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PY314 is an afucosylated humanized monoclonal antibody (mAb) that is
undergoing evaluation in a Phase 1 clinical trial (NCT 04691375) for the
treatment of patients with advanced solid tumors. PY314 binds to triggering
receptor expressed on myeloid cells 2 (TREM2) which is present on tumor
associated macrophages (TAMs) and functions as a negative regulator of
inflammatory responses. PY314 is designed to deplete TREM2 positive
TAMs and repolarize the immune cell populations in the tumor
microenvironment (TME) to promote anti-tumor immunity.

To support the phase 1 clinical trial, a ligand-binding assay (LBA) was
developed. The assay uses human TREM2 coated onto a plate to capture
the PY314 which is then detected using a sulfo-tagged mouse anti-human
IgG1. The assay was successfully validated to measure PY314 levels and
support clinical sample testing.

Here, we present a new assay to measure PY314 using an anti-idiotype
mouse monoclonal antibody (mAb) pair to increase assay sensitivity,
specificity, sample throughput, and eliminate the dependence on vendor
supplied recombinant human TREM2 in the LBA format. The anti-idiotype
antibody based PY314 pharmacokinetic (PK) assay is a typical sandwich
immunoassay developed on the Meso Scale Discovery (MSD) platform. The
biotinylated anti-idiotype (PI-HX-2017B) is first coated on a streptavidin plate
to capture PY314. The standards, QCs (quality controls), and serum
samples are then resuspended in an assay buffer containing heterophilic
blocking reagent 1 (HBR1) which greatly improves assay specificity through
heterophilic interference and prevention of non-analyte mediated bridging. A
second anti-idiotype antibody (PI-HX-2004-ST) which is sulfo-tagged is then
used for detection.

Assay Parameters Summary

Summary

Selectivity with Cancer Serum

Dilution Linearity

Anti-idiotype Antibody Screening 

• Screening was performed using a panel of serum from 8 cancer individuals, 2 normal sera, 
1 pooled sera and a fixed concentration of PY314 (10 ng/mL)

• PI-HX-2017B/PI-HX-2004-ST, and PI-HX-2013B/PI-HX-2005-ST were among the top pairs 
with PI-HX-2017B/PI-HX-2004ST being the finalist

• 2 Individual cancer sera showed consistent elevated signals (SC1211382- Ovarian cancer,   
SC1210056- Breast Cancer) regardless of anti-idiotype pair screened

Blocker Evaluation and HBR1 Titration

• Selectivity was evaluated using 10 individual cancer serum samples spiked at the LLOQ 
(1 ng/mL)  and the ULOQ (300 ng/mL)

• Pass rate was  80% and 90% at the ULOQ/LLOQ respectively
• Selectivity with normal serum also passed (data not shown) 

• Dilutional linearity was evaluated using 4 serum samples from non-GLP Cyno study; samples
were brought to MRD then serial dilutions were performed in matrix matched assay buffer

• For sample 2501, the results show that within the assay range (1-300 ng/mL), recovery was
acceptable 80-100%

• Similar results were obtained for 3 other samples evaluated (2101, 2002, 2502), data not shown

• To reduce non-specific background in 
human sera specimens, anti-idiotype 
pairs were further evaluated with 
blockers including mouse IgG, HBR1, 
HSB, MSD diluent 2 (proprietary MSD 
blocker)

• Treatment with HSB + HBR1 led to a 
decrease in nonspecific signal while 
maintaining specific signal to PY314

• HBR1 was further titrated, from 5 
µg/mL  to 0.1 µg/mL in cancer serum 
samples; recommendation is to use 
HBR1 at a final concentration of 10 
µg/mL
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PY314 PK Assay PrincipleAnti-idiotype MSD ECL Assay
Minimum Required Dilution  1:20 

Method Description MSD-ECL using Streptavidin 
plate

Matrix Human Serum
Coating (PI-HX-2017B) Biotinylated 

capture anti-idiotype 1 h @ 
room temperature (RT)

Blocking None required 

Sample Incubation 1 h @ RT in high salt buffer 
(HSB) 0.35 M NaCL with HBR1  
added at 10 µg/mL final 
concentration

Detection (PI-HX-2004-ST) Sulfo-Tag anti-
idiotype 1 h @ RT

Total assay run time 3 h

Lower Limit of Quantitation 
(LLOQ) (in-assay)

1-2 ng/mL 

Upper Limit of Quantitation 
(ULOQ) (in-assay)

300 ng/mL 

• A PY314 anti-idiotype PK assay (PI-HX-2017B capture, PI-HX-2004 ST detection) has
been developed and qualified for use with both normal and cancer serum samples after
evaluating 22 mouse anti-idiotype mAb antibodies.

• Blocking reagent HBR1 at a final concentration of 10 µg/mL was selected to reduce
nonspecific signal from cancer sera while maintaining specific signal to PY314.

• The assay passed selectivity in diseased-cancer serum, normal serum, and tolerates up
to 10% lipemic and hemolyzed samples, the assay also demonstrated acceptable dilution
linearity.

• The assay has a run time of 3 hours which is an improvement over the currently validated
ligand-based assay which has a run time of 7 hours.

• In addition, the anti-idiotype PK assay minimizes the dependence on externally supplied
reagents for capture and detection of PY314 and is more compliant with current industry
standards.

Matrix Effects in Lipemic and Hemolyzed Samples

Calc. Conc. Mean Recovery (%) Calc. Conc. Mean Recovery (%)
1 310.7 103.6 0.9 87.0
2 186.4 62.1 1.1 109.9
3 265.5 88.5 1.2 115.1
4 278.6 92.9 0.8 75.4
5 265.2 88.4 1.2 115.7
6 297.7 99.2 1.0 101.7
7 379.9 126.6 1.0 97.2
8 353.1 117.7 2.9 294.2
9 267.1 89.0 0.8 79.1

10 256.7 85.6 1.0 98.4
80.0 90.0

Cancer Serum Sample 300 ng/mL spike (in-assay) 1 ng/mL spike (in-assay)

Overall Pass Rate (%)

Dilution
Theoretical 

PY314  Conc 
(ng/mL)

Mean RLUs Conc. Mean 
(ng/mL)

Calc. 
Conc. CV Detection Range Final (ug/mL) Recovery 

(%)

50 1612 340801 1114.5 45.6 ALQ 55.7 69.1
150 537.3 274619 472.5 10.7 ALQ 70.9 87.9
450 179.1 179365 189.7 7.9 In Detection Range 85.4 105.9
1350 59.7 69195 50.3 1.9 In Detection Range 67.8 84.2
4050 19.9 26415 17.0 5.2 In Detection Range 68.7 85.3

12150 6.6 9107 5.5 5.3 In Detection Range 67.0 83.1
36450 2.2 3159 1.8 4.5 In Detection Range 66.5 82.5
109350 0.7 1155 0.6 0.2 BLQ 66.9 83.0

2501 _dilution linearity test      starting conc: 80.6 µg/mL

HBR1 is the best blocker 

HBR1 Titration

2017B/2004ST Pair Treatment 1 Treatment 2 Treatment 3 Treatment 4 Treatment 2 Treatment 3 Treatment 4
Sample RLUs RLUs RLUs RLUs

PY314 10 ng/mL 8946 7567 8340 5101 15.4 6.8 43.0
SC120926 (Head & Neck) 61 58 106 67 4.9 -73.8 -9.8

H1121002 Br. Cancer 80 72 125 81 10.0 -56.3 -1.3
SC1211382 Ovarian 348 73 163 58 79.0 53.2 83.3

SC121005014 Br. Cancer 8166 125 792 67 98.5 90.3 99.2
1112098 (Head and Neck Cancer) 76 67 125 99 11.8 -64.5 -30.3

C8121018 NSCLC 113 99 168 119 12.4 -48.7 -5.3
NPS (389760-67) 94 71 131 104 24.5 -39.4 -10.6

% Reduction signal over Treatment 1 HSB 

HSB (0.35M)  
+ Diluent 2 
(MSD) 1:1 

mix 

Blocker Treatments

HSB (0.35M 
NaCL)

HSB (0.35 M) 
+HRB1 (500 

µg/mL)

HSB (0.35 M) 
+ mIgG(100 

µg/mL)

HSB (0.35M)  
+ Diluent 2 
(MSD) 1:1 

mix 

HSB (0.35 M) 
+HRB1 (500 

µg/mL)

HSB (0.35 M) 
+ MIgG(100 

µg/mL)

Coating/Detection RLUs RLUs RLUs RLUs RLUs RLUs RLUs RLUs RLUs RLUs RLUs

PI-HX-2013B/PI-HX-2002ST 13626 45 36 93 627 37 6898 35 32 101 33
PI-HX-2013B/PI-HX-2005ST 8612 33 31 39 388 29 4004 28 27 44 31
PI-HX-2017B/PI-HX-2004ST 4759 37 49 71 517 40 5835 33 44 72 40
PI-HX-2017B/PI-HX-2008ST 3834 47 50 71 442 37 3610 30 42 78 51
PI-HX-2018B/PI-HX-2005ST 2020 28 26 32 958 31 4951 25 26 38 26
PI-HX-2018B/PI-HX-2010ST 1054 56 38 83 1458 39 7434 161 30 170 73
PI-HX-2019B/PI-HX-2008ST 2681 36 49 68 338 38 3232 34 36 62 42
PI-HX-2020B/PI-HX-2005ST 417 194 2829 211 433 132 2073 170 136 1216 72

Sample
PY314 10 

ng/mL
SC120926 

(Head and Neck 
Cancer)

H1121002 
Breast  
Cancer

C8121018 
NSCLC 
Cancer

SC1211382 
Ovarian 
Cancer

A1121306 
Ovarian 
Cancer

SC1210056 
Breast 
Cancer

A1120779 
Breast 
Cancer

011211547 
Breast 
Cancer

Normal 
389762

Normal 
389763

• Lipemic and hemolyzed serum 
samples were pooled from 
individual donors

• PY314 QC’s were prepared with 
pooled hemolyzed or lipemic  
serum at  240, 24, and 2.4 ng/mL 
levels

• QC recovery was within
80%-120% limit with up to 10%   
lipemic or hemolyzed serum

• PY314 QC’s at 24 ng/mL all 
passed, data not shown

Sample  Conc. Mean (ng/mL) Conc. CV (%) Recovery (%)
NPS 229.4 5.4 95.6

2.5 % lipemic 209.5 8.8 87.3
5 % lipemic 195.2 3.2 81.3

10 % lipemic 198.1 9.1 82.5
25 % lipemic 188.6 5.7 78.6

Sample Calc. Conc. Mean Conc. CV (%) Recovery (%)
NPS 2.3 10.2 96.8

2.5 % lipemic 2.0 1.7 82.1
5 % lipemic 2.0 6.7 83.4

10 % lipemic 2.1 2.5 89.4
25 % lipemic 1.7 15.3 71.6

Sample  Conc. Mean (ng/mL) Conc. CV (%) % Recovery
NPS 241.9 3.8 100.8

2.5 % hemolysis 225.0 0.9 93.8
5 % hemolysis 249.5 6.7 104.0
10 % hemolysis 197.7 9.8 82.4
25 % hemolysis 175.6 4.6 73.1

Sample Calc. Conc. Mean Conc. CV (%) % Recovery
NPS 2.2 1.0 90.8

2.5 % hemolysis 2.2 1.1 92.1
5 % hemolysis 2.4 3.3 98.3
10 % hemolysis 2.0 0.0 83.2
25 % hemolysis 2.1 1.9 86.2

240 ng/mL QC in pooled hemolyzed serum

240 ng/mL QC in pooled lipemic serum 

2.4 ng/mL QC in  pooled lipemic serum

2.4 ng/mL QC in pooled hemolyzed serum

ALQ= Above Limit of Quantitation                BLQ= Below Limit of Quantitation
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HBR1 Titration on Breast Cancer,
 Ovarian Cancer Serum
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HSB alone
HSB +HBR1 (5 ug/mL)
HSB +HBR1 (1 ug/mL)
HSB +HBR1 (0.1 ug/mL)

