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~ THE l"NITED STATES DISTRICT COURT 
FOR THE l\iOODLE DISTRICT OF NORTH CAROLINA 

.:--JATERA, INC., 

Plaintiff. 

V . 

EOGENOMlCS LA0ORATORlES, 
INC., 

Defendant. 

C.A. No. l :23-CV-629-CCE-JLW 

DEFE~DANT NEOGE~Ol\U CS LABORATORIES, ~ C.'S OPPOSITION AND 
CONDITIONAL CONSENT TO NA TERA'S MOT IO~ FOR LEAVE TO FIi -~ 

FIRST A1\ifENDED COI\iIPLATh1 

The Corn1' s September 24, 2024 Order requires that Natera base any proposed 

ame11drnen1 to its co111pl.:l1t1I at lei:ist i11-pa11 on iu forma1io11 learned atier September 12. 

2024. (Dkt. 330 m 3.) Natern foils 10 meet this requiremeut. 

Natera arg11es that since September 12. it has learned uew evidence demo11s tn1ti11g. 

tlun ( I) ·'RaDaR 1.1 nse~ biological samples obtained from a subject m different rime 

points,'' amt (2) "that an S V rnu1a1ion present iu less tha110.015% of the cell-free D1 A 

having the S V locus is de1ected from the sequence rea<.l-; in RaDaR 1.1." (0kt. 339 at 7 .) 

RaDaR 1. L however, does not differ frow RaDaR 1.0 u.1 either respect. There is 110 reasou 

Nntern could not lrnve asserted the '596 Patent against RnDnR 1.0 at the beginning of this 

lawsuit. 

Moreover. a lent 's lnief and amended complai11t are 11oticeably devoid of any 

cvideucc or argumeut suppo11iug its co11te11tio11 that documents produced l>y eoGeuomics 
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on October 31. 2024 "contained new information regarding aspects of the RaDaR 1.1 ass.1y 

that serYe as the basis for Nc1tera ' s [new] infringement claims." (0kt. 339 <1t l l .) Permitting. 

1 arera to add rhe '596 pa.rent at this j 1mc1tm! will prejudice ' eoGenomics: it will expand 

the parties' discovel)' obligatious and risk delay to the cuncut scheduk a ceutral ten11 iu 

the pru"1ics' pa11ial sclllerneut agrecmc111. Natern 's wotion to arneud should therefore be 

denied r1ccording to the terms of the Court's order. 

, eve11heless, despite atera ' s im1bili1y 10111c1ke the showi11~ required by 1he Court 's 

order, NcoGcnomics is eager to clear RaDaR 1.1 from Natcra's tmfounded patent claims. 

eoGcuomics therefore does uot oppose . ntera ' s proposed ameuchueul provided that the 

prejudice to NeoGenomics cm1sed by this late Amendment is mitigated through the 

following measures: 

• First, that the cuncut trial date, October 13-17, 202:, be maintained subject 

to the Court's irrnilabil ity nnd criminnl docket. (Dkt. :no.) A principnl term 

of the parries ' pm1i;il sett lerneul a,greeme111 is 1ha1 the pa11ies would propose 

a case schedule that allows for trial witJ1in 6-8 mouths frolll the Notice 

required under the cmTcut schedule. (See Dkt. 324 at 10.) 

• Second. prompt disclosure of I H.lern ' s iulii11geme111 couten1io11s for its new 

patcut, iucludiug. a reasouable limit ou the m1mbcr of claims asserted in both 

pAtents.1 1Atern 's current proposal would defoy infringement contentions 

1 NeoGcnomics suggests no more than fonr claims per patent. In exch:rnge. ~eoGenomics 
could agree to limit its preliminary iuvalidity contentions under 35 U.S.C. § 102 and 103 
to Lltree combinations of up to rhree p1ior Hrl references per claim. 
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until tv.-o days alter the Court rnlc on it request for leave. Natera should 

provide its infringement coutet1tio11s 110w and should mect11i11g ful1y nmrnw 

its as. e11ed cltt ims neross both patents now. 

• TI1ird. allowance for uew discove1y targeted at foctual issues irnµlicated by 

Nntern 's new infringement a llegatio11s. ) 

Incorµornt inµ the e g.uidclinc . coGcnomics propo c the followin~ schedule. 

