the current product that we
17 A. Thetech accessfeeisaone-time 17 areconverting under the |
18  payment for up to three VD kits specific to the 18 Q. And no -- no agreement was entered into
19  NextSeq platform. So additional kits or 19  between llluminaand PGDx for this fee?
20 additional platformswould require an addendum | 20 A. No, none prior to converting under the
21 likely with additional fees. But up to three 21 new amendment.
22 kitson the NextSeq, and so it's a one-time tech 22 Q. Soitwasonly after your
23  accessfee. 23 investigational hearing when we discussed this
24 Q. Isthere amilestone payment for access 24 feethat an agreement was made between PGDx and
25  to llluminatechnology? 25 Illumina?

19 (Pages 70 - 73)

Veritext Legal Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830

PX7112-020



FEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 8/5/2021 | DOCUMENT NO. 602197 | Page 55 of 102 | PUB

PUBL

BUSINESS CONFIDENTIAL

Page 74 Page 76

1 A. Yes 1 Off therecord at 11:31 am.

2 Q. Inyour investigational hearing you 2 (Recess taken.)

3 mentioned that there were fees associated with 3 THE VIDEOGRAPHER: Thisisthe

4 specific claimsthat the PGDx Tissue Complete 4 beginning of Media Unit Number 2. We are back

5  Test could make. What specific claims were 5 onthevideorecord at 11:42 am.

6 those? 6 BY MS. GASKIN:

7 A. Therewasthe fee specific to TMB, and 7 Q. Ms. Bailey, welcome back from our short

8  then there was afee for any companion diagnostic 8  break there.

9 claim. Soit didn't designate on what specific 9 Even though there's nojjjjjjj fee anymore,
10  variant, just anything that achieved a companion 10  under the IVD agreement is the Tissue Complete
11  diagnostic-level claim there had previously been 11 Test till alowed to indicate for [ ?

12 aseparatefeefor. 12 A. Yes

13 Q. So previousto this addendum, PGDx had 13 Q. What isyour understanding of why

14  to pay afee anytimeits Tissue Complete Test 14 lllumina changed its position relating to the i

15 indicated for || ° 15 fee?

16 A. I 16 A. | don't know the answer to that.

7 17 Q. What leverage did PGDXx use to eliminate

18 18  the]jjji] fee with Illumina?

1 19 A. Just review of the open letter

20 1N 20  partnership document and, in cases like that,

21 Q. And how much was that up-front payment, 21  morefavorable termswe saw.

22 and you -- you can do generalities, as well. 22 Q. Thisopen offer letter is-- isthe one

23 A. Yeah. Close tiii NN 23 onlllumina's website; isthat correct?

24 Q. How much did PGDx pay for this new 24 A. Yes

25  addendum which took out this up-front il 25 Q. Prior to this new addendum, had PGDx
Page 75 Page 77

1 payment? 1 paidany of the]jjjjjj feeto lllumina?

2 A. Can you repeat the question? 2 A. No.

3 Q. Yes. Of course. 3 Q. Going back to the open offer letter for

4 How much did PGDx pay Illuminafor this | 4 aminute, PGDx used the open offer letter to

5  new addendum to the agreement which took out the 5  eliminate the]Jjjjj] fee; isthat correct?

6  up-front | fee? 6 A. Yes.

7 A. Yeah. We haven't paid anything 7 Q. Wereyouinvolvedin -- in those

8 additiona yet under the new amendment. There 8  discussions?

9  will befees per kit to pay, but we had aready 9 A. Not directly with Illumina. Only
10 paidthetech access fee, so nothing additional 10 internally.

11  was paid upon signature, to my knowledge. 11 Q. Who at PGDx wasinvolved in those

12 Q. You mentioned that the up-frontJjjJj fee | 12  discussions?

13 wasmid-seven figures. How much isthe fee 13 A. Scott Gotshall.

14  gpecific for each kit? 14 Q. Were you made aware of what

15 A. Lower than that. So this-- the terms 15  Mr. Gotshall told Illumina?

16  were more favorable under the new amendment. | 16 MS. WILBERFORCE: Objection. That's
17 Q. Didit havea-- arange of what the 17 privileged.

18  decrease was? 18 BY MS GASKIN:

19 A. Yeah. A littlelessthan athird per 19 Q. I'monly asking what Mr. Gotshall told
20 kit versusthe previousjjjjj fee. 20  Illumina, not any counsel he might -- might have
21 MS. GASKIN: Looks like we've been 21  provided to you personaly or to PGDx.

22 going for another hour, let -- let'stake a 22 A IS

23 10-minute break. 2
24 Can we go off the record? 2 1
25 THE VIDEOGRAPHER: Y es, maam. 2

20 (Pages 74 - 77)
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Page 78 Page 80
1 N octhat | 1 agreement’?
2 initiated discussions around the fee asit was 2 I'mjust -- I'm alittle confused.
3 originaly stated in the VD agreement. Andwhen| 3 A. Soif we had signed -- under the
4  we saw that that same fee wasn't in the open 4  old agreement, if we had signed a companion
5 letter, that prompted the discussion so that we 5 diagnostic partnership agreement for ajjj
6  could take the path forward with this production 6 and reporting ] that sizable fee associated
7 reporting [ without the fee. 7 with it would have either been factored into how
8 Q. When PGDx and IlluminasignedthelVD | 8  we priced thedeal or funding it directly through
9  agreement in November of 2020, did PGDx tell 9  other sources by PGDx.
10  Illluminathat the tissue test could call for 10 Q. Continuing on IH transcript Page 124,
11 ? 11 Line4, | asked, Question: "And who con
12 A. Yes. Andthetest was aready cleared 12 -- conveyed thisto you?"
13  at that time, so that information was public. 13 Answer: "Thiswas through the
14 Q. I'mgoing to direct your attention 14  decisionsin the negotiation which, ultimately,
15  back to PX7049, Page 123, which islocated at 15  wasunder |
16  PX7049-032. 15 1
17 A. Okay. 17 Was this answer accurate when you made
18 Q. Do you see Page 123? 18 it?
19 A. |do. 19 A. Yes.
20 Q. Starting at Line 22, | asked 20 MR. JOHNSON: | object to the -- |
21 Question: "And do you have anideaof why they |21  think there was a misreading there.
22 require this reporting fee for || | EENEGzG 22 BY MS.GASKIN:
2 IR’ 23 Q. | canreread your answer. OnLine5,
24 Answer: ' 24 Page 124 you answered: "Thiswas through the
2 25 discussionsin the negotiation which ultimately
Page 79 Page 81
1 I | L vesunde
2 2
3 Was this answer accurate when you made 3 Did | read that accurately?
4 it? 4 A. Yes.
5 A. Yes. 5 Q. Continuing on, Line 8, Page 124, |
6 Q. Isthisanswer accurate today? 6  asked, Question: "And what is the dollar amount
7 A. Yes. 7 rangefor thisclinical reporting fee for il
8 Q. This"them" that you're referring to, 8
9 isthat lllumina? 9 Answer: ' .
10 A. Yes 10 Isthisthe -- the testimony you also
11 Q. How would thisfee position [llumina 11  provided today?
12 favorably with pharmafor clinical trias 12 A. Yes. | think | -- today | said just
13 associated with[Jil]? 13 under' | bt ves.
14 MR. JOHNSON: I'll object to form. 14 Q. Turningto Page 152 inthelH -- IH
15 THEWITNESS: I 15  transcript, which is on PX7049-039 --
16 16 Areyou -- areyou at Page 152?
17 17 A. Yes | am.
18 18 Q. --startingonLine 15| asked,
19 19 Quesion: |
20 20 I
21 21
22 22 Answer: "Yeah. Asthe agreementis
23 BY MS. GASKIN: 23 writtentoday. | mean, thisis something we have
24 24 beendiscussing. It does seem incongruent, but
25 25  we have not yet enforced anything around that

21 (Pages 78 - 81)
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Page 86 Page 88
1 Q. How did thefinancial terms of 1 efforts PGDx will explore?"
2  PGDx's|VD agreement with Illuminaimpact the | 2 Answer: |
3 profitability of PGDx's tissue test? S e
4 A. There's arevenue share component of 4 S
5 the agreement, so thereis a percentage of all 5 T
6 netsalesthat will go to Illumina 6 I
7 Q. How does that revenue share percentage 7
8  impact the profitability of PGDx's tissue test? 8
9 A. Well, it, essentially, takes that O IS
10 percentage out of the margin that would otherwise | 10 Was your statement accurate when you
11  cometo the company. 11  madeit?
12 Q. Soisit accurateto say the VD 12 A. Yes.
13 agreement with lllumina makes the tissue test 13 MR. JOHNSON: Object to form.
14 less profitable? 14 BY MS. GASKIN:
15 A. Yes, versusif wedidn't have arevenue 15 Q. Isyour statement accurate today?
16  share component. 16 A. Yes. | think that's consistent with
17 Q. Approximately what percentage of a 17 how I just answered it.
18 revenue shareis agreed to under the IVD 18 MS. GASKIN: If we can go off the
19  codevelopment agreement? 19 record?
20 A. Just above . 20 THE VIDEOGRAPHER: All right. One
21 Q. Doesthislower profitability take 21 second.
22 funds away from the research and devel opment 22 Off therecord at 12:05 p.m.
23 efforts PGDx will explore? 23 (Lunch Recess taken.)
24 A. Broadly speaking, al of the revenue 24 THE VIDEOGRAPHER: Back on the recor
25  generated by the business and external sourcesof |25 at 12:37 pm.
Page 87 Page 89
1 financing are what fund research and development,, 1  BY MS. GASKIN:
2  sothehigher the profitability of any given test 2 Q. Ms. Bailey, welcome back from our lunch
3 the more money thereisto reinvest in areas of 3 bresk.
4  thebusinessincluding research and development. | 4 In regards to our discussion of PGDx's
5 Q. So becausethetissuetestisless 5  pharma partnerships, has PGDx ever discussed a
6 profitable, less funds are going towards research 6  pharma partnership with || G °
7  and development; -- 7 A. Yes.
8 MR. JOHNSON: Object to form. 8 Q. Andwhen was that?
9 BY MS. GASKIN: 9 A. We've had ongoing discussions with
10 Q. --isthat correct? 10
11 MR. JOHNSON: Sorry. Object to form. 11
12 THE WITNESS: Yeah. I'd rather not 12
13 answer itin any more detail. 13
14 BY MS. GASKIN: 14 Q. Tothe best of your knowledge, when did
15 Q. Il'dliketo turn your attention back to 15 PG -- PGDx start discussions with JJjjjj in regards
16  PX7049 IH transcript Page 128, which islocated |16  to a pharma partnership?
17  on PX7049-033. 17 A. Certainly asearly as2017. | don't
18 Let me know when you've -- whenyou've |18  know before that.
19 madeit there. 19 Q. Does PGDx currently have a pharma
20 A. Yousaid 128, right? 20  partnership with[Jji]?
21 Q. Yes. That'scorrect. 21 A. We have ongoing discussions with them.
22 A. Okay. 22 Tomy knowledge, we don't have any active
23 Q. OnPage 128, Line 24, | asked, 23 contracts with them.
24 Question: "Doesthislower profitability take 24 Q. What isyour understanding of why
25  fundsaway from the research and development |25  there's no active contract with[Jjij?