Treatments


20210115 plates_HBR1 titration

		20210115 PY314 gen 2 anti-id screening , Purpose: Further titrate HBR1 and diluent 2 blockers, screen more cancer samples from DLS to see which are high in background and also evaluate the blockers on these samples																														1hr

		SA Plate <21K2NAN163>		MRD 1:10																												1hr

		Sample		1		2		3		4		5		6		7		Diseased sample screening		8		9		10		11		12						1hr

		PY314 10 ng/mL (in-assay)		17409		21542		19994		19493		18658		18827		20345		A112026952		43		38		41		34		37

		SC120926 (Head & Neck)		46		44		43		48		45		45		45		A11209856		133		43		52		40		40

		H1121002 Br. Cancer		43		46		46		47		48		46		49		A112077973		46		44		43		42		33

		SC1211382 Ovarian		555		49		50		168		42		42		43		A11213066		39		38		37		39		38

		SC121005614 Br. Cancer		6198		66		212		3126		no sample						SC120926		41		41		38		42		36

		1112098 (Head and Neck Cancer)		128		46		56		98		43		40		44		SC121138		605		44		48		39		40

		C8121018 NSCLC		54		46		45		49		41		45		41		112078		51		44		35		42		35

		NPS (#'s 389760-67)		51		52		50		54		49		51		52		11211547		43		41		38		39		42

		Blocking/Sample diluent (all use 5% BSA)		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL				HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL



		Coating		2013B

		Detection		2005ST



		Plate 1 S/B

		Sample		1		2		3		4		5		6		7				8		9		10		11		12

		PY314 10 ng/mL		341.4		414.3		399.9		361.0		380.8		369.2		391.3				1.0		0.9		1.1		0.9		0.9

		SC120926 (Head & Neck)		0.9		0.8		0.9		0.9		0.9		0.9		0.9				3.1		1.0		1.4		1.0		1.0

		H1121002 Br. Cancer		0.8		0.9		0.9		0.9		1.0		0.9		0.9				1.1		1.1		1.1		1.1		0.8

		SC1211382 Ovarian		10.9		0.9		1.0		3.1		0.9		0.8		0.8				0.9		0.9		1.0		1.0		0.9

		SC121005014 Br. Cancer		121.5		1.3		4.2		57.9										1.0		1.0		1.0		1.1		0.9

		1112098 (Head and Neck Cancer)		2.5		0.9		1.1		1.8		0.9		0.8		0.8				14.1		1.1		1.3		1.0		1.0

		C8121018 NSCLC		1.1		0.9		0.9		0.9		0.8		0.9		0.8				1.2		1.1		0.9		1.1		0.8

		NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0				1.0		1.0		1.0		1.0		1.0



		2013B/2005ST Pair		HBR1 Treatments								% reduction signal over Treatment 1 HSB (0.35M)

		Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

		PY314 10 ng/mL		18960		21542		19994		19493		-13.6		-5.5		-2.8

		SC120926 (Head & Neck)		39		44		43		48		-12.8		-10.3		-23.1

		H1121002 Br. Cancer		39		46		46		47		-17.9		-17.9		-20.5

		SC1211382 Ovarian		423		49		50		168		88.4		88.2		60.3

		SC121005014 Br. Cancer		4782		66		212		3126		98.6		95.6		34.6

		1112098 (Head and Neck Cancer)		96		46		56		98		52.1		41.7		-2.1

		C8121018 NSCLC		49		46		45		49		6.1		8.2		0.0

		NPS (#'s 389760-67)		49		52		50		54		-6.1		-2.0		-10.2

		Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)



		2013B/2005ST Pair		Diln2  Treatments								% reduction signal over Treatment 1 HSB (0.35M)

		Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

		PY314 10 ng/mL		18960		18658		18827		20345		1.6		0.7		-7.3

		SC120926 (Head & Neck)		39		45		45		45		-15.4		-15.4		-15.4

		H1121002 Br. Cancer		39		48		46		49		-23.1		-17.9		-25.6

		SC1211382 Ovarian		423		42		42		43		90.1		90.1		89.8

		SC121005014 Br. Cancer		4782		no sample						NA

		1112098 (Head and Neck Cancer)		96		43		40		44		55.2		58.3		54.2

		C8121018 NSCLC		49		41		45		41		16.3		8.2		16.3

		NPS (#'s 389760-67)		49		49		51		52		0.0		-4.1		-6.1

		Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL



		Conclusion: HBR1 blocker is still showing > 90% blocking with 1 ug/mL, at 100 ng/mL blocking is only about 50%.  For diluent 2, titrate further down to 0.1 ug/mL.  Diluent 2 is still blocking down to 0.5 uL still showing almost 90% blocking activity







Diseased Selec_20210329pl2 (2)

		Standards: CS_PK						2017B/2004ST								Coating/detection 1 ug/mL each

		Sample		Well		Concentration		Signal		Mean		CV		% Recovery Mean		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		S/N

		S001		A01		300		71174		72205		2.02		101.82		298.83		305.45		3.06		1289.4

		S001		B01		300		73236		72205		2.02		101.82		312.07		305.45		3.06		1289.4

		S002		A02		100		29500		29272		1.10		95.00		95.85		95.00		1.27		522.7

		S002		B02		100		29044		29272		1.10		95.00		94.14		95.00		1.27		522.7

		S003		A03		33.3333333333		11339		11983		7.59		107.01		33.65		35.67		8.02		214.0

		S003		B03		33.3333333333		12626		11983		7.59		107.01		37.69		35.67		8.02		214.0

		S004		A04		11.1111111111		3832		3854		0.79		99.11		10.95		11.01		0.81		68.8

		S004		B04		11.1111111111		3875		3854		0.79		99.11		11.08		11.01		0.81		68.8

		S005		A05		3.7037037037		1361		1363		0.21		101.98		3.77		3.78		0.22		24.3

		S005		B05		3.7037037037		1365		1363		0.21		101.98		3.78		3.78		0.22		24.3

		S006		A06		1.2345679012		439		458		5.87		94.44		1.11		1.17		6.66		8.2

		S006		B06		1.2345679012		477		458		5.87		94.44		1.22		1.17		6.66		8.2

		S007		A07		0.4115226337		187		196		6.15		98.53		0.38		0.41		8.62		3.5

		S007		B07		0.4115226337		204		196		6.15		98.53		0.43		0.41		8.62		3.5

		S008		A08		0.1371742112		107		110		3.86		113.74		0.15		0.16		7.97		2.0

		S008		B08		0.1371742112		113		110		3.86		113.74		0.16		0.16		7.97		2.0

		S009		A09		0		54		56		5.05		NaN		NaN		NaN		NaN		1.0

		S009		B09		0		58		56		5.05		NaN		0.00		NaN		NaN		1.0

		Unspiked: CS_PK

		Sample		Well		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Detection Range

		U023		G01		57		60		5.9420737915		NaN		NaN		NaN		Below Fit Curve Range

		U023		H01		62		60		5.9420737915		0.01		NaN		NaN		Below Detection Range

		U024		G02		52		53		1.3468700594		NaN		NaN		NaN		Below Fit Curve Range

		U024		H02		53		53		1.3468700594		NaN		NaN		NaN		Below Fit Curve Range

		U025		G03		48		48		0		NaN		NaN		NaN		Below Fit Curve Range

		U025		H03		48		48		0		NaN		NaN		NaN		Below Fit Curve Range

		U026		G04		57		58		1.2297509238		NaN		NaN		NaN		Below Fit Curve Range

		U026		H04		58		58		1.2297509238		0.00		NaN		NaN		Below Detection Range

		U027		G05		50		54		9.2518644267		NaN		NaN		NaN		Below Fit Curve Range

		U027		H05		57		54		9.2518644267		NaN		NaN		NaN		Below Fit Curve Range

		U028		G06		52		52		1.3730228761		NaN		NaN		NaN		Below Fit Curve Range

		U028		H06		51		52		1.3730228761		NaN		NaN		NaN		Below Fit Curve Range

		U029		G07		47		51		11.0918710774		NaN		NaN		NaN		Below Fit Curve Range

		U029		H07		55		51		11.0918710774		NaN		NaN		NaN		Below Fit Curve Range

		U030		G08		53		52		2.7196414661		NaN		NaN		NaN		Below Fit Curve Range

		U030		H08		51		52		2.7196414661		NaN		NaN		NaN		Below Fit Curve Range

		U031		G09		74		69		11.3549994059		0.05		0.03		68.28		Below Detection Range

		U031		H09		63		69		11.3549994059		0.02		0.03		68.28		Below Detection Range

		U032		G10		52		51		2.7729677694		NaN		NaN		NaN		Below Fit Curve Range

		U032		H10		50		51		2.7729677694		NaN		NaN		NaN		Below Fit Curve Range

		U033		G11		54		52		6.8651143805		NaN		NaN		NaN		Below Fit Curve Range

		U033		H11		49		52		6.8651143805		NaN		NaN		NaN		Below Fit Curve Range

																		all unspiked samples BLQ

		3 ng/mL spike: CS_PK

		Sample		Well		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Detection Range				Recovery (%)

		U001		C01		957		980		3.2485763301		2.61		2.67		3.44		In Detection Range				89.0

		U001		D01		1002		980		3.2485763301		2.74		2.67		3.44		In Detection Range				89.0

		U002		C02		1048		1083		4.5071933397		2.87		2.97		4.74		In Detection Range				98.9

		U002		D02		1117		1083		4.5071933397		3.07		2.97		4.74		In Detection Range				98.9

		U003		C03		1248		1239		1.0847823046		3.45		3.42		1.13		In Detection Range				113.9

		U003		D03		1229		1239		1.0847823046		3.39		3.42		1.13		In Detection Range				113.9

		U004		C04		813		809		0.7871318529		2.19		2.18		0.84		In Detection Range				72.6

		U004		D04		804		809		0.7871318529		2.16		2.18		0.84		In Detection Range				72.6

		U005		C05		1130		1090		5.1897745408		3.10		2.99		5.46		In Detection Range				99.6

		U005		D05		1050		1090		5.1897745408		2.87		2.99		5.46		In Detection Range				99.6

		U006		C06		1068		1017		7.1649777139		2.93		2.78		7.56		In Detection Range				92.6

		U006		D06		965		1017		7.1649777139		2.63		2.78		7.56		In Detection Range				92.6

		U007		C07		1140		1052		11.9027960314		3.13		2.88		12.54		In Detection Range				95.9

		U007		D07		963		1052		11.9027960314		2.62		2.88		12.54		In Detection Range				95.9

		U008		C08		1308		1229		9.151809378		3.62		3.39		9.57		In Detection Range				113.0

		U008		D08		1149		1229		9.151809378		3.16		3.39		9.57		In Detection Range				113.0

		U009		C09		870		837		5.663616777		2.35		2.26		6.05		In Detection Range				75.3

		U009		D09		803		837		5.663616777		2.16		2.26		6.05		In Detection Range				75.3

		U010		C10		962		986		3.4423048171		2.62		2.69		3.64		In Detection Range				89.6

		U010		D10		1010		986		3.4423048171		2.76		2.69		3.64		In Detection Range				89.6

		U011		C11		953		968		2.1914466359		2.59		2.64		2.32		In Detection Range				87.9

		U011		D11		983		968		2.1914466359		2.68		2.64		2.32		In Detection Range				87.9

																				Overall (%) 		100.0

		1 ng/mL spike				2017B/2004ST 20210329pl2

		Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

		1		356		0.9		4.0		87.0

		2		435		1.1		18.2		109.9

		3		453		1.2		2.8		115.1

		4		316		0.8		5.2		75.4

		5		455		1.2		4.9		115.7

		6		407		1.0		9.0		101.7

		7		391		1.0		12.6		97.2

		8		1074		2.9		3.3		294.2

		9		329		0.8		1.8		79.1

		10		395		1.0		6.2		98.4

								Overall Pass Rate (%)		90.0										Overall (%) 		90.9

						Cancer Serum Sample		300 ng/mL spike (in-assay)				1 ng/mL spike (in-assay)