Event Date 
,Hera serve!) preliminary iufriugcmcut * Within two busi11'eS~i days of 

contentions for tlie ' 596 Pateut and NeoGenom;c\· • Opposi1ion and Condirionnl 
prelimiuary iufring.cw cut coureutious for Conscmt filing' 
the '-t5-t Patent. limited to no more than 
..i. claims per vate1ll 

coGenomics . crvcs prclimirnuy December 11, 101-1 
iuvalidity co11tcntio11s. limited to no 
wore than 3 colllbinatious of 3 
references oer claim. 
Pai1 ics exchange propo. cd claim December ]0, 101-1 
cons trnction tcmis 
Pctrties exchange pre liminary January 6. 2025 
constm ctions ctnd intrinsic evidence 
Parli~s tile Joint Claim Con ·tmclion January 13, ]025 
Statellleut 
Pa11ies file Oµeniug C laim Construction Jm111a,~· ]0, ]025 
briefs 
Partie.s tile Rcsponsiw Claim February 3, ]0]5 
Couslmctiou briefs 
C'lnim C'onsrmcrio n Hearing I .-I I the court ':. cmn·enience mu/ discretion 

2 NcoGenomics antic ipates some of this discovery will occur abrond ai1d may 110 1 be 
o l>taiual>le before U1c cmTeul close of fac t discovery 0 11 April '1. 2025. NeoGeuonucs' 
proposal is co11t iuge111 0 11 allowi11g sucb t!Videucc to l>e used at ltial with sufficient 
disclosure be fore the Pretria l conference. A full schedule cousistent with NeoGenomics • 
proposal is attached as Exhibit A. 
3 This is the only dare for which nrern proposes a different d:He (within two days of the 
Conn's mling on ntern 's motion). Other dntes indicnted in ital ice; are jointly proposed by 
the pa11ics. 
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I. LEGAT, STANDARD 

Becaw;e a scheduling order has already been e111ere<L the Court should modify th;it 

order "only for good cause.'' FED. R. C'IV. P. 16(6)(4). "[Dliligeucc" i the "toucbstouc" 

of good cause under Rule 16(b). Fa11lconer v. Centra Health. Inc .. 808 F. App'x 148. 152 

(4th Cir. 2020) (nnpnblishcd). \Vhcn a moving party knew of the nnrlcrlying. conduct 

}ri,i11~ rise to the chlim but did not promprly raise rbar condw.:t, .. ,hen the party n 1m101 

establish good cause under Rule 16." Id. at 152 & 11. l (collccti.ug ci1scs). Indeed. the 

C'om1's September 24. 2024 Order recognizes "the prejudice to NeoGeuomics from au 

amendment filed now which conld have been filed in Aug:nst or early September" and 

acconlli1gly stare th.tt ''the need for the amendmeu1 must he base(l ar least in pan, on 

iufonuatiou Natera learned or learns after September 12. 202•1." (0kt. 330 al 3.) 

II. FACTUAL BACKGROli~ D 

By lnte June 2024. NeoGenomics' resenrch and development had shown thnt the 

Rr1 Da R 1. l assay would work llS i11tewle<.l. On June 21, Ne0Ge11ornics produced more than 

3.700 documents describing the RaDaR l.l work.llow and experiments. (See Dkt. 307 al 

l l .) The documents withiu this production included results from NeoGcnomics ' feasibility 

experiments, including TIRA tickets showing internal discn.ssion of those experiments. 

(Dkt. 313 'I 39 .) e0Ge110111ics' µrocl11c1ion ,ilso included a presentaticm wirh ,111 overview 

of the new wet lab steps i11 RaDaR 1. L n desc1i ptio11 of the initial fo;isibilily expe1imen1s 

(iucludiug sensitivity ), a diagram and list of the workflow adjustments that would have to 

be made to nccommodate the new molecular biology step~. and proposed pli-ins for 
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development of the conuncrcial assay. (Id.) NcoGcnomics Im promptly produced the 

SOPs and docume11rntio11 relakd to RaDaR 1. 1 as it h,1s become ,wailal>le. (See Dkts. 339-

4. 339-6.) f\,1ost impot1a11t to this motion. however. i. that nothing produced after 

September 12. 202,t comprised truly 11ew i11for111afio11 rc?,ardinp. the two claim clements 

tllat Nall;!nt uow coutcuds it was uot al>lc to c!>taulish piior to l'C;!cciviug doculllcuts produced 

l>y Ne0Ge110111ics • 0 11 October 31. 2024. 

m. ...\RGCl\·I I::~T 

A. .'.'JATERA CA.~~OT SIIO\V GOOD CAl.SE DEC.ACS£ ITS 
Ai\lK\"'DED ALL EGA TIO~S ARE BASED O~ 
I~FOR.\IA TIO:\ K.'iO\Y:\ \\"ELL BEFORE SEPT.E:\IBER 12, 
202.J 

1 atcra 's brief aud aim.:udt!d cowplawt are de\·oid of any evide111.:\! or argtlllll' llt 

suppo11iug its vague conteutio11 that documents produced by NeoGenomi..:s 011 O..:tol>er 31 . 