23 (Pages 86 - 89)

Veritext Legal Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830

PX7112-024



FEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 8/5/2021 | DOCUMENT NO. 602197 | Page 58 of 102 | PUB

PUBL

BUSINESS CONFIDENTIAL

Page 90 Page 92
1 A. 1 don'tthink | could answer that. 1 into an amendment to that agreement with
2 Q. Andwhy isthat? 2 llluming; isthat right?
3 A. Just | don't have full context on 3 A. Yes.
4 different opportunitiesin discussion and where 4 Q. And the amendment does not contain that
5 they arein timeline to decision or what the 5 | reoorting; isthat right?
6 factorsare. I'm not directly involved in those. 6 A. That'scorrect.
7 Q. Who at PGDx isinvolved in discussions 7 Q. And your understanding is that the
8 withjjill? 8  amendment is more favorable to PGDx than the
9 A. Our business devel opment director, 9 origina IVD agreement was?
10 Roger Bowman, and he reports to our head of 10 MS. GASKIN: Objection; form.
11 commercial, Chris Hauck. 11 THE WITNESS: Yes.
12 Q. Tothe best of your knowledge, does 12 BY MR. JOHNSON:
13 llluminahave apharma partnership withjjij> | 13 Q. Sorry. | missed that answer.
14 A. Yes. 14 A. Yes.
15 Q. And how are you aware of lllumina's 15 Q. You talked about the Illumina open
16  partnership with|JJili]? 16 offer. Doyou recall that?
17 A. Atleast part of it was publicly 17 A. Yes.
18  announced. 18 Q. Andisyour -- when you were referring
19 Q. Tothe best of your knowledge, isthat 19 tothe open offer, what were -- were you
20  partnership for Illumina's TSO500 test? 20 referring to?
21 A. Yes. 21 A. Thefees and the parameters around what
22 MS. GASKIN: Okay. Great. | will 22 therewould be fees for when we saw and we
23 reservethe -- the remainder of my time for 23 reviewed that, some of which were different and
24  rebuttal, and the defendants can -- can now start 24 more favorable than the agreement that we had
25 their questioning, or if you need to go off the 25 signed at that time.
Page 91 Page 93
1  record, David? 1 Q. Soyou'retalking about the open
2 MR. JOHNSON: Great. Thank you very 2  offer on llluminas website that |llumina made
3 much, Lauren. And good afternoon, Ms. Bailey. 3 availablein connection with its proposed
4 My nameis David Johnson, and | represent GRAIL. 4  acquisition of GRAIL?
5 AndI'll just be asking you some questions this 5 A. Yes
6  afternoon, aswell. 6 Q. So PGDx looked at the terms of that
7 | just wanted to make sure the court 7  open offer and used those terms to improve its
8  reporter just switches over the time for the 8 own agreement with llluming; isthat right?
9  questioning since we both have time limits, but 9 A. Yes
10  I'll go ahead and jumpiin. 10 Q. Other than the removal of the|Jjilj
11 EXAMINATION 11  reporting fee, were there other elements of the
12 BY MR. JOHNSON: 12 open offer that you incorporated into the June
13 Q. | wanted to return back to some of the 13 4th, 2021, amendment?
14 questioning about theJjij reporting fee that you 14 A. Theother onethat I'm aware of wasthe
15  were speaking with Ms. Gaskin about. | just want 15 removal of the companion diagnostic fees. Then
16  tomakesure| have everything clear on that so 16 therewasanincremental feethat was notin our
17  I'mjust going to run through it here. 17  agreement that was in the open letter for afee
18 So in November of 2020, PGDx entered 18  per each kit. But the net-net was still an
19 into an IVD codevelopment agreement with 19  improvement, and so we moved in that direction.
20  Illuming; isthat right? 20 Q. Sothenet financial effect of the
21 A. Yes. 21 amendment was more -- was beneficial to PGDx?
22 Q. And that agreement contained a fee for 22 A. Yes
23 |l revorting; isthat right? 23 Q. Wasthereadso afirewall provision
24 A. Yes 24 that was added in the amended agreement?
25 Q. And then in June of 2021, PGDx entered 25 A. | don't know.
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Page 102 Page 104
1 A. Potentially in the future. We don't 1 MS. GASKIN: Objection; form.
2 have any active programs around it, but we're 2 BY MR. JOHNSON:
3 awayslooking at opportunities to expand impact | 3 Q. Does PGDx currently have plansto
4 on how cancer is managed. 4  develop asingle-cancer early detection test?
5 Q. Soyou're monitoring the market, 5 MS. GASKIN: Objection; form.
6 generally, but you haven't taken any steps 6 THE WITNESS: Yeah. Same answer as|
7  towards developing a multi-cancer early detection | 7 gave previously on multi-cancer detection.
8 test? 8 BY MR. JOHNSON:
9 A. Correct. 9 Q. So that answer was that PGDx does not
10 Q. So safeto say by 2026 you won't have a 10 have any such plans?
11  multi-cancer early detection test commercially 11 A. That we are dways evauating the
12 available? 12 market landscape and opportunities to broaden
13 MS. GASKIN: Objection; form. 13 impact to cancer care, but we don't have any
14 MS. WILBERFORCE: Asked and answered. 14  active programs around it.
15 MS. GASKIN: Objection; form and 15 Q. Areyou familiar with the phrase MRD
16  speculation. 16 test?
17 BY MR. JOHNSON: 17 A. Yes.
18 Q. You can answer. 18 Q. And do you understand that to mean
19 A. Yeah. | can't speculate on timing. 19  Minimal Residua Disease test?
20 Q. If you were going to have aearly 20 A. Yes
21  multi-cancer early detection test available by 21 Q. Okay. And does PGDx currently offer an
22 2026, would you need have to have plansin place | 22 ~ MRD product?
23  today to do that? 23 A TS
24 MS. GASKIN: Objection; form. 22 1IN
25 BY MR. JOHNSON: 25 o @ 0000
Page 103 Page 105
1 Q Youcananswer. 1
2 A. Not necessarily. | would say some of 2 A I
3 thecore capabilities of the company could be 3 I
4  leveraged to move into adjacent areas of the 4
5 market. 5 Q I
6 Q. PGDx does not currently have any 6 A. I
7 multi-cancer early detection test on any type of 7 I
8 clinical path? g Q I
9 MS. WILBERFORCE: Objection; form. 9 I
10 MS. GASKIN: Objection. Asked and 10 A. I
11 answered. ]
12 BY MR. JOHNSON: 12 o IS
13 Q. I'msorry. Did you say no to that? 13 A. I
14 A. I'msorry. Canyou repeat how you 14 1
15 framed the question so | make sure | remember if | 15 N 00000
16 itwasayesor no? 16 MS. WILBERFORCE: Objection. Asked and
17 Q. Certainly. 17 answered.
18 Does PGDx currently have any 18 BY MR. JOHNSON:
19  multi-cancer early detection tests on aclinical 19 Q. You can answer.
20 path? 20 A
21 A. No. 21
22 Q. DoesPGDx currently have any singer -- | 22 o 0 |
23  single-cancer early detection tests on aclinical 23 1N
24 path? 24 A I
25 A No 2 I
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1 1 Elio Tissue Complete assay on adifferent
2 Q. Now, previously you testified during 2 sequencer?
3 your IH that PGDx does not have an|Jjjj assay on a 3 A. Yes. Wedid have apilot program on
4 clinical path or path through the FDA at this 4 the Thermo platform.
5 time. Isthat still true? 5 Q. The purpose of that pilot program, was
6 MS. GASKIN: Objection. Misstates 6 it to assessthe feasibility of the performing
7  evidence. 7  theElio Tissue Complete assay on Thermo's S5
8 THE WITNESS: Yeah. | wasreferring to 8  sequencer?
9  that asnot having aroutine clinical test or an 9 A. Yes
10  established companion program to take that 10 MS. GASKIN: Objection to form.
11 product through the FDA at thistime. 11 BY MR. JOHNSON:
12 BY MR. JOHNSON: 12 Q. Wastheresult of that feasibility
13 Q. You do not have those things at this 13  assessment that Elio Tissue Complete could be
14 time? 14  performed on Thermo's S5 platform?
15 A. Correct. 15 MS. GASKIN: Objection; form.
16 Q. And at the time of your investigational 16 THE WITNESS: The assessment for us was
17  hearing you said it was not yet clear that PGD -- 17  the combination of performance, throughput, cost
18 peDx will 18 andinstall base that we could access for the
19 MS. GASKIN: Objection. 19 distributed solution.
20 BY MR. JOHNSON: 20 During the pilot, there were portions
21 Q. Isthat still true? 21  of thetest that performed well on the Thermo
22 MS. GASKIN: Objection; form. 22 platform, there were other portions that did not,
23 THEWITNESS: [ < 202000000000
24 I 24 I
5 I =
Page 107 Page 109
- 1 I
2 BY MR. JOHNSON: 2 I
3 Q. So the path -- path forward clinically 3 s
4 tothat product depends on the results of the 4
5 trid that's currently underway? 5 BY MR. JOHNSON:
6 A. Yes. Atthistime. 6 Q. Soisit fair to say that the
7 MS. GASKIN: Objection; form. 7
8 THE REPORTER: I'm sorry. Canyou s
9  repeat your answer? | didn't hear that. o I
10 THE WITNESS: Yes. Atthistimeitis 10 MS. GASKIN: Objection; form and
11  dependent on that. 11 foundation.
12 BY MR. JOHNSON: 12 BY MR. JOHNSON:
13 Q. Ms. Bailey, earlier you were asked some | 13 Q. You can answer.
14 questions about the sequencers that PGDx'stests | 14 A. I
15 runon. Do you remember that? 15
16 A Yes 16 I
17 Q. | believeyou said that PGDx, its tests 17
18  run on the Illumina NextSeq sequencer; is that 18 MR. JOHNSON: Okay. I'dliketo take a
19 right? 19  look at adocument, if we can.
20 A. That'sright. For Elio Tissue Complete 20 Marcus, could we mark Tab 6 as Exhibit
21 and Elio Plasma Resolve, which arethe ones| was| 21 1?
22 asked about. Elio Plasma Completeisrunonthe |22 (Exhibit No. 1, a document Bates
23 NovaSeq platform. 23 Numbered PGDX_00018805 thorough PGDX_00018813
24 Q. Thank you for that clarification. 24 wasintroduced electronically.)
25 In 2018 did PGDx consider running its 25 BY MR. JOHNSON:
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Page 110 Page 112
1 Q. And pleasejust let me know when the 1 A. Yeah. | think it depends where the
2 document isavailable on your screen. | don't 2 focusis, because the product is broad in nature,
3  haveitup yet. 3 in both the number of genes and the types of
4 A. Should it bein the same folder asthe 4 variantsthat it reports. || NG
5  previous one we were looking at? 5 T
6 Q. It should be uploading now. 6 I
7 Okay. | -- | have it on my screen. 7
8 Areyou ableto accessit? 8 Q. It could be adopted across platforms;
9 A. Lookslikeit just cameup. Isit 9 isthat right?
10 titled Exhibit 1, 2020.06.29? 10 A. -
11 Q. Yes. That'sit. 11 Q. Atthetop e-mail, there's aresponse
12 A. Okay. Yes, | haveit. 12 from Rami, and in the third sentence he says,
13 Q. Okay. For therecord, thisis 1B 1 -
14  adocument with Bates stamp PGDX_00018805. |14  wanted to sell it as much as possible.”
15 Ms. Bailey, could you turn to the second pagein |15 Isthat consistent with your
16  thise-mail chain, and there'san e-mail fromyou |16 understanding, aswell?
17  thereto two people, Samuel Angiuoli and Rami 17 MS. GASKIN: Objection; form.
18 Zahr. 18 THE WITNESS: [
19 Do you see that? 19
20 A. ldo. 20
21 Q. Who are theindividuals that you sent 21
22 thise-mail to, and what are their -- 22 BY MR. JOHNSON:
23 A. SamAng -- 23 Q. Theinitial feasibility assessment that
24 Q. Sorry. What are their positions at 24 you did of the Thermo S5 platform, how long did
25 PGDx? 25 thatlast?
Page 111 Page 113
1 A. Sam Angiuoali isthe Chief Informatics 1 MS. GASKIN: Objection; form and
2  Officer, and Rami Zahr isthe Director of Product | 2  foundation.
3 Strategy. 3 THE WITNESS: Yeah. | actualy can't
4 Q. Andwhat are you asking them to do in 4 answer that accurately because it wasinitiated
5 thisemail? 5 beforel arrived at the company.
6 A. | haveto scroll down. 6 BY MR.JOHNSON:
7 Y es, this was specific to discussions 7 Q. Do you know if it was completed?
8  with Oncocyte, whose strategy is all around a 8 A. Thepilot was completed, but | don't
9 testing portfolio for immuno-oncology therapy. 9  know what the scope of that was in terms of the
10  Sothey had interest specifically aroundjjjjand | 10  timeor studies.
11  preferred for atest to be optimized on the 11 Q. Isit your understanding that some of
12 Thermo platform and had asked to see datafrom | 12  the performance limitations identified in the
13 that. And our ] dataduring that pilot was, 13 feasibility study could have been corrected
14  actualy, quite good, and that's what we were 14  through additional study?
15  putting together here to share with them. 15 MS. GASKIN: Objection; form,
16 Q. Andinthe--inyour email, thereis 16  speculation.
17 aNumber 1 where you write, ‘||| | | | |} EREEEE | 17 THEWITNESS: Yeah. I'm --
15 I | 15 BY MR JOHNSON:
v S 19 Q. You can answer if you can.
20 1N 20 A. Yesh. | -- | can't answer that
21 Isthat right? 21 sufficiently. | would haveto defer to the
22 A. Yep. That'sright. 22 technical leaders on that.
23 Q. Soisthat your understanding, that 23 Q. Okay. Could we turn to your
24 it'sclear the product could be adapted to 24 investigative hearing transcript, and if we could
25  another platform? 25 goto Page 46, please?
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Page 114 Page 116
1 MS. WILBERFORCE: Do you mean 46 of the 1 foundation.
2 hearing pages or of the PDF? 2 THE WITNESS: | would answer that in
3 MR. JOHNSON: Forty-six of the S
4 minuscript pages, the hearing transcript, so the 4
5 small number in the up -- upper right of the four 5
6 peges. ¢
7 MS. WILBERFORCE: Okay. 7
8 MR. JOHNSON: The Bates Number endsin 8
9 o013 o
10 BY MR. JOHNSON: 10 I
11 Q. Do you have Page 46 up, Ms. Bailey? 1
2 A ldo 2
13 Q. SolI'mlooking at the question 13 BY MR. JOHNSON:
14 and answer that begins on Line 11 where the 14 Q. Soitwastechnicaly feasibleto
15  questioning -- questionis: "And how would using 15  switch platforms?
16 16 MS. GASKIN: Objection; form.
17 17 THE WITNESS: There were some
18 ] 18 limitationsin areas that were important to us.
19 I 19 BY MR. JOHNSON:
20 1IN 20 Q. Has PGDx been in communications with
21 ] 21 any other sequencing developers -- sequencing
2 s 22 platform developers about performing a pilot on
2 23 their sequencer?
2 s 24 A. Wehaven't initiated pilots with
25 I 25  anybody else, but we're always looking at the
Page 115 Page 117
1 s 1 market landscape of other options, and we
2 e 2 have had conversations with other platform
3 s 3 manufacturers, none of which have given us any
4 4 optionstoday.
5 1N 5 Q. Which platform manufacturers
6 Did | read that right? 6 did-- have you had conversations with?
7 A. Yes. 7 A. Just recently?
8 Q. Soisit your testimony that, if 8 MR. GOTSHALL: Objection.
9  taken through a more complete validation process, 9  Confidentiality concerns.
10 theres| 10 MR. JOHNSON: Thank you, Counsel.
1 11 | do appreciate the need for confidentiality,
12 MS. GASKIN: Objection; form and 12 and I'm happy to designate the entirety of the
13 foundation. 13  transcript, or at least portions that you'd
14 THE WITNESS: It's possible. 14  prefer, with the highest level of
15 BY MR. JOHNSON: 15 confidentiaity. And we do have a protective
16 Q. You can answer. 16  order inthis-- inthiscase, and that is
17 A. | don't know, because we didn't 17  sufficient to cover the confidentiality
18  progress beyond the pilot plan. 18 concerns. But we do haveto gointo aternative
19 Q. Your assessment of the Thermo S5 19  sequencersthat PGDx has considered or beenin
20 platform stopped at that initial pilot? 20 communications with. It's critical to this case.
21 A. Yes 21 BY MR. JOHNSON:
22 Q. Would you agree that, technically, it 22 Q. So, Ms. Bailey, you can answer.
23 isfeasibleto switch the platformsthat the Elio 23
24 Tissue Complete Test runs on? 24
25 MS. GASKIN: Objection; form and 25
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Page 118 Page 120
1 1 MS. GASKIN: Objection; form.
2 2 THE WITNESS: No.
3 3 BY MR.JOHNSON:
4 4 Q. Sollluminadid not have to grant PGDx
5 5  approval to seek FDA clearance to use an lllumina
6 6  seguencer as part of the PGDx's distributed IVD
7 7 kit and test; isthat right?
8 Q. But which sequencing platform companies | 8 MS. GASKIN: Objection; form.
9  haveyou spoken with? 9 THE WITNESS: That's correct for the
10 A. I 10 path wetook through, which did require setting a
11 | hose arethe most recent couple, |11 new policy and precedent with the FDA.
12 atleast that I've been made aware of. 12 BY MR. JOHNSON:
13 Q. Okay. I'dliketo talk about the 13 Q. Yeah. Andl'dliketo talk about that
14  process by which PGDx obtained FDA clearance | 14  abit. During your investigative hearing, you
15 For the Elio Tissue Complete product, and that 15 mentioned someinternal capabilities at PGDx that
16  product that you aready mentioned isrunonthe |16 facilitated that path through the FDA. Do you
17  Illumina NextSeq platform; is that right? 17  recal that?
18 A. That'sright. Specificaly -- | -- | 18 A. Canyou be abit more specific?
19  should clarify, specifically for the NextSeq DX 19 Q. Sure.
20 platform isthe on-label instrument for that 20 Let me -- let me go thisway:
21 clearance. 21 Whois-- who oversaw the application -- PGDXx's
22 Q. And PGDx currently has FDA clearance |22  application for 510(k) clearance before the FDA?
23 to sdl the Elio Tissue Complete product as a 23 A. Jennifer Dickey, our Vice President of
24  distributed the IVD test; isthat right? 24 Quality and Regulatory.
25 A. Yes. 25 Q. Ms. Dickey, she previously worked for
Page 119 Page 121
1 Q. And llluminadid not participate in 1 theFDA; isthat correct?
2 your gpplication to the FDA to obtain that 2 A. That'scorrect.
3 clearance; isthat right? 3 Q. And she had some experience working on
4 MS. GASKIN: Objection; form. 4  1VD applications while at the FDA?
5 BY MR. JOHNSON: 5 A. That's correct.
6 Q. PGDx did not have alVD codevel opment 6 Q. Doyou consider her experience to have
7 agreement with Illuminaat the time PGDx 7  helped facilitate PGDx finding a path through the
8  submitted its application? 8 FDA that did not require a codevel opment
9 A. Correct. 9 agreement?
10 Q. And PGDx, ultimately, obtained FDA 10 MS. GASKIN: Objection; form.
11  clearance without an IVD agreement being complete 11 THE WITNESS: Yes.
12 inplace with llluming; isthat right? 12 BY MR. JOHNSON:
13 MS. GASKIN: Objection; form. 13 Q. Would you consider PGDx's internal
14 THE WITNESS: That's right. 14  expertise a obtaining FDA clearanceto be an
15 BY MR. JOHNSON: 15 advantage when seeking FDA clearance?
16 Q. Did Illuminaprovide any datato the 16 MS. GASKIN: Objection; form.
17  FDA in connection with PGDX's application 17 THE WITNESS: Yes, | do.
18  specifically? 18 BY MR. JOHNSON:
19 MS. GASKIN: Objection; form. 19 Q. Do you think that Ms. Dickey's
20 THE WITNESS: Not to my knowledge. 20  experience helped accelerate PGDx's application
21 BY MR. JOHNSON: 21  beforethe FDA?
22 Q. Wasllluminainvolved in any way in 22 MS. WILBERFORCE: Objection; form.
23 PGDx's application to the FDA for 510(k) 23 BY MR. JOHNSON:
24 clearance for ability to issue acomplete 24 Q. Youcananswer.
25  product? 25 A. By accelerate, do you mean in terms of
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Page 122 Page 124

1 theactual time of submission and review? 1 PGDx to pursue the same route in the future?