								Calc. Conc. Mean		Recovery (%)		Calc. Conc. Mean		Recovery (%)

						1		310.7		103.6		0.9		87.0

						2		186.4		62.1		1.1		109.9

						3		265.5		88.5		1.2		115.1

						4		278.6		92.9		0.8		75.4

						5		265.2		88.4		1.2		115.7

						6		297.7		99.2		1.0		101.7

						7		379.9		126.6		1.0		97.2

						8		353.1		117.7		2.9		294.2

						9		267.1		89.0		0.8		79.1

						10		256.7		85.6		1.0		98.4

						Overall Pass Rate (%)				80.0				90.0

						300 ng/mL spike				Selectivity 2017B/2004ST 20210325





Hemolysis_Keytruda_20210603

				Standards: CS_PK		2017B/2004ST Coating/Detection Pair (1ug/mL each) 

				Concentration		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		% Recovery Mean

				300		150990		295.4		9.4		98.5

				100		72403		101.7		7.0		101.7

				33.3		28650		35.0		2.3		104.9

				11.1		9173		10.6		9.1		95.5

				3.7		3132		3.6		2.1		96.1

				1.2		1172		1.3		0.3		105.7

				0.4		394		0.4		5.2		100.0

				0.1		156		0.1		2.4		99.4

				240 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		134248		241.9		3.8		100.8

				5% hemolysis		128317		225.0		0.9		93.8

				10% hemolysis		136764		249.5		6.7		104.0

				20% hemolysis		117829		197.7		9.8		82.4

				50% hemolysis		108811		175.6		4.6		73.1

				24 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		19577		23.3		0.6		97.0

				5% hemolysis		19613		23.3		0.0		97.2

				10% hemolysis		19452		23.1		4.2		96.4				 

				20% hemolysis		18087		21.4		9.2		89.3

				50% hemolysis		18503		21.9		3.9		91.4

				2.4 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		1932		2.2		1.0		90.8

				5% hemolysis		1960		2.2		1.1		92.1

				10% hemolysis		2090		2.4		3.3		98.3

				20% hemolysis		1773		2.0		0.0		83.2

				50% hemolysis		1837		2.1		1.9		86.2

				Hemolysis Conclusion: Assay tolerates up to 20% hemolysed samples (10% final)



				240 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		131988		235.4		2.2		98.1

				Keytruda 120 ug/mL		132633		237.3		4.5		98.9

				Keytruda 200 ug/mL		113086		185.8		6.2		77.4



				24 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		19673		23.4		5.2		97.5

				Keytruda 120 ug/mL		19018		22.6		4.3		94.1

				Keytruda 200 ug/mL		17406		20.6		2.2		85.7



				2.4 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		1902		2.1		2.3		89.3

				Keytruda 120 ug/mL		1746		2.0		5.2		81.9

				Keytruda 200 ug/mL		1587		1.8		5.6		74.3

				Keytruda interference conclusion: Assay is tolerant of Keytruda at up to 120 ug/mL



				Standards: CS_PK		2017B/2004ST Coating/Detection Pair (1ug/mL each) 

				Concentration		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		% Recovery Mean

				300		150990		295.4		9.4		98.5

				100		72403		101.7		7.0		101.7

				33.3		28650		35.0		2.3		104.9

				11.1		9173		10.6		9.1		95.5

				3.7		3132		3.6		2.1		96.1

				1.2		1172		1.3		0.3		105.7

				0.4		394		0.4		5.2		100.0

				0.1		156		0.1		2.4		99.4

				240 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		134248		241.9		3.8		100.8

				2.5% hemolysis		128317		225.0		0.9		93.8

				5% hemolysis		136764		249.5		6.7		104.0

				10% hemolysis		117829		197.7		9.8		82.4

				25% hemolysis		108811		175.6		4.6		73.1

				2.4 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		1932		2.2		1.0		90.8

				2.5% hemolysis		1960		2.2		1.1		92.1

				5% hemolysis		2090		2.4		3.3		98.3

				10% hemolysis		1773		2.0		0.0		83.2

				25% hemolysis		1837		2.1		1.9		86.2





				Hemolysis Conclusion: Overall, assay tolerates up to 10% hemolysed samples 







20210105_Blocker evaluation

				20210105 PY314 gen 2 anti-id screening round 4																														1hr

				SA Plate 1 <21K2NA8136>		MRD 1:10																												1hr

				Sample		1		2		3		4		5		6		7		8		9		10		11		12						1hr

				PY314 10 ng/mL		21547		21805		20764		10380		18383		15217		16042		15187		14252		7798		13883		12487

				SC120926 (Head & Neck)		55		55		222		52		60		43		37		34		155		34		37		34

				H1121002 Br. Cancer		47		52		225		53		43		47		37		41		170		40		36		35

				SC1211382 Ovarian		382		807		256		51		413		760		222		41		185		34		112		488

				SC121005614 Br. Cancer		8295		9629		575		45		6999		7916		5031		148		420		37		2591		4827

				1112098 (Head and Neck Cancer)		181		278		330		55		178		287		77		39		164		37		45		112

				C8121018 NSCLC		110		159		292		112		111		138		39		35		162		32		35		43

				NPS (#'s 389760-67)		74		75		250		57		63		68		44		40		167		36		40		43

				Blocking/Sample diluent (all use 5% BSA to block except for starting/super block rows 		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)



				Coating		2013B												2013B

				Detection		2002ST												2005ST

						* added HRB1 @ 2.5 mg/mL instead of 500 ug/mL

				Plate 1 S/B								 

				Sample		1		2		3		4		5		6		7		8		9		10		11		12

				PY314 10 ng/mL		291.2		290.7		83.1		182.1		291.8		223.8		364.6		379.7		85.3		216.6		347.1		290.4

				SC120926 (Head & Neck)		0.7		0.7		0.9		0.9		1.0		0.6		0.8		0.9		0.9		0.9		0.9		0.8

				H1121002 Br. Cancer		0.6		0.7		0.9		0.9		0.7		0.7		0.8		1.0		1.0		1.1		0.9		0.8

				SC1211382 Ovarian		5.2		10.8		1.0		0.9		6.6		11.2		5.0		1.0		1.1		0.9		2.8		11.3

				SC121005014 Br. Cancer		112.1		128.4		2.3		0.8		111.1		116.4		114.3		3.7		2.5		1.0		64.8		112.3

				1112098 (Head and Neck Cancer)		2.4		3.7		1.3		1.0		2.8		4.2		1.8		1.0		1.0		1.0		1.1		2.6

				C8121018 NSCLC		1.5		2.1		1.2		2.0		1.8		2.0		0.9		0.9		1.0		0.9		0.9		1.0

				NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0



				SA Plate 2 <21K2NAP452>																														1hr

				Sample		1		2		3		4		5		6		7		8		9		10		11		12						1hr

				PY314 10 ng/mL		8946		7567		8340		5101		7538		6677		6416		7084		5295		3486		5278		4211

				SC120926 (Head & Neck)		61		58		106		67		62		55		57		75		90		68		67		48

				H1121002 Br. Cancer		80		72		125		81		63		59		80		69		113		70		81		52

				SC1211382 Ovarian		348		73		163		58		225		590		282		74		124		60		104		402

				SC121005014 Br. Cancer		8166		125		792		67		5519		7376		4535		137		464		61		2168		3668

				1112098 (Head and Neck Cancer)		76		67		125		99		82		82		89		91		120		107		88		73

				C8121018 NSCLC		113		99		168		119		129		122		112		125		160		145		106		118

				NPS (#'s 389760-67)		94		71		131		104		78		63		103		84		140		79		79		71

				Blocking/Sample diluent (all use 5% BSA to block except for starting/super block rows 		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)



				Coating		2017B												2017B

				Detection		2004ST												2008ST

				Plate 2 S/B

				Sample		1		2		3		4		5		6		7		8		9		10		11		12

				PY314 10 ng/mL		95.2		106.6		63.7		49.0		96.6		106.0		62.3		84.3		37.8		44.1		66.8		59.3

				SC120926 (Head & Neck)		0.6		0.8		0.8		0.6		0.8		0.9		0.6		0.9		0.6		0.9		0.8		0.7

				H1121002 Br. Cancer		0.9		1.0		1.0		0.8		0.8		0.9		0.8		0.8		0.8		0.9		1.0		0.7

				SC1211382 Ovarian		3.7		1.0		1.2		0.6		2.9		9.4		2.7		0.9		0.9		0.8		1.3		5.7

				SC121005014 Br. Cancer		86.9		1.8		6.0		0.6		70.8		117.1		44.0		1.6		3.3		0.8		27.4		51.7

				1112098 (Head and Neck Cancer)		0.8		0.9		1.0		1.0		1.1		1.3		0.9		1.1		0.9		1.4		1.1		1.0

				C8121018 NSCLC		1.2		1.4		1.3		1.1		1.7		1.9		1.1		1.5		1.1		1.8		1.3		1.7

				NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0



				2013B/2002ST Pair										% reduction signal over Treatment 1 HSB

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL (in-assay)		21547		21805		20764		10380		-1.2		3.6		51.8

				SC120926 (Head & Neck)		55		55		222		52		0.0		-303.6		5.5

				H1121002 Br. Cancer		47		52		225		53		-10.6		-378.7		-12.8

				SC1211382 Ovarian		382		807		256		51		-111.3		33.0		86.6

				SC1210056 Br. Cancer		8295		9629		575		45		-16.1		93.1		99.5

				1112098 (Head and Neck Cancer)		181		278		330		55		-53.6		-82.3		69.6

				C8121018 NSCLC		110		159		292		112		-44.5		-165.5		-1.8

				NPS (#'s 389760-67)		74		75		250		57		-1.4		-237.8		23.0						Blockers Evaluation of HSB (0.5M NaCL); HRB1(500 ug/mL final); MIgG (100 ug/mL)

				Blocker Treatments		HSB (0.5M NaCL)		HSB+HBR1 (500 ug/mL)*		HSB + mouse IgG (100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB + HBR1 (500 ug/mL)*		HSB + mouse IgG(100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)				 



						*HBR1 accidentally added at 2 mg/mL for this row

				2013B/2005ST Pair										% reduction signal over Treatment 1 HSB 

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL (in-assay)		16042		15187		14252		7798		5.3		11.2		51.4

				SC120926 (Head & Neck)		37		34		155		34		8.1		-318.9		8.1						 

				H1121002 Br. Cancer		37		41		170		40		-10.8		-359.5		-8.1

				SC1211382 Ovarian		222		41		185		34		81.5		16.7		84.7

				SC1210056 Br. Cancer		5031		148		420		37		97.1		91.7		99.3						 

				1112098 (Head and Neck Cancer)		77		39		164		37		49.4		-113.0		51.9

				C8121018 NSCLC		39		35		162		32		10.3		-315.4		17.9

				NPS (#'s 389760-67)		44		40		167		36		9.1		-279.5		18.2

				Blocker Treatments		HSB (0.5M NaCL)		HSB+HBR1 (500 ug/mL)		HSB + mouse IgG (100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB + HBR1 (500 ug/mL)*		HSB + mouse IgG(100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)				 





				2017B/2004ST Pair										% reduction signal over Treatment 1 HSB (0.5M)

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL		8946		7567		8340		5101		15.4		6.8		43.0