2024 "contained uew iufonnatiou regarding aspects of the RaDaR 1.1 assay I hat serve as 

the basis for atern '. [new] infringement clnim . . " (0kt. 3J9. at 11.) As Narcrn 's ~lotion 

com~~tly ackllowlt:dg~s. RaDaR 1.0 aud L.l differ iu tliat: 

7. 

0kt. 339 at I 0. However. the two li111ita1io11s of the '596 p,1te111 for which Natera argues it 

learned new information arc completely different: " i11cl11di11F- al lea. t that RaDaR 1.1 11. cs 

biological samples obtained from n subject nt difforent time points ,met that an SNV 

mutation pre ·eul iu le ·s than 0.0 I 5~o of the cell-free D A havi11g the SN\" lorn · i • dete1.·ted 
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from the sequence re.ids in R.iDaR 1.1. which .ire rclcv.int to CJc1im I of the '596 Pc1tc11t." 

(Dkt. 339 at 7.) Natera's Amended C'ompl.tiul shows that it had the i11fo1111ation it rd ies 

ou to allege infringement of these two limiratiow lo11i before Seplelllber 12. 2024. 

Fir t. the 0.015°·o sensiti\·ity limitation in the '596 Patent is nearly ide11ficol 10 

asserted clailll 14 iu tbc already-asserted '454 Patcut ("wherciu the lllcthod is capable of 

detecting an SNY mutation that is present iu less than or equal to 0.015°-~ of the cell-free 

Dc A comprising the S rv loc1L<;"). The allegmiow 011 sen. itivity in the amended 

complaint arc tbat " RaDaR L. I is au updated versiou of RaDaR l LOr (0kt. 339-I at -1.'.!0). 

and that ilie level of dctectiou of RaDaR 1. l is ··equi\'aleut to RaDaR 1.0·· (i. c .. les!> tba11 

0.0 LS0~). (Id at 420-23.) TI1e remaiuderofNatera' s allegat1011s of&,DaR I . L ·s ~u~;civity 

;ire that Ra l)nR I .0 meets the . eu. itivity li1111tations of the '596 patent. 'a tera has hnd the 

evidence n11dc1pinui11~ its a llc!?ations for months. 

Fmther. Natera has known tlie facts uuderlyiug NeoGeuornic~ • seusiti\·ity cl.uws 

reg:miing Rrt l)aR 1.0 since 2023 (Dkt. 339- 1 at 4'.!'.' (citing. • E<XrE 00000 I '.!0)). l'\atern 

ha. known RaDaR I . I is nn updated version of RnDnR 1.0 nt least since July 1, 20'.!-l. (Dkt. 

307 at 11.) More importantly. Natcrn has had the rcsulls of NcoGeuomics' 

exp~rilllematiou couccruiug. RaDaR 1. l ' s sensiti\·ity siuce at least August 5. 202-t. (Dkt. 

302-3 nT 7) (show ing 

): (Dkt. 302-12 at 1'10-1•11 

(Forshew Jul. 19. 2024 30(b)(6) Dep. Tr. at 139:18-1-l0:3)) (' 
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In addition, Nat era has similarly known for months that RaDaR 1.1 uses biological 

samples from multiple timcpoiuts."1 Indeed, Natera ' s amended complaint cites cloculllcnt 

for this I imirnt ion of the ' 596 Patent tluit were produced before the prelimilmry i11j1mclio,1· 

;:incl a ver.,ion of Ne0Genom1cs website 1hat was ··1asr accessed [on] January 30, 202-'I." 

(Dkt. 339-1 at 400-402 (citing to EOGE- 00000116 and ~eoGcuomic~• website.) 