2 Q. Yes. That'swhat | mean. 2 MS. GASKIN: Objection; form.

3 A. No, | do not. 3 Speculation.

4 Q. What about to the completion of the 4 THEWITNESS: I

5 review? 5 I

6 MS. GASKIN: Objection; form. 6 I

7 THE WITNESS: No. The-- thetime 7 1R

8 taken for review wasthe standard amount of time. | 8 BY MR. JOHNSON:

9  Wereceived adeficiency letter, but that was 9 Q. So setting aside the 1VD agreement, now
10 donein the standard amount of time. And | 10 that you have been through that process once, you
11  actually delivered the clearance at 11:57 p.m. 11  havetheinterna knowledge on how to complete
12 theday the deadline was due, so it followed the 12 it. Isthat fair to say?

13  timeline. 13 MS. GASKIN: Objection; form.
14 BY MR. JOHNSON: 14 THEWITNESS: I
15 Q. Werethere some communications between | 15 | NN
16  PGDx employees and the FDA prior to theformal | 16 ||
17  submission? 17 BY MR. JOHNSON:
18 MS. GASKIN: Objection; form. 18 Q. Of coursenot. And that's-- and |
19 Foundation. 19  understand that. What I'm asking hereis, now
20 THE WITNESS: I'm not sure |l understand |20  that PGDx has developed that route, it would be
21  your question. 21  easier tofollow that route in the future,
22 Communication between our regulatory 22  setting aside the existence of the IVD agreement?
23 team and the FDA prior to submission? 23 MS. WILBERFORCE: Objection; form.
24  BY MR. JOHNSON: 24 THE WITNESS: In terms of know-how,
25 Q. Yes 25 yes

Page 123 Page 125

1 A. Yes. Through formal pre-submission 1 BY MR. JOHNSON:

2  letters and meetings that are opportunities for 2 Q. PGDx has set atype of precedent on how

3 any company to take advantage of in getting early | 3 acompany could progress through the FDA without

4  feedback from the FDA, we did have thosethings. | 4  an1VD codevelopment agreement?

5 Q. Would you say that Ms. Dickey's 5 MS. GASKIN: Objection; form.

6  experience contributed to PGDx developing this 6  Speculation.

7  dternative route to obtain FDA approva ? 7 THEWITNESS: Il

8 MS. GASKIN: Objection; form -- 8 BY MR. JOHNSON:

9 THE WITNESS: That's-- 9 Q. Sorry. Just checking to seeif | got
10 MS. GASKIN: -- and speculation. 10  that answer.

11 BY MR. JOHNSON: 11 Okay. Got it.

12 Q. You can answer. 12 Is the route that PGDx used to obtain

13 A. Yes 13 FDA clearance without a codevel opment agreement
14 Q. How many employees does PGDx haveon | 14  something that other companies could pursue as
15 itsregulatory team? 15 wel?

16 A. Today just one. At thetime, there was 16 MS. GASKIN: Objection; form.

17  anadditional team member. 17  Speculation.

18 Q. Andthat oneisjust Ms. Dickey? 18 THE WITNESS: I

19 A Tharsright 19 I

20 Q. Butwhen the application was submitted | 20 |

21  therewas-- there were two employees? 2
2 A Yes 2

23 Q. Doyou believe that PGDx's experience 23 BY MR. JOHNSON:

24 working through that alternative route to 24 Q. Youdon't think the FDA made an