				SC120926 (Head & Neck)		61		58		106		67		4.9		-73.8		-9.8

				H1121002 Br. Cancer		80		72		125		81		10.0		-56.3		-1.3

				SC1211382 Ovarian		348		73		163		58		79.0		53.2		83.3

				SC121005014 Br. Cancer		8166		125		792		67		98.5		90.3		99.2

				1112098 (Head and Neck Cancer)		76		67		125		99		11.8		-64.5		-30.3

				C8121018 NSCLC		113		99		168		119		12.4		-48.7		-5.3

				NPS (#'s 389760-67)		94		71		131		104		24.5		-39.4		-10.6

				Blocker Treatments		HSB (0.5M NaCL)		HSB (0.35 M) +HRB1 (500 ug/mL)		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB (0.35 M) +HRB1 (500 ug/mL)*		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)



				2017B/2008ST Pair										% reduction signal over Treatment 1 HSB (0.5M)

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL		6416		7084		5295		3486		-10.4		17.5		45.7

				SC120926 (Head & Neck)		57		75		90		68		-31.6		-57.9		-19.3

				H1121002 Br. Cancer		80		69		113		70		13.8		-41.3		12.5

				SC1211382 Ovarian		282		74		124		60		73.8		56.0		78.7

				SC121005014 Br. Cancer		4535		137		464		61		97.0		89.8		98.7

				1112098 (Head and Neck Cancer)		89		91		120		107		-2.2		-34.8		-20.2

				C8121018 NSCLC		112		125		160		145		-11.6		-42.9		-29.5

				NPS (#'s 389760-67)		103		84		140		79		18.4		-35.9		23.3

				Blocker Treatments		HSB (0.5M NaCL)		HSB (0.35 M) +HRB1 (500 ug/mL)		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB (0.35 M) +HRB1 (500 ug/mL)*		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)











































20201221_Anti-id_screening

				20201221 PY314 gen 2 anti-id screening round 3 pl1																				 										1hr

				SA Plate 1 <21K2NAZ128>																														1hr

				Coating/Detection		1		2		3		4		5		6		7		8		9		10		11		12						1hr

				2013B/2002ST		13626		45		36		93		627		37		6898		35		32		101		33		86

				2013B/2005ST		8612		33		31		39		388		29		4004		28		27		44		31		39

				2017B/2004ST		4759		37		49		71		517		40		5835		33		44		72		40		56

				2017B/2008ST		3834		47		50		71		442		37		3610		30		42		78		51		67

				2018B/2005ST		2020		28		26		32		958		31		4951		25		26		38		26		36

				2018B/2010ST		1054		56		38		83		1458		39		7434		161		30		170		73		129

				2019B/2008ST		2681		36		49		68		338		38		3232		34		36		62		42		57

				2020B/2005ST		417		194		2829		211		433		132		2073		170		136		1216		72		333

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal indiv 389762		Normal Indiv 389763		NPS 444093



				Plate 1 S/B

				Coating/Detection (1ug/mL each)		1		2		3		4		5		6		7		8		9		10		11		12

				2013B/2002ST		158.4		0.5		0.4		1.1		7.3		0.4		80.2		0.4		0.4		1.2		0.4		1.0

				2013B/2005ST		220.8		0.8		0.8		1.0		9.9		0.7		102.7		0.7		0.7		1.1		0.8		1.0

				2017B/2004ST		85.0		0.7		0.9		1.3		9.2		0.7		104.2		0.6		0.8		1.3		0.7		1.0

				2017B/2008ST		57.2		0.7		0.7		1.1		6.6		0.6		53.9		0.4		0.6		1.2		0.8		1.0

				2018B/2005ST		56.1		0.8		0.7		0.9		26.6		0.9		137.5		0.7		0.7		1.1		0.7		1.0

				2018B/2010ST		8.2		0.4		0.3		0.6		11.3		0.3		57.6		1.2		0.2		1.3		0.6		1.0

				2019B/2008ST		47.0		0.6		0.9		1.2		5.9		0.7		56.7		0.6		0.6		1.1		0.7		1.0

				2020B/2005ST		1.3		0.6		8.5		0.6		1.3		0.4		6.2		0.5		0.4		3.7		0.2		1.0

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093





				SA Plate 2 <21K2NA2067>

				Coating/Detection		1		2		3		4		5		6		7		8		9		10		11		12

				2020B/2008ST

						1744		32		35		59		248		30		2028		28		31		50		32		44

				2021B/2013ST		5651		35		40		51		1401		28		10558		29		30		62		29		51												2005B		2006B		2013B		2014B		2017B		2018B		2019B		2020B		2021B		2022B		2101B

						5013		31		46		47		1333		30		10135		28		32		61		29		50										HX2002ST		-		+		++		++		-		+		-		-		-		-		-

				2022B/2008ST		2663		43		40		88		1229		42		10021		58		39		94		57		69										HX2004ST		+		-		-		-		+		-		+		+		-		-		-

						2579		41		46		91		1178		39		10350		52		42		95		62		61										HX2005ST		-		+		++		+		-		+		-		-		-		-		-

				2101B/2010ST		1907		59		41		81		1244		39		7046		31		40		161		71		116										HX2008ST		++		+		+		+		+		-		+		+		+		+		-

						1806		53		42		81		1258		38		6874		30		41		158		72		123										HX2010ST		++		+		+		+		+		+		+		+		+		+		+

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093



				SA Plate 2 S/B

				Coating/Detection (1ug/mL each)																														2008ST				HX2101ST		-		-		-		-		-		-		-		-		-		-		-

				2020B/2008ST		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0										HX2102ST		-		-		-		-		-		-		-		-		-		-		-

						39.6		0.7		0.8		1.3		5.6		0.7		46.1		0.6		0.7		1.1		0.7		1.0										HX2103ST		-		-		-		-		-		-		-		-		-		-		-

				2021B/2013ST		110.8		0.7		0.8		1.0		27.5		0.5		207.0		0.6		0.6		1.2		0.6		1.0										HX2104ST		-		-		-		-		-		-		-		-		-		-		-

						100.3		0.6		0.9		0.9		26.7		0.6		202.7		0.6		0.6		1.2		0.6		1.0										HX2105ST		+		-		-		-		-		-		-		-		-		-		-

				2022B/2008ST		38.6		0.6		0.6		1.3		17.8		0.6		145.2		0.8		0.6		1.4		0.8		1.0

						58.6		0.8		0.6		1.4		15.3		0.4		164.3		0.6		1.0		2.1		1.0		0.6

				2101B/2010ST		16.4		0.5		0.4		0.7		10.7		0.3		60.7		0.3		0.3		1.4		0.6		1.0										>2/8 high individual

						14.7		0.4		0.3		0.7		10.2		0.3		55.9		0.2		0.3		1.3		0.6		1.0												2005B		2006B		2013B		2014B		2017B		2018B		2019B		2020B		2021B		2022B		2101B

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093



														 

				3rd round screening results

				Coating/Detection (1ug/mL each)		PY314 10 ng/mL S/B		Plate		SC121005014 Br. Cancer S/B		SC1211382 Ova Cancer S/B

				2013B/2005ST		220.8		1		102.7		9.9

				2013B/2002ST		158.4		1		80.2		7.3

				2021B/2013ST		110.8		2		202.7		27.5

				2017B/2004ST		85.0		1		104.2		9.2

				2022B/2008ST		58.6		2		164.3		15.3

				2017B/2008ST		57.2		1		53.9		6.6

				2018B/2005ST		56.1		1		137.5		26.6

				2019B/2008ST		47.0		1		56.7		5.9

				2020B/2008ST		39.6		2		207.0		5.6

				2101B/2010ST		16.4		2		60.7		10.7

				2018B/2010ST		8.2		1		57.6		11.3

				2020B/2005ST		1.3		1		6.2		1.3











				Summary of promising anti-id pairs from 12/08-12/09 screening

				plate 1		coating Ab		Sulfo-Tag detection										# pairs				Final Pairs		20201217 screening

						2005B		HX2008ST		HX2010ST		HX2013ST		HX2014ST				4				Coating		Detection		Plate 								Plate 

				2		2006B		HX2002ST		HX2005ST		HX2008ST		HX2010ST		HX2013ST		5				2005B		2014ST		1								1

				3		2013B		HX2002ST		HX2005ST		HX2010ST						3				2005B		2008ST		1								1

				4		2014B		HX2002ST		HX2005ST		HX2010ST		HX2013ST				4				2006B		2005ST		1								1

				5		2017B		HX2004ST		HX2008ST		HX2013ST		HX2014ST				4				2013B		2005ST		1								2

				6		2018B		HX2002ST		HX2005ST		HX2010ST						3				2014B		2005ST		2								3

				7		2019B		HX2004ST		HX2008ST		HX2013ST		HX2014ST				4				2019B		2004ST		3								3

				8		2020B		HX2004ST		HX2008ST		HX2013ST		HX2014ST		 		4				2021B		2013ST		3

				9		2021B		HX2008ST		HX2013ST		HX2014ST				 		3				Need to analyze 2101B/HX2010ST

				10		2022B		HX2008ST		HX2013ST		HX2014ST						3

				11		2101B		HX2010ST								 		1						Total # pairs		8

				Total # of pairs= 38

																Total # pairs		38





				Biotinylated TREM2 Antibodies Available for Screening

				Antibody		Conc (ug/mL)		Amount		5mL @ 1 ug/mL		2.5 mL @ 1 ug/mL

				HX2005B		253		265		19.8		9.9		2.5 mL

				HX2006B		333		650		15.0		7.5		2.5 mL

				HX2013B		310		350		16.1		8.1		2.5 mL

				HX2014B		320		640		15.6		7.8		2.5 mL

				HX2017B		960		335		5.2		2.6		2.5 mL

				HX2018B		1840		250		2.7		2.2		4mL

				HX2019B		1300		300		3.8		3.1		4mL

				HX2020B		1300		250		3.8		3.1		4mL

				HX2021B		1100		325		4.5		3.6		4mL

				HX2022B		1200		300		4.2		3.3		4mL

				HX2101B		439		415		11.4		4.6		2.5 mL

































20210726_diln Linearity (2)

				Purpose: Evaluate Dilution Linearity with CRL samples D1 15 min (2502, 2501, 2002, 2101) starting at 1:50 dilution and then serial 3 fold dilutions



				Standards: CS_PK

				Sample		Concentration		Signal		Mean		CV		% Recovery Mean		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV

				S001		64		28629		29103		2.3		100.1		63.2		64.1		2.0

				S002		32		13794		13481		3.3		102.2		33.4		32.7		2.9

				S003		16		5902		5926		0.6		98.7		15.7		15.8		0.5

				S004		8		2740		2785		2.3		99.1		7.8		7.9		2.1

				S005		4		1437		1375		6.4		99.8		4.2		4.0		6.5

				S006		2		714		696		3.7		93.5		1.9		1.9		4.6

				S007		1		504		489		4.3		115.3		1.2		1.2		6.6

				S008		0		210		210		0.3		NaN		NaN		NaN		NaN



				QC set 1: CS_PK

				Sample		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Recovery

				64		29228		28197		5.2		64.3		62.3		4.5		97.4

				48		22070		21343		4.8		50.3		48.9		4.2		101.9

				20		7605		7763		2.9		19.7		20.1		2.5		100.5

				6		2091		2062		2.0		6.0		6.0		1.9		99.4



				QC set 2: CS_PK

				Sample		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Recovery

				64		26649		27388		3.8		59.3		60.8		3.3		95.0

				48		19584		18599		7.5		45.4		43.4		6.5		90.3

				20		7167		7095		1.4		18.7		18.6		1.3		92.8

				6		1962		1934		2.0		5.7		5.6		2.0		93.4

				 2101 Day 1 15 min timepoint starting concentration : 56.0 ug/mL										ROQ 100 -3200 ng/mL (neat); 2-64 ng/mL (in-assay)				% difference from theoretical

				Dilution		Theoretical (ng/mL)		Mean Signal		Conc. Mean		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1120		185425		204.6		29.0		ALQ		10.2		-81.7