Ignoring this cvidcucc. Natera attempts to create doubt by arguiug that doculllClll!:> 

produce<l by NeoGenomics on Octob~r 31 , 2024 ·'contained new infonnation regnrding 

a1-,1Jects of the RaDaR 1.1 assaJ that serve ;1s the basis tc.ir J i1tcn1•s [new] iufringe11teut 

c laims."' (0kt. 339. ar l l.) This is mae altorney arg.umeur. Nowhere 111 its lnief or 

allleudecl cornplaiut docs _ atera: (a) poiut 10 any ucw docmueut tliat e~tal>lishes these two 

clements: or (b) demonstrate or otherwise explain how any new document containe<l any 

111fonnation difTereut from rhe evfrie11ce <liscnssed above thar \.\.1;1s proclnl'ed long before 

September 12, 2024 . (Id.) ;Hern ' s showi11g thns does 1101 approach ··good ea use" required 

for auy amcudrueut based 011 iufonuation kamed after September 12, 2024 . (Dkt. 330 at 

3-4.) 

R. ~ OGENO:\fiCS \YILL BE PRE.ITTDICED IF THE ADDmON 
OF THE '596 PATE1'T DELAYS THE TRLU DATE 

A the C'onrt has nlready recognized. a tern 's delayed efforts ro a<l<l the ' )96 patent 

.t Mo11itori11g pa1ient sttmples from multiple ti111epoi111s is how MRD 111011iro1i11g works. 
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results in prejudice to NeoGenomics. (Dk-t. 330 at 3.) A centrnl term of the pnrties' pnrtinl 

settlement ngrccment ngreeing on n cnse schedule thnr nllow~ for trinl within 6-8 months. 

whid1 the Court set for Ocwber 2025. (See Okrs. 330: 324 at I 0.) at era 's iuftiugerne11t 

allegations concerniug the ' 596 Patent will require additional claim constrnctiou aud fact 

discovc1y- <1t least from its inventors and pufaffre lll\'Clll"or s. Nevertheless, Nl.!oGenomics 

believes that the 5.chc<lnlc proposed by Nntern i~ Achic\'ablc with the following; 

modific.:itions- as long as the addition of the '596 patent a11d Any ml<li1ional discovery, 

claim constrnctiou. aud other procedures do not cause tlie trial date to slip. Should that 

happen, the Court should sever the ' 596 patent to a separate case with a separate schedule. 

First. Natera ·s proposal would delay infringement contentiol.15 until t\vo cfays after 

the Court mies on its req1Lest for lea\'e . There is no re;isou for rhis delay. 'atern ~s exhibits 

ro its proposed amended c-0ruplaint already indude an exempl.-1tl)' claim cha11 for the '596 

Patent, and for months 1 atera has had Nc0Gc11owics ' prellllliuary in\'alidity conteutiou.s 

to the ' 454 Pntent. atern should provide its infringement contention~ now nnd honld 

meauingfully wHrnw its claims across both pateuts 110w to accommodate the compressed 

schedule. 

Second. the UL'ic1tiou of a new patent to the suit necessarily l>riugs with it added 

discovery obligt1tions. For exmnple, Nntera attempts to minimize the additionnl discovery 

by arguing. thnt amendment will not re<1nirc deposing ":my nddirional inventors" (Dkt. '.H9 

at 12). overlooki11g that I e0Ge11omics may ueed 10 depose the same inventors a seco11d 

time to ask questions specific to the '596 patent. Further. ·eoGcnowic!, will seek 

<liscove1y from individuals nt the University College of London to determine the 
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npplicabiliry of its improper inventorship clnim to the '596 Patent nnd. given their locntion, 

will likely need to do so under the Hague Convention. 

Iu 1he event I arerA 's proposed Arnemled Complaint resuhs iu a 111a1e1ial chi:t11),!e ro 

the trial date, the Comt should deuy Natera 's motion for leave uow, or sever the ' 596 patent 

claims later. because Natera cannot show good cause for its a111cud1111!11l aml the: 

nmendment would prejudice eoGenomics. 

JV. CONCLUSION 

_ atera ha failed to meet the Coun's reqmrewcnt to show that its proposed 

arneudmcut is based 011 infonuatiou learned after September 12. 2024. 1 cvi.:nheless, 

coGenomics will not oppose Amendment provided that: 

• the cmTcnl trial date of October 13-1 7, 2025 can be ruaiutaincd. 

• l arern provides prompt disclosure of its inli.in~etHeut coute11tious for its llt!W 

patent, including a reasonable limit 011 the 11umber of claims asst!rted, v .. i1hi11 

two business days of this Oppositiou and Couditioual Cousent fi.liug. 