25 obtaining FDA clearance will make it easier for 25  exception or created a path specifically for PGDx
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Page 126 Page 128
1 onlytofollow, right? 1 bulleted list; isthat right?
2 MS. GASKIN: Objection; form. 2 A. Yes
3 Speculation. 3 Q. And so that's the path of how PGDx
4 MR. JOHNSON: I'm just seeing if the 4  obtained FDA approval that you requested that she
5  court reporter got that answer. | think there 5 lay out?
6  wassome cross-talk. 6 A. Yes
7 THE REPORTER: | didn't hear an 7 Q. Ifyou'll gotothelast pagein her
8 answer. 8  hulleted list with the Bates Number ending in
9 MR. JOHNSON: Okay. It doesn't ook -- 9 799, and looking at the page with the bullet
10 okay. Sotheanswer didn't get recorded, so let 10 point, the first one begins with the text,
11  mejust ask it again. 11
12 BY MR. JOHNSON: 12 Do you see that page?
13 Q. But you don't think that the FDA 13 A. Notyet. Sorry. One moment.
14  created a path that would only allow PGDx to 14 Yes.
15 obtain clearance without a codevelopment 15 Q. Okay. Sointhetop bullet pointin
16  agreement, right? 16  Ms. Dickey'slist on this pageit says, |}
17 A Right 7
18 MS. GASKIN: Same objection. 18 I
19 MR. JOHNSON: | think we got it that 9
20 time. Maybeit would helpif you paused aminute| 20 |
21  beforeyour -- a second before your answer so 21
22 that we can get the objectionsin. It'sjust 2 I
23 really hard with the online court reporting 23 Do you see that?
24 because he can't record us both at once. 24 A. Yes.
25 I'd like to look at an exhibit now, 25 Q. What did you understand Ms. Dickey's
Page 127 Page 129
1 Marcus, if we could mark Tab 7 as Exhibit 2. 1 comment to be here -- to mean?
2 (Exhibit No. 2, adocument Bates 2 A. _
3 Numbered PGDX_00018797 through PGDX_ooo1ssoo,wes | 3 |G
4 introcueed decronically) -]
5 BY MR JOHNSON: 5
6 Q. Ms. Bailey, are you able to seethe 6 Q. For other test-devel opersto follow?
7 Exhibit2? 7 A IR
8 A Yeslam 8 Q. And the next bullet point says, |l
9 Q. Okay. For therecord, thisis Bates O
10 tampec PGDX_00018797. 10 I
11 Ms. Bailey, have you seen this e-mail 11 _
12 before? 2
13 A. Just amoment. I'm looking at it now. 13 _
14 MS. GASKIN: Yeah. Onesecond. It's 14 Do you see that?
15  still load -- thereit goes. 15 A IR
16 Sorry for the interruption. 16 Q. What do you understand that to mean?
17 THE WITNESS: Yes, | am. 17 A. T
18 BY MR JOHNSON: 15
19 Q. Inthe bottommost e-mail in this chain, 19 _
20  what are you requesting in this e-mail? 20 | do want to note that this exchange
21 A I 21  wasprior to entering the agreement within
2 I 22 lluminawithin which we committed not to take
23 I 23  this path forward with other Elio assays.
24 Q. Andthen Ms. Dickey responds to you on 24 Q. Understood. Thank you.
25 June 29th, 2020, with the, kind of, numbered and 25 And third bullet point says, | NN
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Page 130 Page 132
1 1 Q Thankyou
2 2 Earlier today | believe you testified
3 Do you see that? 3 that [lluminawas unwilling to enter an IVD
4 A. ldo. 4  agreement. Isthat what you said?
5 Q. What do you understand that to mean? 5 MS. GASKIN: Objection; form.
6 A. | don't actually know what that one 6 MS. WILBERFORCE: Can you clarify the
7  means. 7  timeperiod?
8 Q. Okay. And then looking down at the 8 MR. JOHNSON: Yeah. Let me--let me
9 second-to-last bullet point, it says, | NN 9 clarify the question.
10 10 BY MR. JOHNSON:
11 11 Q. SolI'mstill asking you about the
12 ] 12 initial VD negotiations between Illumina and
B I 13 PGDxin 2017 and | believe, potentidly, into
14 14 2018. Do you understand that?
15 MS. GASKIN: Objection; form. 15 A. Yes
16 THEWITNESS: Il 16 Q. Didyou tetify earlier that [llumina
17 BY MR. JOHNSON: 17 wasunwilling to enter into an 1VD agreement at
18 Q. Okay. We can virtually set that 18 that time?
19  exhibit aside. 19 A. Yes. That was my understanding.
20 Y ou were asked some questions earlier 20 Q. But your testimony isn't that [llumina
21  today about PGDx's negotiation with Illuminato 21  refused to enter into any I'VD agreement with
22 obtain an IVD agreement back in 2017; is that 22 PGDx,isit?
23 right? 23 MS. GASKIN: Objection; form.
24 A. Yes. 24  Misstates witness's testimony.
25 Q. And at that point you were not an 25 BY MR. JOHNSON:
Page 131 Page 133
1 employee of PGDX, right? 1 Q. Youcananswer.
2 A. That'scorrect. 2 A. | was answering that specific to the
3 Q. At that time you were working for 3 Elio Tissue Complete product on the NextSeq
4 Roche? 4  platform.
5 A. That'sright. 5 Q. And that's what I'm asking about now.
6 Q. And you joined PGDx in March of 2018; 6 Soareyou--is--isit your understanding that
7 isthatright? 7 Illuminarefused to enter into any form of 1VD
8 A. Yes 8  agreement with PGDx for the Elio Tissue Complete
9 Q. Soduring PGDx'sinitial negotiation 9 onthelllumina NextSeq platform?
10  with Illuminaabout an I VD agreement, you didn't 10 MS. GASKIN: Objection; form.
11  participatein that negotiation at all, did you? 11 THE WITNESS: Yes. That was my
12 A. No. 12 understanding.
13 Q. You never had any direct communications 13 BY MR. JOHNSON:
14 with any Illuminaemployee about an |VD agreement 14 Q. But you don't think that there was
15  at that time, right? 15 --let mestrikethat. Let merephrase.
16 A. Right. 16 Isit your understanding that there
17 Q. So anything that you would know about 17 were VD agreements exchanged between Illuming
18  what was said or what happened during those 18 and PGDx at that time?
19  discussions would have reached you secondhand, 19 MS. GASKIN: Objection; form.
20 right? 20 THE WITNESS: Yeah. | don't know the
21 MS. GASKIN: Objection; form. 21  level of information or contract exchange that
22 THE WITNESS: That's right. 22 happened at that time.
23 BY MR. JOHNSON: 23 BY MR. JOHNSON:
24 Q. Make sure we got that in the record. 24 Q. Waéll, who approached whom for alVD
25 A. That'sright. 25  agreement back in 2017?
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Page 134 Page 136
1 A. Andl - 1 Sorry for the interruption, David.
2 MS. GASKIN: Objection; form. 2 BY MR. JOHNSON:
3 MS. WILBERFORCE: Objection. Asked and 3 Q. You can answer, Ms. Bailey.
4 answered. 4 A. I'mnot aware.
5 BY MR. JOHNSON: 5 Q. Inyour former test -- in your
6 Q. You could answer. 6 testimony during the investigational hearing,
7 A. Yesah. | don't know the answer. | 7  you referred to redlines that arose from the
8  don't know the specifics on the discussions or 8 original negotiation of an VD agreement between
9 negotiations. Asyou stated, that was before | 9 PGDx and lllumina. Do you recall that?
10  joined the company. 10 MS. GASKIN: Objection. Misstates
11 Q. Soyou don't know if it was PGDx that 11  testimony.
12 asked for an IVD agreement from Illumina, or if 12 THE WITNESS: | do. If it'sthe
13 it wasllluminathat asked PGDXx if they wanted an 13  portion of the hearing | recall, that was
14 IVD agreement? 14 specific to redlines of the agreement, the
15 MS. GASKIN: Objection; form. 15 negotiations of which were negotiated in the
16 MS. WILBERFORCE: Objection 16 fal of 2019 that | picked up oversight of when
17  -- objection. Asked and answered. 17 | became CEO in April 2020; in other words, |
18 BY MR. JOHNSON: 18 didn'tinitiateit at that time. There were
19 Q. You can answer. 19 dready negotiationsin process that had begunin
20 A. Yeah. | don't know the specifics 20 fall of 2019.
21 about who initiated the dialogue and the status 21  BY MR. JOHNSON:
22 of the actual negotiations. It wasjust my 22 Q. And those were before or after PGDx
23 understanding that we were not able to enter into 23 submitted its application to the FDA for the
24 an agreement with Illumina. 24 approval with the workaround?
25 Q. Youwere unable to ultimately enter 25 MS. GASKIN: Objection; form.
Page 135 Page 137
1 intoan agreement. Isthat what happened? 1 THE WITNESS: After.
2 MS. GASKIN: Objection; form. 2 BY MR. JOHNSON:
3 Misstates testimony. 3 Q. Sothefirst communication you had
4 BY MR.JOHNSON: 4  -- when wasthe first communications you had with
5 Q. I'masking you if that's what happened. 5  Illuminaabout negotiating an VD agreement?
6 A. My understanding isthat Illuminawas 6 A. April of 2020.
7 unwilling to enter into an 1VD codevel opment 7 Q. And who were those negotiations with?
8  agreement specifically for Elio Tissue on the 8 A. Marla, | don't recall her last name,
9  NextSeq platform, but | don't have any other 9 wasdirectly leading them under the leadership of
10  specifics around the discussions that happened 10 1
11  prior to mejoining the company. 11 Q. And . that's an lllumina
12 Q. Do you know if Illuminaever sent a 12 employee?
13 draft IVD agreement to PGDx in order to allow the 13 A. Was. He'sno longer with [llumina.
14  Elio Tissue Complete product to -- let me -- 14 Q. He'saformer Illumina employee?
15 strikethat and let me rephraseit. 15 A. Yes
16 Areyou awareif |lluminaever sent a 16 Q. And when you first had discussions
17 draft IVD agreement for the Elio Tissue Complete 17 with|lll. is it fair to say that hewas
18  product to PGDx in 2017? 18  generally positive about the prospect of entering
19 MS. WILBERFORCE: Objection. Asked and 19 intoalVD agreement with PGDx?
20 answered. Ms. Bailey has responded many times 20 MS. GASKIN: Objection; form.
21  that she's unaware about the detailsin 2017. 21 THE WITNESS: Yes.
22  BY MR. JOHNSON: 22  BY MR. JOHNSON:
23 Q. You can answer, Ms. Bailey. 23 Q. Would you say that you entered into a
24 MS. GASKIN: | have the same -- same 24 positive working relationship with |
25  objection and foundation. 25 MS. GASKIN: Objection; form.
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Page 146 Page 148
1  withthe question? 1 A. Quite broad. | don't know their
2 BY MR. JOHNSON: 2  entire portfolio, but I know they have multiple
3 Q. Yesh. Let metry torephraseit. 3 applications DNA-based, | IIEIEGNGEGEGE
4 Are you aware of other oncology 4 S
5  products where a physician might view the 5 T ' o their
6  products as serving different purposesif one has 6 capabilities are quite broad.
7  abroad assessment and the other has amore 7 Q. And in the oncology space, would you
8  narrow focused assessment? 8  consider | to b 2 °
9 MS. GASKIN: Objection; form. 9 MS. GASKIN: Objection; form.
10  Speculation. 10 THE WITNESS: Yes.
11 BY MR. JOHNSON: 11 BY MR. JOHNSON:
12 Q. You can answer. 12 Q. Would you also consider Illuminato be
13 A I 13 o in that spece?
4 e - MS. GASKIN: Objection; form.
15 15 THE WITNESS: | think we see Illumina
15 16  asboth atoolsand a diagnostic content company.
17 17 BY MR. JOHNSON:
18 Q. And one of the criteria that 18 Q. Andsowhat isit -- what do you mean
19  oncologists might consider in the test isits 19 by a_ then?
20  breadth? 20
21 MS. GASKIN: Objection; form and 21
22 speculation. 22
23 THE WITNESS: [ 23
2 .
2 S 25 Q. Around September 2020 was PGDx in
Page 147 Page 149
1 BY MR.JOHNSON: 1 discussions with [ about some type of
2 Q. Yeah. | guess, kind of, the crux 2 business collaboration?