				150		373.3333333333		160006		157.6		17.7		ALQ		23.6		-57.8

				450		124.4		98758		78.6		15.5		ALQ		35.4		-36.8

				1350		41.5		43797		29.6		13.6		In Detection Range		40.0		-28.6

				4050		13.8		17780		11.1		7.6		In Detection Range		45.1		-19.5

				12150		4.6		6467		3.9		3.5		In Detection Range		46.9		-16.3

				36450		1.5		2290		1.3		14.8		In Detection Range		47.2		-15.7

				109350		0.5		877		0.4		21.1		BLQ		48.8		-12.9

				2002 Day 1 15 min timepoint starting conc: 68.5 ug/mL														% difference from theoretical

				Dilution		Theoretical (ng/mL)		Mean		Conc. Mean		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1370		292104		566.4		9.2		ALQ		28.3		-58.7

				150		456.7		226621		296.1		4.0		ALQ		44.4		-35.2

				450		152.2		126177		109.5		1.6		ALQ		49.3		-28.0						 

				1350		50.7		59976		42.4		3.1		In Detection Range		57.3		-16.4

				4050		16.9		19896		12.5		1.8		In Detection Range		50.8		-25.9

				12150		5.6		7207		4.3		0.7		In Detection Range		52.5		-23.3

				36450		1.9		2673		1.5		9.5		In Detection Range		55.7		-18.7				     

				109350		0.6		866		0.4		14.1		BLQ		48.1		-29.8





				2501 _dilution linearity test                                 D1 15 min  starting conc: 80.6 ug/mL														Recovery (%)

				Dilution		Theoretical PY314  Conc (ng/mL)		Mean		Conc. Mean (ng/mL)		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1612		340801		1114.5		45.6		ALQ		55.7		-30.9

				150		537.3		274619		472.5		10.7		ALQ		70.9		-12.1

				450		179.1		179365		189.7		7.9		In Detection Range		85.4		5.9

				1350		59.7		69195		50.3		1.9		In Detection Range		67.8		-15.8		 

				4050		19.9		26415		17.0		5.2		In Detection Range		68.7		-14.7

				12150		6.6		9107		5.5		5.3		In Detection Range		67.0		-16.9

				36450		2.2		3159		1.8		4.5		In Detection Range		66.5		-17.5				 

				109350		0.7		1155		0.6		0.2		BLQ		66.9		-17.0						 



				2502_dilution linearity test				D1 15 min starting conc: 58.7 ug/mL										Recovery (%)

				Dilution		Theoretical PY314  Conc. (ng/mL)		Mean		Conc. Mean (ng/mL)		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1174		292611		609.8		44.5		ALQ		30.5		-48.1

				150		391.3		232697		320.7		29.1		ALQ		48.1		-18.0

				450		130.4		136125		122.6		12.6		In Detection Range		55.2		-6.0

				1350		43.5		63779		45.6		2.6		In Detection Range		61.6		4.9

				4050		14.5		24160		15.4		9.0		In Detection Range		62.5		6.4

				12150		4.8		8280		5.0		5.4		In Detection Range		60.7		3.4

				36450		1.6		3200		1.8		8.6		In Detection Range		67.4		14.8

				109350		0.5		1051		0.6		15.5		BLQ		60.2		2.5

				Samples in ROQ

				ROQ 10 -3000 ng/mL (neat); 1-300 ng/mL (in-assay)
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20210115 plates_HBR1 titration

		20210115 PY314 gen 2 anti-id screening , Purpose: Further titrate HBR1 and diluent 2 blockers, screen more cancer samples from DLS to see which are high in background and also evaluate the blockers on these samples																														1hr

		SA Plate <21K2NAN163>		MRD 1:10																												1hr

		Sample		1		2		3		4		5		6		7		Diseased sample screening		8		9		10		11		12						1hr

		PY314 10 ng/mL (in-assay)		17409		21542		19994		19493		18658		18827		20345		A112026952		43		38		41		34		37

		SC120926 (Head & Neck)		46		44		43		48		45		45		45		A11209856		133		43		52		40		40

		H1121002 Br. Cancer		43		46		46		47		48		46		49		A112077973		46		44		43		42		33

		SC1211382 Ovarian		555		49		50		168		42		42		43		A11213066		39		38		37		39		38

		SC121005614 Br. Cancer		6198		66		212		3126		no sample						SC120926		41		41		38		42		36

		1112098 (Head and Neck Cancer)		128		46		56		98		43		40		44		SC121138		605		44		48		39		40

		C8121018 NSCLC		54		46		45		49		41		45		41		112078		51		44		35		42		35

		NPS (#'s 389760-67)		51		52		50		54		49		51		52		11211547		43		41		38		39		42

		Blocking/Sample diluent (all use 5% BSA)		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL				HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL



		Coating		2013B

		Detection		2005ST



		Plate 1 S/B

		Sample		1		2		3		4		5		6		7				8		9		10		11		12

		PY314 10 ng/mL		341.4		414.3		399.9		361.0		380.8		369.2		391.3				1.0		0.9		1.1		0.9		0.9

		SC120926 (Head & Neck)		0.9		0.8		0.9		0.9		0.9		0.9		0.9				3.1		1.0		1.4		1.0		1.0

		H1121002 Br. Cancer		0.8		0.9		0.9		0.9		1.0		0.9		0.9				1.1		1.1		1.1		1.1		0.8

		SC1211382 Ovarian		10.9		0.9		1.0		3.1		0.9		0.8		0.8				0.9		0.9		1.0		1.0		0.9

		SC121005014 Br. Cancer		121.5		1.3		4.2		57.9										1.0		1.0		1.0		1.1		0.9

		1112098 (Head and Neck Cancer)		2.5		0.9		1.1		1.8		0.9		0.8		0.8				14.1		1.1		1.3		1.0		1.0

		C8121018 NSCLC		1.1		0.9		0.9		0.9		0.8		0.9		0.8				1.2		1.1		0.9		1.1		0.8

		NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0				1.0		1.0		1.0		1.0		1.0



		2013B/2005ST Pair		HBR1 Treatments								% reduction signal over Treatment 1 HSB (0.35M)

		Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

		PY314 10 ng/mL		18960		21542		19994		19493		-13.6		-5.5		-2.8

		SC120926 (Head & Neck)		39		44		43		48		-12.8		-10.3		-23.1

		H1121002 Br. Cancer		39		46		46		47		-17.9		-17.9		-20.5

		SC1211382 Ovarian		423		49		50		168		88.4		88.2		60.3

		SC121005014 Br. Cancer		4782		66		212		3126		98.6		95.6		34.6

		1112098 (Head and Neck Cancer)		96		46		56		98		52.1		41.7		-2.1

		C8121018 NSCLC		49		46		45		49		6.1		8.2		0.0

		NPS (#'s 389760-67)		49		52		50		54		-6.1		-2.0		-10.2

		Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)



		2013B/2005ST Pair		Diln2  Treatments								% reduction signal over Treatment 1 HSB (0.35M)

		Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

		PY314 10 ng/mL		18960		18658		18827		20345		1.6		0.7		-7.3

		SC120926 (Head & Neck)		39		45		45		45		-15.4		-15.4		-15.4

		H1121002 Br. Cancer		39		48		46		49		-23.1		-17.9		-25.6

		SC1211382 Ovarian		423		42		42		43		90.1		90.1		89.8

		SC121005014 Br. Cancer		4782		no sample						NA

		1112098 (Head and Neck Cancer)		96		43		40		44		55.2		58.3		54.2

		C8121018 NSCLC		49		41		45		41		16.3		8.2		16.3

		NPS (#'s 389760-67)		49		49		51		52		0.0		-4.1		-6.1

		Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL



		Conclusion: HBR1 blocker is still showing > 90% blocking with 1 ug/mL, at 100 ng/mL blocking is only about 50%.  For diluent 2, titrate further down to 0.1 ug/mL.  Diluent 2 is still blocking down to 0.5 uL still showing almost 90% blocking activity







Diseased Selec_20210329pl2 (2)

		Standards: CS_PK						2017B/2004ST								Coating/detection 1 ug/mL each

		Sample		Well		Concentration		Signal		Mean		CV		% Recovery Mean		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		S/N

		S001		A01		300		71174		72205		2.02		101.82		298.83		305.45		3.06		1289.4

		S001		B01		300		73236		72205		2.02		101.82		312.07		305.45		3.06		1289.4

		S002		A02		100		29500		29272		1.10		95.00		95.85		95.00		1.27		522.7

		S002		B02		100		29044		29272		1.10		95.00		94.14		95.00		1.27		522.7

		S003		A03		33.3333333333		11339		11983		7.59		107.01		33.65		35.67		8.02		214.0

		S003		B03		33.3333333333		12626		11983		7.59		107.01		37.69		35.67		8.02		214.0

		S004		A04		11.1111111111		3832		3854		0.79		99.11		10.95		11.01		0.81		68.8

		S004		B04		11.1111111111		3875		3854		0.79		99.11		11.08		11.01		0.81		68.8

		S005		A05		3.7037037037		1361		1363		0.21		101.98		3.77		3.78		0.22		24.3

		S005		B05		3.7037037037		1365		1363		0.21		101.98		3.78		3.78		0.22		24.3

		S006		A06		1.2345679012		439		458		5.87		94.44		1.11		1.17		6.66		8.2

		S006		B06		1.2345679012		477		458		5.87		94.44		1.22		1.17		6.66		8.2

		S007		A07		0.4115226337		187		196		6.15		98.53		0.38		0.41		8.62		3.5

		S007		B07		0.4115226337		204		196		6.15		98.53		0.43		0.41		8.62		3.5

		S008		A08		0.1371742112		107		110		3.86		113.74		0.15		0.16		7.97		2.0

		S008		B08		0.1371742112		113		110		3.86		113.74		0.16		0.16		7.97		2.0

		S009		A09		0		54		56		5.05		NaN		NaN		NaN		NaN		1.0

		S009		B09		0		58		56		5.05		NaN		0.00		NaN		NaN		1.0

		Unspiked: CS_PK

		Sample		Well		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Detection Range

		U023		G01		57		60		5.9420737915		NaN		NaN		NaN		Below Fit Curve Range

		U023		H01		62		60		5.9420737915		0.01		NaN		NaN		Below Detection Range

		U024		G02		52		53		1.3468700594		NaN		NaN		NaN		Below Fit Curve Range

		U024		H02		53		53		1.3468700594		NaN		NaN		NaN		Below Fit Curve Range

		U025		G03		48		48		0		NaN		NaN		NaN		Below Fit Curve Range

		U025		H03		48		48		0		NaN		NaN		NaN		Below Fit Curve Range

		U026		G04		57		58		1.2297509238		NaN		NaN		NaN		Below Fit Curve Range

		U026		H04		58		58		1.2297509238		0.00		NaN		NaN		Below Detection Range

		U027		G05		50		54		9.2518644267		NaN		NaN		NaN		Below Fit Curve Range

		U027		H05		57		54		9.2518644267		NaN		NaN		NaN		Below Fit Curve Range

		U028		G06		52		52		1.3730228761		NaN		NaN		NaN		Below Fit Curve Range

		U028		H06		51		52		1.3730228761		NaN		NaN		NaN		Below Fit Curve Range

		U029		G07		47		51		11.0918710774		NaN		NaN		NaN		Below Fit Curve Range

		U029		H07		55		51		11.0918710774		NaN		NaN		NaN		Below Fit Curve Range

		U030		G08		53		52		2.7196414661		NaN		NaN		NaN		Below Fit Curve Range

		U030		H08		51		52		2.7196414661		NaN		NaN		NaN		Below Fit Curve Range

		U031		G09		74		69		11.3549994059		0.05		0.03		68.28		Below Detection Range

		U031		H09		63		69		11.3549994059		0.02		0.03		68.28		Below Detection Range

		U032		G10		52		51		2.7729677694		NaN		NaN		NaN		Below Fit Curve Range

		U032		H10		50		51		2.7729677694		NaN		NaN		NaN		Below Fit Curve Range

		U033		G11		54		52		6.8651143805		NaN		NaN		NaN		Below Fit Curve Range

		U033		H11		49		52		6.8651143805		NaN		NaN		NaN		Below Fit Curve Range

																		all unspiked samples BLQ

		3 ng/mL spike: CS_PK

		Sample		Well		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Detection Range				Recovery (%)