• eoGenomics may propo1111cl 11ew disco\'ery re<111ests, irn:lndiu~ deposi1im1 

notices, targeted at factual issues implicated by Natera 's 11cw iufriugemcut 

allegations, and may use any such evidence obtained iutcnrntiouaUy after the 

close of fact discovery. 

This the 15th day of November, 20211 ls/ John F. .Morrow Jr. 
DARAL Y J. UUKJE* 
MATTHEW 1. KREEGER* 
ANNIE A . L EE"' 
JACK WJLUAM J-l:\JStvL-\ * 
MORRISON & f GERSTER LLP 
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425 Market Street 
San frnncisco, CA 94105 
Tel: (415) 268-7000 
Fax: (1H 5) 268-7522 
DD11rie@1nofo.cm11 
1vfKreeger@mofo.com 
A11uicLee@mofo.co1ll 
ma isma n((_vmofo. com 

CHARLES CALHO\JI\I PROVINE* 

MORRISON & F OERSTER LLP 
2100 L Street N\V. Suite 900 
Washington, DC 2003 7 
Tel: (202) 887- l.500 
Fax: (202) 887-0763 
CProvine@mofo.com 

ER.JC NIKOLA IDES* 
M ORRISON & FOERSTER LLP 
250 \Vest 55th St. 
New York, 1 Y 10019 
Tel: (212) 336•4061 
ENikolaides@111ofo.com 

A.ARON G. f OUJ\TA!N* 
HUI Z HAO* 

MORRISON & FOERSTER 

300 Colorado Sh·cet, Suite 1800 
Austin0 TX 78701 
Tel: (737) 309-0700 
AFmm1ain@11tofo.con1 
HZhao@mofo.com 

MATTHEWR. STEPHENS* 
M ORRISON & FOERSTER LLP 
12531 High Bluff D1ive. Suite I 00 
Snn Diego. CA 92130 
Tel: (858) 720-5100 
Fax: (8.58) 720-5125 
MStephens@mofo.co111 
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JOI-L'J f . MORRO\V, JR. 

WOMBLE BOND OICKlNSO (US) LLP 
One \Vest Fourth Street 
Wiustou-Salem_ NC 27101 
Tel: 336-721-Yi84 
Fax: 336-733-8429 
Email: Jo1m.Morr0\v@wbd-us.com 

Counsel for NeoGenomics Laboratories, Inc. 
*Special Appearance 1.Jnder Local Civil R11/e 
83. J(d) 
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CERTIFICATE OF SERVICE 

L the undersigned, hereby ce11ify that on Nove111be1· 15, 202:L a rrne a11d correct copy of 1he 

foregoi11g cloc11111e11t was ser\'ed viri electro11ic notice and electr01tic mai l upon the following: 

ANDRE\\1 R. SHORES 
CARIHELLE f'. ALIPIO 
ROBERT VAN ARl'\"A~I 
WILLIAMS MULLEN 
30 l Fnyencvillc Street. Suite 1700 
Ralcig.li, NC' 27601 
asl1ores@willia11ts1mllle11 .co1n 
cnlipio@willimnsm111Ien.com 
P,ru1aruarn@willia111smulle11.com 

KEYL~ ALEXANDER S~UTH 
TARA SRINIYASAN 
QUINN EMANUEL URQUHART & 
SULLIVAN LLP 
50 Cn]ifornin Sr.. 22nd Floor 
Sau Francisco. CA 94111 
kevinsmith@q11inne1m1nnel.com 
tarasrmivasau@quiuucrnauucl.colll 

Attorneys for Natera, Jue. 

KEVL'J P.B. JOHNSO~ 
VCCTORIA l\1AROUUS 
ANDRE\V .J BRA~ffiALL 
QUINN EMA UEL URQUHART & 
SULLIVAN LLP 
555 Twin Dolphin Dri\'c, 5th floor 
Redwood Shores. (' 9-1065 
kevinjohnson(?.'.vq11innemnm1el.co111 
\·ic toriarnaroulis@q11iI111c111a11ucl.colll 
a11drewlmu11hall@quim1e1natu1el.cou1 

SANORA HABER.t"IY 
QUINN EMANUEL URQtJHART & 
SULLIVAN LLP 
86.- S. Figueroa Street-. IOth l?loor 
Los Angeles, CA 900 I 7 
saudrababcmy@quiiwcrnanuel.com 
qe-natern-
11eogc11olllics@qui.tuicrnauuel.colll 

ls/ John F. Morrow Jr. 
Johu F. MoITow. Jr. 
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