3 of my questionisif, in your experience, 3 A. Yes.
4 oncologists view a pan-cancer therapy selection 4 Q. What wasthe nature of the
5 testto beadirect competitor with amuch more 5 collaboration that you were exploring?
6 narrow therapy selection test like the Archer 6 THE WITNESS: I'd like to ask my
7 test? 7  counsd if that's something | should disclose.
8 MS. GASKIN: Objection to form. 8  That was under confidentiality.
9  Foundation. 9 MS. WILBERFORCE: Can we take a quick
10 THE WITNESS: [ 10 break?
1 1 MR. JOHNSON: Can we go off the record,
12 12 please?
1B I THE VIDEOGRAPHER: Yes. No problem
14 N | 14 One second.
15 15 Off the record at 2:02 p.m.
16 16 (Recess taken)
17 17 THE VIDEOGRAPHER: Back on the recor
15 18 a209pm,
19 BY MR.JOHNSON: 19 BY MR. JOHNSON:
20 Q. Okay. I'd liketo shift gears and talk 20 Q. Okay. Sowe were just speaking about
21 about the company | . ~Aevov (21 | Thequestionis, has PGDx
22 familiar with that company? 22 explored abusiness collaboration with i
23 A. | am. 23 1IN
24 Q. What do you understand |Jili} 24 A. Yes
25 I rroducts or servicesto be? 25 Q. Andwhat was the nature of that
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Page 150 Page 152
1 business collaboration, generally? 1 therefor now, but what comments are you
2 A. So there are a couple aspects of our 2  referring to -- strike that.
3 reationship withJjjjij starting with them asa 3 Areyou -- are you referring to
4 supplier, so we do use certain|Jjjj components 4 comments by _
5 inour own development efforts here. | 5 A. Canyou give mejust one moment and
¢ 6  I'll read through the entire document?
7 7 Q. Of course
8 I 8 A. Yes. | do recall what the discussion
o I 9  wasabout.
10 I 10 Q. Arethese -- excuse me.
11 Q. I 11 The second and third bullet point, are
2 12 thes I
13 MS. GASKIN: Objection; form. 1B
14 THE WITNESS: I 14 A. Yes.
15 N 15 Q. Thisthird pullet point says, i}
16 MR. JOHNSON: Okay. I'd liketo 15 1
17  introduce an exhibit. 17
18 Marcus, if you could introduce Exhibit 18 _
19 4, plesse 19
20 (Exhibit No. 3, adocument Bates 20 MS. GASKIN: Objection; form.
21 Numbered PGDX_00020563 through PGDX_00020565, was | 21 THEWITNESS: I
22 introduced electronically.) 2 IS
23 MS. WILBERFORCE: To dlarify, isthis 2 S
24 marked as Exhibit 4 or Exhibit 3? 2 S
25 MR. JOHNSON: Thank you for that S S
Page 151 Page 153
1 clarification. Yes, it lookslikeit's already 1
2 been marked as Exhibit 3, so we're on Exhibit 3 2 s
3 here 3 I
4 BY MR JOHNSON: 4 -
5 Q. Ms. Bailey, were you able to access 5
6 that exhibit? 6 I
7 A Yes 7
8 Q. Isthisan e-mail communication between 8 I
9 youand 9 BY MR. JOHNSON:
0 10 Q. Andinyour email in Bullet Points 2
LA Yes 1 and 3,
12 Q Whais 2
13 13
14 A. Atleast at thetime, | haven't tracked 14 MS. GASKIN: Objection; form.
15 if it'sstill the case, he was Chief Commercial 15 THE WITNESS: Can you repeat the
16  Officer. 16  question?
17 Q. And that wasin September 2020 when 17 BY MR. JOHNSON:
18 thise-mail was written? 18 Q. So your second bullet point with the
19 A Yes 19
20 Q. I'dliketo take alook at your e-mail 2
21 atthetop of this page. Just for the record, 2
22 thedocument has Bates stamp PGDX_00020563. And | 22 |
23 thethird -- actually, let's start at the second 2 I
24 bullet point. It soys I 24
2 25 Sois-- inthese Bullet Points 2
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1 and3, 1
2 2
3 3
4 :
5 MS. GASKIN: Objection; form. 5
6 THEWITNESS: I 6
7 I
s I 8
o I | ©
10 10
11 BY MR. JOHNSON: 11
12 Q. Okay. And then jumping down to Bullet | 12
13 Point 3 I | 13
14 14
15 15
16 MS. GASKIN: Objection; form. 16
17 THEWITNESS: I 17
15 I IS
19 19
20 BY MR. JOHNSON: 20
20 Q I 2
2 I | 2
22 23
24 MS. GASKIN: Objection; form. 24
25 THEWITNESS. I s 1R
Page 155 Page 157
1 I . A
2 2
3 BY MR. JOHNSON: 3 1T
4 Q. Okay. If you look down at Bullet Point 4 o @000
5 I 5
¢ I 6 A Nl
7 Do you see that? 7 MS. WILBERFORCE: Objection; form.
8 A. Yes. 8 BY MR. JOHNSON:
9 Q. What isthat areferenceto? 9 ol = @000 |
10 A 10 A
1 1
2 QN 2
e e
14 MS. GASKIN: Objection; form. 4
15 THE WITNESS: [ 15
16 I o
7 17
18 BY MR JOHNSON: 15 [
19 Q N o
20 I 0 Q. I
2. I 2.
2 2
23 A IR 23 A IR
24 MS. GASKIN: Objection; form. 24 o @@ |
25 BY MR. JOHNSON: 2
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Page 158 Page 160
. 1 I
2 A 1R 2 I
3 Q. I 3 I
4 I 4 I
5 A Il 5 I
6 Q I c I
7 A D | MS. GASKIN: Ob -
s I | 8 BY MR JOHNSON:
ey
0 IS 10 MS. GASKIN: Objection; form.
iy THEWITNESS: [
L N
13 I | 1
14 N | 14 BY MR.JOHNSON:
15 1 15 Q. Okay. Andif we go back up to Bullet
16 Q I 16 I
7 N 7
13 I o
1 I I
20 1 20 Isthat afair read of what this says?
21 MS. GASKIN: Objection; form. 21 A. Yes
22 Speculation. 22 Q. Andwhat did you mean by that?
23 THEWITNESS [ > A I
24 I 2 I
2 I 2 I
Page 159 Page 161
. 000000000000 L .
2 I 2 I
3 I | . .
4 I 4 Q. I
5 1 5 I
6 BY MR. JOHNSON: ¢ I
7 Q. Okay. Let metry to break that down so 7 R
8 lunderstand it. [ 8 MS. GASKIN: Objection; form.
o I | O THE WITNESS: [N
10 10
11 MS. GASKIN: Objection; form. 1
12 BY MR. JOHNSON: 12
13 Q. Sorry. | missed the answer there. 13
1 A S ¢
15 N | 15 BY MR JOHNSON:
16 16 o I
7 o I 7
15 I s
9 19 MS. GASKIN: Objection; form.
20 I | 20 THE WITNESS: [N
21 21
22 MS. GASKIN: Objection; form. 2 1R
23 THE WITNESS: [ 23 BY MR. JOHNSON:
2 I > Q Okay. Ms Baley, when doesPGDx
25 BY MR. JOHNSON: 25 typicaly haveits annual board meetings?
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1 I'm sorry. | can -- I'll rephrase that 1 loading, does -- the clarification about the time
2 totry to makeit more clear what I'm interested 2  period, doesthat change your response about PGDx
3 in 3 hiring Piper | °
4 Does PGDx typically have a board 4 A. Yes, it does.
5  meeting around May of every year? 5 Can you repeat the document name|
6 A. | --1don't know about "typicaly." 6 should belooking at now?
7 They're typicdly, quarterly. But from thetime 7 Q. Yes. It'snotvisibleyet. It will be
8 | took over at CEO, the company had several very | 8  Exhibit 4.
9 challenging things happening, so we actually met | 9 Okay. It should be visible now.
10 every coupleweeks. Sol -- I'm sure there was 10 Ms. Bailey, take sometime to review
11  onelast May, but | don't know that that would be | 11 the document, if you'd like, and just let me
12 atypica cadence. 12 know when you'reready. |I'm going to have some
13 Q. Allright. But you do believe that 13 questions about -- about Slide 8, but fee! free
14  therewas aboard meeting last May? 14  toreview as much asyou need.
15 A. | thinkit'slikely. | don't recall. 15 A. Okay.
16 Q. Doyou recall apresentation by 16 Q. Allright. Ms. Bailey, what isthis
17  Evercore at that board meeting? 17  presentation?
18 A. | don't. 18 A. Thiswas a presentation that Evercore
19 Q. Do you recall receiving a presentation 19  banking team gave to our board a couple months
20 from ° 20 ago.
21 A IS 21 Q. And what was the context of the
2 N 22 presentaion?
2 I > A
24 we |24
25  ended up not changing from the banker we used, sq 25 |
Page 163 Page 165
1 wedidn't formalize arelationship with them. 1
2 Q Andwhich NN 2
3 ]
4 A R 4 Q. Did you get a sense from || N
5 Q. Inthe course of your discussions with 5
¢ I 6 I
7 7 A I
.- s
9 MS. GASKIN: Objection; form. Calls O I
10 for speculation. 10
11 MR. GOTSHALL: Mr. Johnson, are we 1
12 talking about 2020 or 20217? 12 Q. And this presentation wasin 2021, is
13 MR. JOHNSON: 2021. April of 2021. 13  thatright?
14 THE WITNESS: Oh, thank you for 14 A. That's correct.
15  clarifying that, Scott. 15 Q. Sothiswaswell after the announcement
16 Sorry. | wasin May of 2020. 16  of the lllumina/GRAIL-proposed transaction; is
17 MR. JOHNSON: Maybe I'll just pull up a 17 thatright?
18  document -- sorry. | didn't mean to cut you off. 18 A. That'sright.
19 Marcus, can we just -- can we go ahead 19 Q. And at thistimein April 2021,
20  andintroduce a Document Tab 10. 2 IS
21 (Exhibit No. 4, adocument Bates 2
22 Numbered PGDX_00023088 through PGDX_00023127,was | 22 |
23 introduced electronically.) 23 MS. GASKIN: Objection; form.
24 BY MR. JOHNSON: 24 THE WITNESS: That's correct.
25 Q. So, Ms. Bailey, while that document's 25 BY MR. JOHNSON:
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Page 166 Page 168
1 Q. On Slide 8, if you could turn there, it 1  when it was announced.
2  hasthe Bates Number endingin096. Doyousee | 2 BY MR. JOHNSON:
3 that? 3 Q. Okay. Isit safeto say that this
4 A. |do. 4 presentation in April 2021 |
5 Q. The heading of the slide says, 5 T
6 6 I
7 . 0000
8 s I
9 9 MS. GASKIN: Objection; form.
10 10 THEWITNESS: I
11 11 .
12 A. 1 don't know. Good question. | 12 MR. JOHNSON: Okay. I think we can
13 --yeah. | don't know. 13 takeashort break and | can look at my outline
14 Q. Waéll, what would be an example of an 14  and hopefully come back and finish up.
15 15 THE VIDEOGRAPHER: Okay. Off the
16 A I 16 recordat234pm.
17 17 (Recess taken.)
18 Q. 18 THE VIDEOGRAPHER: Back on the recor
19 MS. GASKIN: Objection; form. 19 at2:45p.m.
20 THEWITNESS: I 20 MR. JOHNSON: Thank you.
21 21 BY MR. JOHNSON:
22  BY MR. JOHNSON: 22 Q. Ms. Bailey, you were asked some
23 C 23 questions earlier about how PGDx might use funds
2 I 24 thatit'sinstead having to pay in connection
25 A IR 25  with thellluminalVD agreement. Do you recall
Page 167 Page 169
1 Q I 1 that?
2 A IR 2 MS. GASKIN: Objection; form.
3 . I 3 THE WITNESS: Are you referring to the
4 MS. GASKIN: Objection; form. 4 discussion around profitability and investment
5 THEWITNESS: I 5 intothe business?
6 I 6 BY MR.JOHNSON:
7 BY MR. JOHNSON: 7 Q. Exactly.
8 o I 8 A Yesldo
O s 9 Q. Isityour belief that entering into
0 10 thelVD agreement with Illuminawill be a net
1 11 financial positive for PGDx?
2 12 MS. GASKIN: Objection; form.
13 AR 13 MS. WILBERFORCE: Can you aso please
14 o@ 000 14 clarify which agreement you mean? The main
15 15 agreement? The addendum?
15 16 MR. JOHNSON: Sure. Happy to clarify
17 A IR 17  thequestion.
18 o I 18 BY MR. JOHNSON:
19 19 Q. SolI'mgoing to ask the question about
20 I 20  thelVD agreement, and that will encompass the
21 A IR 21 June4th, 2021, amendment, so the most current
22 Q. And the lllumina/GRAIL transaction, 22 activeform of the agreement.
23 that was announced in September 2020, right? 23 Does that make sense?
24 MS. GASKIN: Objection; form. 24 A. Yes
25 THE WITNESS: | don't actually recall 25 Q. Okay. Isit your understanding that
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1 thelVD agreement with [lluminawill be anet 1 Q. Okay. So not the -- not the price
2  financia positive for PGDx? 2  charged for PGDx's kits?
3 MS. GASKIN: Same objection. 3 MS. GASKIN: Objection; form.
4 4 THE WITNESS: | think she asked both
5 5 questions.
6 6 BY MR.JOHNSON:
7 7 Q. I'msorry. There was some cross-talk
8 BY MR. JOHNSON: 8 there, so | didn't get your answer. Would you
9 Q. I'dliketo return to some of the 9  mind restating it?
10 questioning that happened earlier about PGDx's | 10 A. Yeah. | just wanted to make sure I'm
11  costsof goods sold. 11  clear on the question because | -- | believe