		U001		C01		957		980		3.2485763301		2.61		2.67		3.44		In Detection Range				89.0

		U001		D01		1002		980		3.2485763301		2.74		2.67		3.44		In Detection Range				89.0

		U002		C02		1048		1083		4.5071933397		2.87		2.97		4.74		In Detection Range				98.9

		U002		D02		1117		1083		4.5071933397		3.07		2.97		4.74		In Detection Range				98.9

		U003		C03		1248		1239		1.0847823046		3.45		3.42		1.13		In Detection Range				113.9

		U003		D03		1229		1239		1.0847823046		3.39		3.42		1.13		In Detection Range				113.9

		U004		C04		813		809		0.7871318529		2.19		2.18		0.84		In Detection Range				72.6

		U004		D04		804		809		0.7871318529		2.16		2.18		0.84		In Detection Range				72.6

		U005		C05		1130		1090		5.1897745408		3.10		2.99		5.46		In Detection Range				99.6

		U005		D05		1050		1090		5.1897745408		2.87		2.99		5.46		In Detection Range				99.6

		U006		C06		1068		1017		7.1649777139		2.93		2.78		7.56		In Detection Range				92.6

		U006		D06		965		1017		7.1649777139		2.63		2.78		7.56		In Detection Range				92.6

		U007		C07		1140		1052		11.9027960314		3.13		2.88		12.54		In Detection Range				95.9

		U007		D07		963		1052		11.9027960314		2.62		2.88		12.54		In Detection Range				95.9

		U008		C08		1308		1229		9.151809378		3.62		3.39		9.57		In Detection Range				113.0

		U008		D08		1149		1229		9.151809378		3.16		3.39		9.57		In Detection Range				113.0

		U009		C09		870		837		5.663616777		2.35		2.26		6.05		In Detection Range				75.3

		U009		D09		803		837		5.663616777		2.16		2.26		6.05		In Detection Range				75.3

		U010		C10		962		986		3.4423048171		2.62		2.69		3.64		In Detection Range				89.6

		U010		D10		1010		986		3.4423048171		2.76		2.69		3.64		In Detection Range				89.6

		U011		C11		953		968		2.1914466359		2.59		2.64		2.32		In Detection Range				87.9

		U011		D11		983		968		2.1914466359		2.68		2.64		2.32		In Detection Range				87.9

																				Overall (%) 		100.0

		1 ng/mL spike				2017B/2004ST 20210329pl2

		Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

		1		356		0.9		4.0		87.0

		2		435		1.1		18.2		109.9

		3		453		1.2		2.8		115.1

		4		316		0.8		5.2		75.4

		5		455		1.2		4.9		115.7

		6		407		1.0		9.0		101.7

		7		391		1.0		12.6		97.2

		8		1074		2.9		3.3		294.2

		9		329		0.8		1.8		79.1

		10		395		1.0		6.2		98.4

								Overall Pass Rate (%)		90.0										Overall (%) 		90.9

						Cancer Serum Sample		300 ng/mL spike (in-assay)				1 ng/mL spike (in-assay)

								Calc. Conc. Mean		Recovery (%)		Calc. Conc. Mean		Recovery (%)

						1		310.7		103.6		0.9		87.0

						2		186.4		62.1		1.1		109.9

						3		265.5		88.5		1.2		115.1

						4		278.6		92.9		0.8		75.4

						5		265.2		88.4		1.2		115.7

						6		297.7		99.2		1.0		101.7

						7		379.9		126.6		1.0		97.2

						8		353.1		117.7		2.9		294.2

						9		267.1		89.0		0.8		79.1

						10		256.7		85.6		1.0		98.4

						Overall Pass Rate (%)				80.0				90.0

						300 ng/mL spike				Selectivity 2017B/2004ST 20210325





Hemolysis_Keytruda_20210603

				Standards: CS_PK		2017B/2004ST Coating/Detection Pair (1ug/mL each) 

				Concentration		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		% Recovery Mean

				300		150990		295.4		9.4		98.5

				100		72403		101.7		7.0		101.7

				33.3		28650		35.0		2.3		104.9

				11.1		9173		10.6		9.1		95.5

				3.7		3132		3.6		2.1		96.1

				1.2		1172		1.3		0.3		105.7

				0.4		394		0.4		5.2		100.0

				0.1		156		0.1		2.4		99.4

				240 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		134248		241.9		3.8		100.8

				5% hemolysis		128317		225.0		0.9		93.8

				10% hemolysis		136764		249.5		6.7		104.0

				20% hemolysis		117829		197.7		9.8		82.4

				50% hemolysis		108811		175.6		4.6		73.1

				24 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		19577		23.3		0.6		97.0

				5% hemolysis		19613		23.3		0.0		97.2

				10% hemolysis		19452		23.1		4.2		96.4				 

				20% hemolysis		18087		21.4		9.2		89.3

				50% hemolysis		18503		21.9		3.9		91.4

				2.4 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		1932		2.2		1.0		90.8

				5% hemolysis		1960		2.2		1.1		92.1

				10% hemolysis		2090		2.4		3.3		98.3

				20% hemolysis		1773		2.0		0.0		83.2

				50% hemolysis		1837		2.1		1.9		86.2

				Hemolysis Conclusion: Assay tolerates up to 20% hemolysed samples (10% final)



				240 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		131988		235.4		2.2		98.1

				Keytruda 120 ug/mL		132633		237.3		4.5		98.9

				Keytruda 200 ug/mL		113086		185.8		6.2		77.4



				24 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		19673		23.4		5.2		97.5

				Keytruda 120 ug/mL		19018		22.6		4.3		94.1

				Keytruda 200 ug/mL		17406		20.6		2.2		85.7



				2.4 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		1902		2.1		2.3		89.3

				Keytruda 120 ug/mL		1746		2.0		5.2		81.9

				Keytruda 200 ug/mL		1587		1.8		5.6		74.3

				Keytruda interference conclusion: Assay is tolerant of Keytruda at up to 120 ug/mL



				Standards: CS_PK		2017B/2004ST Coating/Detection Pair (1ug/mL each) 

				Concentration		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		% Recovery Mean

				300		150990		295.4		9.4		98.5

				100		72403		101.7		7.0		101.7

				33.3		28650		35.0		2.3		104.9

				11.1		9173		10.6		9.1		95.5

				3.7		3132		3.6		2.1		96.1

				1.2		1172		1.3		0.3		105.7

				0.4		394		0.4		5.2		100.0

				0.1		156		0.1		2.4		99.4

				240 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		134248		241.9		3.8		100.8

				2.5% hemolysis		128317		225.0		0.9		93.8

				5% hemolysis		136764		249.5		6.7		104.0

				10% hemolysis		117829		197.7		9.8		82.4

				25% hemolysis		108811		175.6		4.6		73.1

				2.4 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		1932		2.2		1.0		90.8

				2.5% hemolysis		1960		2.2		1.1		92.1

				5% hemolysis		2090		2.4		3.3		98.3

				10% hemolysis		1773		2.0		0.0		83.2

				25% hemolysis		1837		2.1		1.9		86.2





				Hemolysis Conclusion: Overall, assay tolerates up to 10% hemolysed samples 







20210105_Blocker evaluation

				20210105 PY314 gen 2 anti-id screening round 4																														1hr

				SA Plate 1 <21K2NA8136>		MRD 1:10																												1hr

				Sample		1		2		3		4		5		6		7		8		9		10		11		12						1hr

				PY314 10 ng/mL		21547		21805		20764		10380		18383		15217		16042		15187		14252		7798		13883		12487

				SC120926 (Head & Neck)		55		55		222		52		60		43		37		34		155		34		37		34

				H1121002 Br. Cancer		47		52		225		53		43		47		37		41		170		40		36		35

				SC1211382 Ovarian		382		807		256		51		413		760		222		41		185		34		112		488

				SC121005614 Br. Cancer		8295		9629		575		45		6999		7916		5031		148		420		37		2591		4827

				1112098 (Head and Neck Cancer)		181		278		330		55		178		287		77		39		164		37		45		112

				C8121018 NSCLC		110		159		292		112		111		138		39		35		162		32		35		43

				NPS (#'s 389760-67)		74		75		250		57		63		68		44		40		167		36		40		43

				Blocking/Sample diluent (all use 5% BSA to block except for starting/super block rows 		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)



				Coating		2013B												2013B

				Detection		2002ST												2005ST

						* added HRB1 @ 2.5 mg/mL instead of 500 ug/mL

				Plate 1 S/B								 

				Sample		1		2		3		4		5		6		7		8		9		10		11		12

				PY314 10 ng/mL		291.2		290.7		83.1		182.1		291.8		223.8		364.6		379.7		85.3		216.6		347.1		290.4

				SC120926 (Head & Neck)		0.7		0.7		0.9		0.9		1.0		0.6		0.8		0.9		0.9		0.9		0.9		0.8

				H1121002 Br. Cancer		0.6		0.7		0.9		0.9		0.7		0.7		0.8		1.0		1.0		1.1		0.9		0.8

				SC1211382 Ovarian		5.2		10.8		1.0		0.9		6.6		11.2		5.0		1.0		1.1		0.9		2.8		11.3

				SC121005014 Br. Cancer		112.1		128.4		2.3		0.8		111.1		116.4		114.3		3.7		2.5		1.0		64.8		112.3

				1112098 (Head and Neck Cancer)		2.4		3.7		1.3		1.0		2.8		4.2		1.8		1.0		1.0		1.0		1.1		2.6

				C8121018 NSCLC		1.5		2.1		1.2		2.0		1.8		2.0		0.9		0.9		1.0		0.9		0.9		1.0

				NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0



				SA Plate 2 <21K2NAP452>																														1hr

				Sample		1		2		3		4		5		6		7		8		9		10		11		12						1hr

				PY314 10 ng/mL		8946		7567		8340		5101		7538		6677		6416		7084		5295		3486		5278		4211

				SC120926 (Head & Neck)		61		58		106		67		62		55		57		75		90		68		67		48

				H1121002 Br. Cancer		80		72		125		81		63		59		80		69		113		70		81		52

				SC1211382 Ovarian		348		73		163		58		225		590		282		74		124		60		104		402

				SC121005014 Br. Cancer		8166		125		792		67		5519		7376		4535		137		464		61		2168		3668

				1112098 (Head and Neck Cancer)		76		67		125		99		82		82		89		91		120		107		88		73

				C8121018 NSCLC		113		99		168		119		129		122		112		125		160		145		106		118

				NPS (#'s 389760-67)		94		71		131		104		78		63		103		84		140		79		79		71

				Blocking/Sample diluent (all use 5% BSA to block except for starting/super block rows 		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)



				Coating		2017B												2017B

				Detection		2004ST												2008ST

				Plate 2 S/B

				Sample		1		2		3		4		5		6		7		8		9		10		11		12

				PY314 10 ng/mL		95.2		106.6		63.7		49.0		96.6		106.0		62.3		84.3		37.8		44.1		66.8		59.3

				SC120926 (Head & Neck)		0.6		0.8		0.8		0.6		0.8		0.9		0.6		0.9		0.6		0.9		0.8		0.7

				H1121002 Br. Cancer		0.9		1.0		1.0		0.8		0.8		0.9		0.8		0.8		0.8		0.9		1.0		0.7

				SC1211382 Ovarian		3.7		1.0		1.2		0.6		2.9		9.4		2.7		0.9		0.9		0.8		1.3		5.7

				SC121005014 Br. Cancer		86.9		1.8		6.0		0.6		70.8		117.1		44.0		1.6		3.3		0.8		27.4		51.7

				1112098 (Head and Neck Cancer)		0.8		0.9		1.0		1.0		1.1		1.3		0.9		1.1		0.9		1.4		1.1		1.0

				C8121018 NSCLC		1.2		1.4		1.3		1.1		1.7		1.9		1.1		1.5		1.1		1.8		1.3		1.7

				NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0



				2013B/2002ST Pair										% reduction signal over Treatment 1 HSB

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL (in-assay)		21547		21805		20764		10380		-1.2		3.6		51.8

				SC120926 (Head & Neck)		55		55		222		52		0.0		-303.6		5.5

				H1121002 Br. Cancer		47		52		225		53		-10.6		-378.7		-12.8

				SC1211382 Ovarian		382		807		256		51		-111.3		33.0		86.6

				SC1210056 Br. Cancer		8295		9629		575		45		-16.1		93.1		99.5

				1112098 (Head and Neck Cancer)		181		278		330		55		-53.6		-82.3		69.6

				C8121018 NSCLC		110		159		292		112		-44.5		-165.5		-1.8

				NPS (#'s 389760-67)		74		75		250		57		-1.4		-237.8		23.0						Blockers Evaluation of HSB (0.5M NaCL); HRB1(500 ug/mL final); MIgG (100 ug/mL)

				Blocker Treatments		HSB (0.5M NaCL)		HSB+HBR1 (500 ug/mL)*		HSB + mouse IgG (100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB + HBR1 (500 ug/mL)*		HSB + mouse IgG(100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)				 



						*HBR1 accidentally added at 2 mg/mL for this row

				2013B/2005ST Pair										% reduction signal over Treatment 1 HSB 

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL (in-assay)		16042		15187		14252		7798		5.3		11.2		51.4

				SC120926 (Head & Neck)		37		34		155		34		8.1		-318.9		8.1						 

				H1121002 Br. Cancer		37		41		170		40		-10.8		-359.5		-8.1

				SC1211382 Ovarian		222		41		185		34		81.5		16.7		84.7

				SC1210056 Br. Cancer		5031		148		420		37		97.1		91.7		99.3						 

				1112098 (Head and Neck Cancer)		77		39		164		37		49.4		-113.0		51.9

				C8121018 NSCLC		39		35		162		32		10.3		-315.4		17.9

				NPS (#'s 389760-67)		44		40		167		36		9.1		-279.5		18.2

				Blocker Treatments		HSB (0.5M NaCL)		HSB+HBR1 (500 ug/mL)		HSB + mouse IgG (100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB + HBR1 (500 ug/mL)*		HSB + mouse IgG(100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)				 





				2017B/2004ST Pair										% reduction signal over Treatment 1 HSB (0.5M)

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL		8946		7567		8340		5101		15.4		6.8		43.0

				SC120926 (Head & Neck)		61		58		106		67		4.9		-73.8		-9.8

				H1121002 Br. Cancer		80		72		125		81		10.0		-56.3		-1.3

				SC1211382 Ovarian		348		73		163		58		79.0		53.2		83.3

				SC121005014 Br. Cancer		8166		125		792		67		98.5		90.3		99.2

				1112098 (Head and Neck Cancer)		76		67		125		99		11.8		-64.5		-30.3

				C8121018 NSCLC		113		99		168		119		12.4		-48.7		-5.3

				NPS (#'s 389760-67)		94		71		131		104		24.5		-39.4		-10.6

				Blocker Treatments		HSB (0.5M NaCL)		HSB (0.35 M) +HRB1 (500 ug/mL)		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB (0.35 M) +HRB1 (500 ug/mL)*		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)



				2017B/2008ST Pair										% reduction signal over Treatment 1 HSB (0.5M)

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL		6416		7084		5295		3486		-10.4		17.5		45.7

				SC120926 (Head & Neck)		57		75		90		68		-31.6		-57.9		-19.3

				H1121002 Br. Cancer		80		69		113		70		13.8		-41.3		12.5

				SC1211382 Ovarian		282		74		124		60		73.8		56.0		78.7

				SC121005014 Br. Cancer		4535		137		464		61		97.0		89.8		98.7

				1112098 (Head and Neck Cancer)		89		91		120		107		-2.2		-34.8		-20.2

				C8121018 NSCLC		112		125		160		145		-11.6		-42.9		-29.5

				NPS (#'s 389760-67)		103		84		140		79		18.4		-35.9		23.3

				Blocker Treatments		HSB (0.5M NaCL)		HSB (0.35 M) +HRB1 (500 ug/mL)		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB (0.35 M) +HRB1 (500 ug/mL)*		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)











































20201221_Anti-id_screening

				20201221 PY314 gen 2 anti-id screening round 3 pl1																				 										1hr

				SA Plate 1 <21K2NAZ128>																														1hr

				Coating/Detection		1		2		3		4		5		6		7		8		9		10		11		12						1hr

				2013B/2002ST		13626		45		36		93		627		37		6898		35		32		101		33		86

				2013B/2005ST		8612		33		31		39		388		29		4004		28		27		44		31		39

				2017B/2004ST		4759		37		49		71		517		40		5835		33		44		72		40		56

				2017B/2008ST		3834		47		50		71		442		37		3610		30		42		78		51		67

				2018B/2005ST		2020		28		26		32		958		31		4951		25		26		38		26		36

				2018B/2010ST		1054		56		38		83		1458		39		7434		161		30		170		73		129

				2019B/2008ST		2681		36		49		68		338		38		3232		34		36		62		42		57

				2020B/2005ST		417		194		2829		211		433		132		2073		170		136		1216		72		333

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal indiv 389762		Normal Indiv 389763		NPS 444093



				Plate 1 S/B

				Coating/Detection (1ug/mL each)		1		2		3		4		5		6		7		8		9		10		11		12

				2013B/2002ST		158.4		0.5		0.4		1.1		7.3		0.4		80.2		0.4		0.4		1.2		0.4		1.0

				2013B/2005ST		220.8		0.8		0.8		1.0		9.9		0.7		102.7		0.7		0.7		1.1		0.8		1.0

				2017B/2004ST		85.0		0.7		0.9		1.3		9.2		0.7		104.2		0.6		0.8		1.3		0.7		1.0

				2017B/2008ST		57.2		0.7		0.7		1.1		6.6		0.6		53.9		0.4		0.6		1.2		0.8		1.0

				2018B/2005ST		56.1		0.8		0.7		0.9		26.6		0.9		137.5		0.7		0.7		1.1		0.7		1.0

				2018B/2010ST		8.2		0.4		0.3		0.6		11.3		0.3		57.6		1.2		0.2		1.3		0.6		1.0

				2019B/2008ST		47.0		0.6		0.9		1.2		5.9		0.7		56.7		0.6		0.6		1.1		0.7		1.0

				2020B/2005ST		1.3		0.6		8.5		0.6		1.3		0.4		6.2		0.5		0.4		3.7		0.2		1.0

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093





				SA Plate 2 <21K2NA2067>

				Coating/Detection		1		2		3		4		5		6		7		8		9		10		11		12

				2020B/2008ST

						1744		32		35		59		248		30		2028		28		31		50		32		44

				2021B/2013ST		5651		35		40		51		1401		28		10558		29		30		62		29		51												2005B		2006B		2013B		2014B		2017B		2018B		2019B		2020B		2021B		2022B		2101B

						5013		31		46		47		1333		30		10135		28		32		61		29		50										HX2002ST		-		+		++		++		-		+		-		-		-		-		-

				2022B/2008ST		2663		43		40		88		1229		42		10021		58		39		94		57		69										HX2004ST		+		-		-		-		+		-		+		+		-		-		-

						2579		41		46		91		1178		39		10350		52		42		95		62		61										HX2005ST		-		+		++		+		-		+		-		-		-		-		-

				2101B/2010ST		1907		59		41		81		1244		39		7046		31		40		161		71		116										HX2008ST		++		+		+		+		+		-		+		+		+		+		-

						1806		53		42		81		1258		38		6874		30		41		158		72		123										HX2010ST		++		+		+		+		+		+		+		+		+		+		+

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093



				SA Plate 2 S/B

				Coating/Detection (1ug/mL each)																														2008ST				HX2101ST		-		-		-		-		-		-		-		-		-		-		-

				2020B/2008ST		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0										HX2102ST		-		-		-		-		-		-		-		-		-		-		-

						39.6		0.7		0.8		1.3		5.6		0.7		46.1		0.6		0.7		1.1		0.7		1.0										HX2103ST		-		-		-		-		-		-		-		-		-		-		-

				2021B/2013ST		110.8		0.7		0.8		1.0		27.5		0.5		207.0		0.6		0.6		1.2		0.6		1.0										HX2104ST		-		-		-		-		-		-		-		-		-		-		-

						100.3		0.6		0.9		0.9		26.7		0.6		202.7		0.6		0.6		1.2		0.6		1.0										HX2105ST		+		-		-		-		-		-		-		-		-		-		-

				2022B/2008ST		38.6		0.6		0.6		1.3		17.8		0.6		145.2		0.8		0.6		1.4		0.8		1.0

						58.6		0.8		0.6		1.4		15.3		0.4		164.3		0.6		1.0		2.1		1.0		0.6

				2101B/2010ST		16.4		0.5		0.4		0.7		10.7		0.3		60.7		0.3		0.3		1.4		0.6		1.0										>2/8 high individual

						14.7		0.4		0.3		0.7		10.2		0.3		55.9		0.2		0.3		1.3		0.6		1.0												2005B		2006B		2013B		2014B		2017B		2018B		2019B		2020B		2021B		2022B		2101B

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093



														 

				3rd round screening results

				Coating/Detection (1ug/mL each)		PY314 10 ng/mL S/B		Plate		SC121005014 Br. Cancer S/B		SC1211382 Ova Cancer S/B

				2013B/2005ST		220.8		1		102.7		9.9

				2013B/2002ST		158.4		1		80.2		7.3

				2021B/2013ST		110.8		2		202.7		27.5

				2017B/2004ST		85.0		1		104.2		9.2

				2022B/2008ST		58.6		2		164.3		15.3

				2017B/2008ST		57.2		1		53.9		6.6

				2018B/2005ST		56.1		1		137.5		26.6

				2019B/2008ST		47.0		1		56.7		5.9

				2020B/2008ST		39.6		2		207.0		5.6

				2101B/2010ST		16.4		2		60.7		10.7

				2018B/2010ST		8.2		1		57.6		11.3

				2020B/2005ST		1.3		1		6.2		1.3











				Summary of promising anti-id pairs from 12/08-12/09 screening

				plate 1		coating Ab		Sulfo-Tag detection										# pairs				Final Pairs		20201217 screening

						2005B		HX2008ST		HX2010ST		HX2013ST		HX2014ST				4				Coating		Detection		Plate 								Plate 

				2		2006B		HX2002ST		HX2005ST		HX2008ST		HX2010ST		HX2013ST		5				2005B		2014ST		1								1

				3		2013B		HX2002ST		HX2005ST		HX2010ST						3				2005B		2008ST		1								1

				4		2014B		HX2002ST		HX2005ST		HX2010ST		HX2013ST				4				2006B		2005ST		1								1

				5		2017B		HX2004ST		HX2008ST		HX2013ST		HX2014ST				4				2013B		2005ST		1								2

				6		2018B		HX2002ST		HX2005ST		HX2010ST						3				2014B		2005ST		2								3

				7		2019B		HX2004ST		HX2008ST		HX2013ST		HX2014ST				4				2019B		2004ST		3								3

				8		2020B		HX2004ST		HX2008ST		HX2013ST		HX2014ST		 		4				2021B		2013ST		3

				9		2021B		HX2008ST		HX2013ST		HX2014ST				 		3				Need to analyze 2101B/HX2010ST

				10		2022B		HX2008ST		HX2013ST		HX2014ST						3

				11		2101B		HX2010ST								 		1						Total # pairs		8

				Total # of pairs= 38

																Total # pairs		38





				Biotinylated TREM2 Antibodies Available for Screening

				Antibody		Conc (ug/mL)		Amount		5mL @ 1 ug/mL		2.5 mL @ 1 ug/mL

				HX2005B		253		265		19.8		9.9		2.5 mL

				HX2006B		333		650		15.0		7.5		2.5 mL

				HX2013B		310		350		16.1		8.1		2.5 mL

				HX2014B		320		640		15.6		7.8		2.5 mL

				HX2017B		960		335		5.2		2.6		2.5 mL

				HX2018B		1840		250		2.7		2.2		4mL

				HX2019B		1300		300		3.8		3.1		4mL

				HX2020B		1300		250		3.8		3.1		4mL

				HX2021B		1100		325		4.5		3.6		4mL

				HX2022B		1200		300		4.2		3.3		4mL

				HX2101B		439		415		11.4		4.6		2.5 mL

































20210726_diln Linearity (2)