12 12 Lauren asked me both questions, both price
13 13  ranges, aswell asif welook at it from a cost
14 14  perspective, the relative cost between the kit
15 15 and the sequencing consumables. | believel
16 16  answered both ways.
17 A. That'sright. 17 Q. Okay. When you were referring to the
18 Q. Andwhich test isthat? 18  cost associated with running the -- excuse me,
19 A. That'sthe Elio Plasma Resolve Test. 19 let merestate.
20 Q. And then how many samples per flow cell | 20 When you were testifying about the
21  areassociated with the Elio Tissue Complete? 21  costsassociated with running the tests yourself,
22 A TR 22 you werediscussing llluminas inputs of the
23 o @00 ] 23  costsof goods sold; isthat right?
24 24 A. Yes That'sright.
25 25 MS. GASKIN: Objection; form.
Page 171 Page 173
1 A. 1 MR. JOHNSON: Okay. With that | will
2 Q. IsPGDx working to reduce the cost of 2  reservethe remainder of my time.
3 thekitssold in any way? 3 FURTHER EXAMINATION
4 A. Yes 4 BY MS. GASKIN:
5 Q. Can you provide some examples of how 5 Q. Ms. Bailey, you testified to
6 it'sattempting to reduce the costs of its goods 6  Mr. Johnson that your knowledge of PGDX's
7 7  decision -- discussions with Illuminais based
8 8  on secondhand information; isthat right?
9 9 A. From the 2017 discussions, yes.
10 10 Q. Who did you receive this secondhand
11 11 knowledge from?
12 12 A. From the CEO at the time, the head of
13 13  business development at the time and discussions
14 14  with our head of regulatory.
15 15 Q. Sothat was Mr. Doug Ward and
16 MS. GASKIN: Objection; form. 16  Mr. Foust; isthat correct?
17 THE WITNESS: 17 A. Yes. And Jennifer Dickey.
18 18 Q. Do you trust the information you
19 19 received from Mr. Ward, Mr. Foust and Ms. Dickey?
20 20 A. Yes
21  BY MR. JOHNSON: 21 Q. Didyou rely on theinformation you
22 Q. So the percentage of costs associated 22 received from Mr. Ward, Mr. Foust and Ms. Dickey?
23 with PGDx running the test internally; is that 23 A. Yes
24 right? 24 Q. Did you rely on thisinformation you
25 A. Yes 25  received about PGDx's prior discussions with
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Page 174 Page 176
1 Illuminawhen you engaged in your own discussions 1 impact your pricing?
2 with [lluminaabout an 1VD agreement in 2020? 2 A TS
3 A. By that time, | would say | relied more S e
4 onthe recent discussions which at the time still 4 S
5 involved Jay Foust and somebody that worked on 5
6 histeam o I
7 Q. Do you have any reason to doubt the 7
8 information provided to you by Mr. Ward, 8 C
9 M. Foust and Ms. Dickey? o I
10 A No 10
11 Q. You test - testified to Mr. Johnson 1 1N
12 that your amended IVD agreement with Illumina 12 A. IS
13 removed companion diagnostic fees. Can you B
14  explain what companion diagnostic fees werein 14
15  your initia 1VD agreement with Illumina? 15
16 A. Yes. Theoriginal agreement had 16 o = @200
17 aspecific dollar amount associated to any 7
18  companion diagnostic claim that would have been 13
19  granted on one of the kits developed under the v
20  agreement. 20 1N
21 Q. Soif PGDx wanted to develop a 21 A IR
22 companion diagnostic test, you would have had to 22 o @000
23 pay llluminaafeeto do so? 2
24 A. Under the original agreement, yes. 2 e
25 Q. What was the ballpark value of that 25
Page 175 Page 177
1  companion diagnostic fee? 1 A IR
2 A. I 2 Q. Isit common for investors to ask
3 Q. Andyou testified that entering into 3 questions prior to investing in your company?
4 companion diagnostic agreementsisacorepart of | 4 A. Yes
5 PGDx'sbusiness; isthat correct? 5 Q. Isit common for investorsto ask alot
6 A. Yes. 6  of questions prior to investing in your company?
7 Q. Andwhy isit acore part of PGDx's 7 A. Yes. They typically do extensive
8 business? 8 diligenceon us, yes.
9 A. It provides the opportunity to expand 9 Q. And do investors sometimes ask
10 theclinical utility of the product and associate 10  questions about many issues facing the company?
11  thevariant calsthat our device produces with 11 A. Yes.
12 gpecific drugs. 12 Q. Did any investors who raised concerns
13 Q. Tothe best of your knowledge, how 13 about the lack of an VD agreement with Illumina
14 would paying companion diagnostic fees to 14  later invest in PGDx after an 1VD agreement was
15  Illumina have impacted the profitability of 15 enteredinto?
16  PGDx's companion diagnostic partnerships? 16 A. Yes.
17 MR. JOHNSON: Object to form. 17 Q. You also testified to Mr. Johnson
18 THEWITNESS. I 18 that you signed your first companion diagnostic
19 19 agreement after entering into an IVD
20 20  codevelopment agreement with Illuming; is that
21 21  correct?
22 22 A. Yes
23 23 Q. Areany of your companion diagnostic
24 BY MS. GASKIN: 24 partnersthat raised concerns -- I'm sorry. May
25 Q. How would it impact -- how would it 25 | startagain?
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Page 186 Page 188
1 datato your test's performance? 1 Q. Wasit your understanding that Thermo
2 A. | think it makesit less competitive, 2 Fisher'slon Torrent did not have as good of
3 but, most importantly, we maintain higher 3 sengitivity levels as [Hlumina's NextSeq
4 requirements around performance because of the 4  plaform?
5  impact to the patient's treatment decision. 5 A IS
6 Q. Why do you maintain high requirements 6
7  for -- for performance to your patients? 7 Q. And PGDx chose not to switch its test
8 A. Wewant the highest levels of 8 to Thermo Fisher's lon Torrent platform; is that
9  sensitivity on specificity across variants so 9 correct?
10 that wedon't missacall for apatient or call a 10 A. That's correct.
11  falsepositive. 11 Q. Tothe best of your knowledge, how much
12 Q. Turning back to PX7049, which was 12 didthat lon Torrent pilot study cost PGDx?
13 thelH transcript, I'm going to be looking at 13 A. | don't know the answer to that.
14  Page40. It'sgoing to take aminute for meto 14 Q. Doyou have a-- an approximation in
15  scroll through. 15 mind?
16 A. I'msorry. You said that one was 16 A. ldon't. | wasn'tinaroleatthe
17 PX7049? 17  timewhere| saw that detail.
18 Q. Yes. Thatiscorrect. 18 Q. Tothe-- to the best of your
19 A. And what page? 19  knowledge, do you know how long the lon Torrent
20 Q. Page40. 20 pilot study took PGDx?
21 A. Okay. 21 A. | don't know that either. That started
22 Q. OnIH transcript Page 40, Line 2, | 22 beforel arrived.
23 asked you, Question: "And do you know why PGDx 23 Q. Do you have an approximation of how
24 did not use Thermo Fisher?' 24 long that took?
25 Answer: I 25 A. Itwascertainly --
Page 187 Page 189
1 1 MS. WILBERFORCE: Objection. Asked and
2 I | 2 svered
3 I | 3 BY MS GASKIN:
A I - Q. I'msorry. | heard Nana's objection.
5 5  Didyou start to speak before that?
¢ N ¢~
7 N | 7
s S 8 Q. Do you know when the lon Torrent pilot
o N | O sudy ended?
10 10 A Idontrecal that
1 11 Q. You also testified to Mr. Johnson
2 1 12 that you have had conversations with |
13 Was your answer accurate when you made | 13 [Jll; isthat correct?
14 iton March 2nd, 2021? 14 A. Yes.
15 A. Yes 15 Q. Have you performed any studies on how
16 Q. Isyour statement still accurate today? 16  your therapy selection tests will work on
17 A. Yes 17 I n'atform?
18 Q. What is sensitivity? 18 A. No.
19 A. A way to think about sensitivity isto 19 MS. WILBERFORCE: Objection.
20  not missan important mutation call inasample, |20 | just want to flag here that thisis avery
21  soit'show deeply you can find that mutation. 21 confidential areaof the business.
22 Q. Why isitimportant to PGDx to have a 22 MS. GASKIN: Okay.
23 high sengitivity level? 23 BY MS. GASKIN:
24 A. Soyoudon't missan actionable 24 Q. Do you know how PGDx's test would
25 mutation in apatient sample. 25 perform on |l r'atform?
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Page 190 Page 192
1 A. No. 1 Q. What components does|jjjjjij provide for
2 Q. Areyou aware that il isa 2 PGDx'snewest kit?
3 I »'atform? 3 A. | won' disclosethat.
4 A. Yes 4 Q. Isthisnewest kit the Plasma -- Plasma
5 Q. Youtestified earlier that PGDx's Elio 5 Complete Test?
6 PlasmaResolve and Plasma Complete Tests are 6 A. Yes
7 liquid biopsy tests; isthat correct? 7 Q. Doesjiiilj rrovide PGDx |
8 A. That'scorrect. 8  products for the Plasma Complete Test?
9 Q. Would using 2|l r!atform be 9 A I
10 suitablefor liquid biopsy? 10
11 MR. JOHNSON: Object to form. 1
12 THEWITNESS. | | Q. Ms. Bailey, | want to assure you that
13 13 thisisaconfidential transcript. If you know
14 14  the answer to the question, | would just ask that
15 15  you answer it.
16 16 | can restateit, if necessary.
17 17 A. No. Itisnot the| | N
18 BY MS. GASKIN: 18 1
19 Q. Soit'simportant to PGDx that a 19 Q. Thank you.
20  seguencing provider have aDX option? 20 What is theJJjj components that are
21 A. Yes 21  associated with the Plasma Complete Test?
22 Q. And isthat because PGDx pursues a 22 MS. WILBERFORCE: Objection. Asked and
23 decentralized kitted product? 23 answered.
24 A. Yes. Decentralized with taking 24 BY MS. GASKIN:
25  products through the FDA, who requires DX 25 Q. Ms. Bailey, if you know the answer,
Page 191 Page 193
1 instruments. 1 thisisaconfidentia transcript, you can
2 Q. Haveyou performed any studies on how 2 answer.
3 your therapy selection test will work on 3 A. | shared what it isn't. | don't think
4 N v'aform? 4 we -- there's close to a hundred components of
5 A. No. 5 theassay. | don't know al of the specifics on
6 Q. Do you know how the PGDx test would 6 all of the] ] components, just that they are a
7 perform on an|jll0'atform? 7  supplier related to that kit.
8 A. |dont. 8 Q. Arethey an -- an important supplier?
9 Q. Areyou aware of whether |l hes 9 A. Yes
10 any NGS platform currently on the market? 10 Q. When did you begin purchasing these
11 A. They do not, to my knowledge. 11 components from |7
12 Q. Switching gears slightly, Mr. Johnson 12 A. | don't know the exact time frame, but
13 asked you about your relationship with|Jjili] 13 that product development cycle was at least a
14 | isthat correct? 14 year, soit'sbeen sometime.
15 A. Yes 15 Q. Wasthis2020?
16 Q. Youtestified -- 16 A. Yes.
17 MS. WILBERFORCE: | justwanttoflag |17 Q. You testified that these|jjili]
18 here-- apologiesfor interrupting. | just want 18 components are for your newest kit. Did you use
19 toflag herefor the record that thisis also a 19 |l components for any other kit?
20 confidential area of the business. 20 A. Nonethat I'm aware of.
21 MS. GASKIN: Yes, maam. Thank you. 21 Q. Who do you purchase these components
22 BY MS. GASKIN: 22 from? Isit|jj themselves or somebody else?
23 Q. You testified that ] provides some 23 A. Yeah. The onesyou're asking about
24 components of PGDx's newest kit; isthat correct? | 24 directly from |}
25 A. Yes. 25 Q. Prior to usingilij. did you purchase
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Jay Foust </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
From: (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=6CEEA27ADDAS541D685C7A6448C4B3CDC-
JAY FOUST>

Sent:  Thursday, June 14, 2018 11:15 AM
To: Megan Bailey <mbailey@pgdx.com>
Subject: RE: quote pre-approval request

Right-

I think the quote they suggested in actually pretty good. Its vague and we can spin it multiple ways depending on

reactions we may get from_ etc...

PS- so glad you spoke to him. |like him a lot but can’t read him very well yet!

From: Megan Bailey

Sent: Thursday, June 14, 2018 10:12 AM
To: Jay Foust <jfoust@pgdx.com>
Subject: RE: quote pre-approval request

Okay, just wanted to make sure we were taking that into consideration. In that case I'm fine with it. We’ll have a
somewhat competing panel so we should be smart about what we say, but | agree with helping them out. Let’s see what
[l says about where we are and then I'll jump in (he and | talked yesterday about this too).

Megan Bailey

VP, Marketing

a. 2809 Boston St, Suite 503, Baltimore, MD
e. mbaile dx.com

p. 520.820.8710

The information contained in this electronic message may be legally privileged and confidential under applicable law, and is intended only for the use of the individual
or entity named above, If the recipient of this message is not the above-named intended recipient, you are hereby notified that any dissemination, copy or disclosure
of this communication is strictly prohibited. If you have received this communication in error, please advise the sender immediately by reply email and delete the
communication immediately without making any copy or distribution.

From: Jay Foust

Sent: Thursday, June 14,2018 11:09 AM
To: Megan Bailey <mbailey@pgdx.com>
Subject: RE: quote pre-approval request

Yes.. some.... however they're behaving badly recently so unlikely to get much worse anyway- trying to bully us in to
giving them ourﬁ in exchange for plasma (keep that quiet please). At this point | think it would be helpful for them
to really know we’re not dependent on them.

Sent from Mail for Windows 10

From: Megan Bailey

Sent: Thursday, June 14, 2018 10:06:39 AM
To: Jay Foust

Subject: RE: quote pre-approval request

Any concern on publicly supporting Thermo on plasma assay before having lllumina Phoenix agreement signed?
FTC-PGDx-00000130
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Document Placeholder

This document was produced in native format
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PGDx elio tissue complete vs Competition

IVD Tumor Immunotherapy Automated Lab Friendly Data 8 Sample
Profiling Kit MS| and TMB Bioinformatics Workflow Scalable TAT Contrel
PG @ @ ¢ @ ¢ @@ ©
@
llumina @ @
ARCHER ) @ @ @ @

KIT MODEL ENABLES ANY LAB TO OFFER IN-HOUSE TESTING WITHIN 3 WEEKS

Only distributed FDA cleared sensitivity Automated analysis and robust
solution with no manual checks specificity protocol enables scalability
pass rate
PG

We are only solution that has tissue+plasma with same lab workflow, similar kits,
similar training, same server, same reports, same bioinformatics data flow, same user
interface

We provide all the data at the local site. Never leaves the lab. Labs own and control

all of it 1

We have elio-connect that integrates our solution into the lab. Empowering the lab
to use make best use, full use of NGS. Why spend all this effort and money running
NGS, without squeezing more juice out of the data.

We are the only FDA cleared medical device. || NN NG

CONFIDENTIAL MATERIAL PGDX_00023765

CONFIDENTIAL - FTC v. lllumina/GRAIL
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We are not an instrument maker or tied to any particular chemistry or sub-

components. Our kits are best-in-class component parts. || GG

Lab economics.

]
TAT: 4 days for us. As few as three. Send outs are weeks. ||| NEGNGNGEGEGG

—
Lab workilow: |

End-to-end custom reporting: We have a solution that enables labs to report out as

they like. |
Pan-cancer and tumor profiling: ||| | I | think there are a group of

investors that are aware of [Jjjjjjij 2nd think we look like them. Our comprehensive
use differentiates vs their more narrow use
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Competitive Landscape — PGDx Plasma Portfolio

Kitted plasma ; Biomarker CEmarked | Amplifications & Lab Friendly | Data J
assay | discovory assay | assay | Transloc MS! status | & Scalable | Control Targetod sssay
PG ¢ ¢ © ¢ © ¢ ¢ ¢
: y /4
llumina @ @ @ @
ARCHER ) @ @ @ @

KIT MODEL ENABLES ANY LAB TO OFFER IN-HOUSE TESTING WITHIN 3 WEEKS

sensitivity at >0.5% MAF sensitivity at > 0.75% Automated analysis and
for Clinically actionable SNVs MAF for translocations robust protocol enables
indels, and MS| sensitivity at > 1.2 fold scalability
change for amplifications

We are only solution that has tissue+plasma with same lab workflow, similar kits,
similar training, same server, same reports, same bioinformatics data flow, same user
interface

We provide all the data at the local site. Never leaves the lab. Labs own and control

all of it

We have elio-connect that integrates our solution into the lab. Empowering the lab
to use make best use, full use of NGS. Why spend all this effort and money running
NGS, without squeezing more juice out of the data.

We are the only FDA cleared medical device. || N NG
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We are not an instrument maker or tied to any particular chemistry or sub-

components. Our kits are best-in-class component parts. || GG

Lab economics.

]
TAT: 4 days for us. As few as three. Send outs are weeks. ||| NNEGNGNGNGEGEGG

—
Lab workilow: |

End-to-end custom reporting: We have a solution that enables labs to report out as

they like. |
Pan-cancer and tumor profiling: ||| | I | think there are a group of

investors that are aware of [Jjjjjjij 2nd think we look like them. Our comprehensive
use differentiates vs their more narrow use
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From: Rami Zahr

Sent: Monday, June 29,2020 9:29 PM EDT

To: Samuel Angiuoli; Megan Bailey

Subject: Re: Project lon: Analyte performance data
Attachments: PDGXx - lon Torrent Summary - 29JUN2020.pptx
Hi Megan,

Sam and | worked on lon slides attached. With [ liechnical expertise we decided to give them a

good amount of detail . | | | G- o - wanted to sell it as much as

possible. We kept slide 2 that covers workflow hidden for the sake of time. Let me know if you would
like to see anything else.

Have a good night!
Rami Zahr

Director of Product Strategy
a. 3600 Boston St, Suite 10, Baltimore, MD
e. rzahr@pgdx.com

,,,,,,,, JSUN .

p- 607.351.9049

PG

The information contained in this clectronic message may be legally privileged and confidential under applicable law, and is intended only for the
use of the individual or entity named above. If the recipient of this message is not the above-named intended recipient, you are hereby notified
that any dissemination, copy or disclosure of this communication is strictly prohibited. If you have received this communication in error, please

advise the sender immediately by reply email and delete the communication immediately without making any copy or distribution.

From: Samuel Angiuoli <angiuoli@pgdx.com>

Date: Monday, June 29, 2020 at 8:21 AM

To: Rami Zahr <rzahr@pgdx.com>, Megan Bailey <mbailey@pgdx.com>
Subject: Re: Project lon: Analyte performance data

Thanks Rami. I’ll do a turn on these this morning and we can discuss

From: Rami Zahr <rzahr@pgdx.com>

Sent: Sunday, June 28, 2020 23:09

To: Megan Bailey; Samuel Angiuoli

Subject: Re: Project lon: Analyte performance data

Hi Sam,

CONFIDENTIAL MATERIAL PGDX_00018805
CONFIDENTIAL — FTC v. lllumina/GRAIL
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May need your help filling this in because | wasn’t involved in the project. | got the ball rolling converting
it to the new powerpoint format and taking some of the material from Abby’s slide deck. | can also
schedule some time tomorrow for a working session.

Thanks,

Rami Zahr

Director of Product Strategy
a. 3600 Boston St, Suite 10, Baltimore, MD
e. rzahr@pgdx.com

p. 607.351.9049

PG

The information contained in this electronic message may be legally privileged and confidential under applicable law, and is intended only for the
use of the individual or entity named above. If the recipient of this message is not the above-named intended recipient, you are hereby notified
that any dissemination, copy or disclosure of this communication is strictly prohibited. If you have received this communication in error, please

advise the sender immediately by reply email and delete the communication immediately without making any copy or distribution.

From: Megan Bailey <mbailey@pgdx.com>

Date: Sunday, June 28, 2020 at 4:03 PM

To: Samuel Angiuoli <angiuoli@pgdx.com>, Rami Zahr <rzahr@pgdx.com>
Subject: FW: Project lon: Analyte performance data

Hi —hope you’re both having a great weekend, and no need to respond to this until tomorrow, but can
you help me put together a 3-5 slide Exec Summary with the goal of communicating the following:

Hard for me to make sense of these, and we don’t want it to be a deep dive technical review, but rather

something tha |

Thanks!
Megan

From: Abigail McElhinny <amcelhinny@pgdx.com>
Sent: Wednesday, June 24, 2020 5:00 PM
To: Samuel Angiuoli <angiuoli@pgdx.com>; Rami Zahr <rzahr@ pgdx.com>
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Cc: Megan Bailey <mbailey@pgdx.com>
Subject: Project lon: Analyte performance data

Hi everyone

These are in depth technical review slides on_ This

was the review to prepare for the LCC where we recommended pausing the project due to lack of
business case or pharma to move forward with, but the data on our performance is here.

@Samuel Angiuoli @Rami Zahr feel free to take these for investor deck and create whatever needed.

We do have a lot of additional slides on findings on || |  lGcNININGEGNNEEEEE - <

but | removed them due to size of the deck. | can re-send anything else needed.

Abby

CONFIDENTIAL MATERIAL PGDX_00018807
CONFIDENTIAL — FTC v. lllumina/GRAIL
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From: Megan Bailey

Sent: Monday, September 21, 2020 5:42 PM EDT
To: ﬁ

Subject: RE-ommerciaI Structure

Abit ©.

Are the first 3 lines US specific? Are they selling into molecular pathology labs in the sense that they

A few other thoughts following our last talk:

1. Commercial scale up numbers | sent you were US only. [ lEEEGGNGNGNGEGEGEGEGEGEGEGEEEEEEEEEEE

Wanted to make sure that was clear.

Ho

Megan

Sent: Friday, September 18, 2020 6:09 PM
To: Megan Bailey <mbailey@pgdx.com>
Subject: Re:‘ommercial Structure

[EXTERNAL EMAIL]
Quick response. Multi-tasking:

Three regional sales directors

Each region has two product specific sales managers - syn bio and ngs
Total 65ish(!) heads spread across the groups.

About 12 fas worldwide

6m spend on customer service and tech support worldwide.

CONFIDENTIAL MATERIAL PGDX_00020563
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Any use?

On Sep 18, 2020, at 2:44 PM, Megan Bailey <mbailey@pgdx.com> wrote:

o

Appreciate the discussions today. As a follow up, would you be willing to share your commercial org
structure — headcount by segment, whether you have a generalist approach supported by technical
specialists or what the profiles are, where the NGS portfolio sits from a structure standpoint, what
segments they're calling on, and who the key stakeholders are in the sales process?

That would be really helpful as | think through what the most effective commercial strategy might
look like upon

Thanks,
Megan

Megan Bailey

Chief Executive Officer
a. 2809 Boston St, Suite 503, Baltimore, MD

e. mbailey@pgdx.com
p. 520.820.8710

www.personalgenome.com

<image001l.png>

The information contained in this electronic message may be legally privileged and confidential under applicable law and is intended only
for the use of the individual or entity named above. If the recipient of this message is not the above-named intended recipient, you are hereby
notified that any dissemination, copy or disclosure of this communication is strictly prohibited. If you have received this communication in
error, please advise the sender immediately by reply email and delete the communication immediately without making any copy or

distribution.
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CAUTION : This message originated from outside of the Personal Genome system. Be mindful before clicking on links,
attachments, or providing personally identifiable information or financial information. Be especially careful when replying to

messages that contain personally identifiable information.

CONFIDENTIAL MATERIAL PGDX_00020565
CONFIDENTIAL - FTC v. lllumina/GRAIL



FEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 8/5/2021 | DOCUMENT NO. 602197 | Page 102 of 102 | PUBLIC

PUBLIC

EXRHIBIT B12

DOCUMENTS MARKED CONFIDENTIAL
REDACTION IN THEIR ENTIRETY REQUESTED



	I. Documents for Which In Camera Treatment is Requested
	II. Legal Standard
	III. The Confidential Documents Are Secret and Material Such that Disclosure Would Result in Serious Injury to PGDx
	CERTIFICATE OF SERVICE

	B5 - PX8548 - WIF.pdf
	05_PGDX_00018760_image
	06_PGDX_00018761_image

	B6 - PX8549 - WIF.pdf
	07_PGDX_00023417_image
	08_PGDX_00023418_image
	09_PGDX_00023484_image
	PGDX_00023484
	10_PGDX_00023485_image
	PGDX_00023485
	11_PGDX_00023486_image
	PGDX_00023486