				Purpose: Evaluate Dilution Linearity with CRL samples D1 15 min (2502, 2501, 2002, 2101) starting at 1:50 dilution and then serial 3 fold dilutions



				Standards: CS_PK

				Sample		Concentration		Signal		Mean		CV		% Recovery Mean		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV

				S001		64		28629		29103		2.3		100.1		63.2		64.1		2.0

				S002		32		13794		13481		3.3		102.2		33.4		32.7		2.9

				S003		16		5902		5926		0.6		98.7		15.7		15.8		0.5

				S004		8		2740		2785		2.3		99.1		7.8		7.9		2.1

				S005		4		1437		1375		6.4		99.8		4.2		4.0		6.5

				S006		2		714		696		3.7		93.5		1.9		1.9		4.6

				S007		1		504		489		4.3		115.3		1.2		1.2		6.6

				S008		0		210		210		0.3		NaN		NaN		NaN		NaN



				QC set 1: CS_PK

				Sample		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Recovery

				64		29228		28197		5.2		64.3		62.3		4.5		97.4

				48		22070		21343		4.8		50.3		48.9		4.2		101.9

				20		7605		7763		2.9		19.7		20.1		2.5		100.5

				6		2091		2062		2.0		6.0		6.0		1.9		99.4



				QC set 2: CS_PK

				Sample		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Recovery

				64		26649		27388		3.8		59.3		60.8		3.3		95.0

				48		19584		18599		7.5		45.4		43.4		6.5		90.3

				20		7167		7095		1.4		18.7		18.6		1.3		92.8

				6		1962		1934		2.0		5.7		5.6		2.0		93.4

				 2101 Day 1 15 min timepoint starting concentration : 56.0 ug/mL										ROQ 100 -3200 ng/mL (neat); 2-64 ng/mL (in-assay)				% difference from theoretical

				Dilution		Theoretical (ng/mL)		Mean Signal		Conc. Mean		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1120		185425		204.6		29.0		ALQ		10.2		-81.7

				150		373.3333333333		160006		157.6		17.7		ALQ		23.6		-57.8

				450		124.4		98758		78.6		15.5		ALQ		35.4		-36.8

				1350		41.5		43797		29.6		13.6		In Detection Range		40.0		-28.6

				4050		13.8		17780		11.1		7.6		In Detection Range		45.1		-19.5

				12150		4.6		6467		3.9		3.5		In Detection Range		46.9		-16.3

				36450		1.5		2290		1.3		14.8		In Detection Range		47.2		-15.7

				109350		0.5		877		0.4		21.1		BLQ		48.8		-12.9

				2002 Day 1 15 min timepoint starting conc: 68.5 ug/mL														% difference from theoretical

				Dilution		Theoretical (ng/mL)		Mean		Conc. Mean		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1370		292104		566.4		9.2		ALQ		28.3		-58.7

				150		456.7		226621		296.1		4.0		ALQ		44.4		-35.2

				450		152.2		126177		109.5		1.6		ALQ		49.3		-28.0						 

				1350		50.7		59976		42.4		3.1		In Detection Range		57.3		-16.4

				4050		16.9		19896		12.5		1.8		In Detection Range		50.8		-25.9

				12150		5.6		7207		4.3		0.7		In Detection Range		52.5		-23.3

				36450		1.9		2673		1.5		9.5		In Detection Range		55.7		-18.7				     

				109350		0.6		866		0.4		14.1		BLQ		48.1		-29.8





				2501 _dilution linearity test      starting conc: 80.6 µg/mL

				Dilution		Theoretical PY314  Conc (ng/mL)		Mean RLUs		Conc. Mean (ng/mL)		Calc. Conc. CV		Detection Range		Final (ug/mL)		Recovery (%)

				50		1612		340801		1114.5		45.6		ALQ		55.7		69.1

				150		537.3		274619		472.5		10.7		ALQ		70.9		87.9

				450		179.1		179365		189.7		7.9		In Detection Range		85.4		105.9

				1350		59.7		69195		50.3		1.9		In Detection Range		67.8		84.2		 

				4050		19.9		26415		17.0		5.2		In Detection Range		68.7		85.3

				12150		6.6		9107		5.5		5.3		In Detection Range		67.0		83.1

				36450		2.2		3159		1.8		4.5		In Detection Range		66.5		82.5				 

				109350		0.7		1155		0.6		0.2		BLQ		66.9		83.0						 



				2502_dilution linearity test				D1 15 min starting conc: 58.7 ug/mL										Recovery (%)

				Dilution		Theoretical PY314  Conc. (ng/mL)		Mean		Conc. Mean (ng/mL)		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1174		292611		609.8		44.5		ALQ		30.5		-48.1

				150		391.3		232697		320.7		29.1		ALQ		48.1		-18.0

				450		130.4		136125		122.6		12.6		In Detection Range		55.2		-6.0

				1350		43.5		63779		45.6		2.6		In Detection Range		61.6		4.9

				4050		14.5		24160		15.4		9.0		In Detection Range		62.5		6.4

				12150		4.8		8280		5.0		5.4		In Detection Range		60.7		3.4

				36450		1.6		3200		1.8		8.6		In Detection Range		67.4		14.8

				109350		0.5		1051		0.6		15.5		BLQ		60.2		2.5

				Samples in ROQ

				ROQ 10 -3000 ng/mL (neat); 1-300 ng/mL (in-assay)
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20210115 plates_HBR1 titration

		20210115 PY314 gen 2 anti-id screening , Purpose: Further titrate HBR1 and diluent 2 blockers, screen more cancer samples from DLS to see which are high in background and also evaluate the blockers on these samples																														1hr

		SA Plate <21K2NAN163>		MRD 1:10																												1hr

		Sample		1		2		3		4		5		6		7		Diseased sample screening		8		9		10		11		12						1hr

		PY314 10 ng/mL (in-assay)		17409		21542		19994		19493		18658		18827		20345		A112026952		43		38		41		34		37

		SC120926 (Head & Neck)		46		44		43		48		45		45		45		A11209856		133		43		52		40		40

		H1121002 Br. Cancer		43		46		46		47		48		46		49		A112077973		46		44		43		42		33

		SC1211382 Ovarian		555		49		50		168		42		42		43		A11213066		39		38		37		39		38

		SC121005614 Br. Cancer		6198		66		212		3126		no sample						SC120926		41		41		38		42		36

		1112098 (Head and Neck Cancer)		128		46		56		98		43		40		44		SC121138		605		44		48		39		40

		C8121018 NSCLC		54		46		45		49		41		45		41		112078		51		44		35		42		35

		NPS (#'s 389760-67)		51		52		50		54		49		51		52		11211547		43		41		38		39		42

		Blocking/Sample diluent (all use 5% BSA)		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL				HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL



		Coating		2013B

		Detection		2005ST



		Plate 1 S/B

		Sample		1		2		3		4		5		6		7				8		9		10		11		12

		PY314 10 ng/mL		341.4		414.3		399.9		361.0		380.8		369.2		391.3				1.0		0.9		1.1		0.9		0.9

		SC120926 (Head & Neck)		0.9		0.8		0.9		0.9		0.9		0.9		0.9				3.1		1.0		1.4		1.0		1.0

		H1121002 Br. Cancer		0.8		0.9		0.9		0.9		1.0		0.9		0.9				1.1		1.1		1.1		1.1		0.8

		SC1211382 Ovarian		10.9		0.9		1.0		3.1		0.9		0.8		0.8				0.9		0.9		1.0		1.0		0.9

		SC121005014 Br. Cancer		121.5		1.3		4.2		57.9										1.0		1.0		1.0		1.1		0.9

		1112098 (Head and Neck Cancer)		2.5		0.9		1.1		1.8		0.9		0.8		0.8				14.1		1.1		1.3		1.0		1.0

		C8121018 NSCLC		1.1		0.9		0.9		0.9		0.8		0.9		0.8				1.2		1.1		0.9		1.1		0.8

		NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0				1.0		1.0		1.0		1.0		1.0



		2013B/2005ST Pair		HBR1 Treatments								% reduction signal over Treatment 1 HSB (0.35M)

		Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

		PY314 10 ng/mL		18960		21542		19994		19493		-13.6		-5.5		-2.8

		SC120926 (Head & Neck)		39		44		43		48		-12.8		-10.3		-23.1

		H1121002 Br. Cancer		39		46		46		47		-17.9		-17.9		-20.5

		SC1211382 Ovarian		423		49		50		168		88.4		88.2		60.3

		SC121005014 Br. Cancer		4782		66		212		3126		98.6		95.6		34.6

		1112098 (Head and Neck Cancer)		96		46		56		98		52.1		41.7		-2.1

		C8121018 NSCLC		49		46		45		49		6.1		8.2		0.0

		NPS (#'s 389760-67)		49		52		50		54		-6.1		-2.0		-10.2

		Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)



		2013B/2005ST Pair		Diln2  Treatments								% reduction signal over Treatment 1 HSB (0.35M)

		Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

		PY314 10 ng/mL		18960		18658		18827		20345		1.6		0.7		-7.3

		SC120926 (Head & Neck)		39		45		45		45		-15.4		-15.4		-15.4

		H1121002 Br. Cancer		39		48		46		49		-23.1		-17.9		-25.6

		SC1211382 Ovarian		423		42		42		43		90.1		90.1		89.8

		SC121005014 Br. Cancer		4782		no sample						NA

		1112098 (Head and Neck Cancer)		96		43		40		44		55.2		58.3		54.2

		C8121018 NSCLC		49		41		45		41		16.3		8.2		16.3

		NPS (#'s 389760-67)		49		49		51		52		0.0		-4.1		-6.1

		Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL



		Conclusion: HBR1 blocker is still showing > 90% blocking with 1 ug/mL, at 100 ng/mL blocking is only about 50%.  For diluent 2, titrate further down to 0.1 ug/mL.  Diluent 2 is still blocking down to 0.5 uL still showing almost 90% blocking activity







Diseased Selec_20210329pl2 (2)

		Standards: CS_PK						2017B/2004ST								Coating/detection 1 ug/mL each

		Sample		Well		Concentration		Signal		Mean		CV		% Recovery Mean		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		S/N

		S001		A01		300		71174		72205		2.02		101.82		298.83		305.45		3.06		1289.4

		S001		B01		300		73236		72205		2.02		101.82		312.07		305.45		3.06		1289.4

		S002		A02		100		29500		29272		1.10		95.00		95.85		95.00		1.27		522.7

		S002		B02		100		29044		29272		1.10		95.00		94.14		95.00		1.27		522.7

		S003		A03		33.3333333333		11339		11983		7.59		107.01		33.65		35.67		8.02		214.0

		S003		B03		33.3333333333		12626		11983		7.59		107.01		37.69		35.67		8.02		214.0

		S004		A04		11.1111111111		3832		3854		0.79		99.11		10.95		11.01		0.81		68.8

		S004		B04		11.1111111111		3875		3854		0.79		99.11		11.08		11.01		0.81		68.8

		S005		A05		3.7037037037		1361		1363		0.21		101.98		3.77		3.78		0.22		24.3

		S005		B05		3.7037037037		1365		1363		0.21		101.98		3.78		3.78		0.22		24.3

		S006		A06		1.2345679012		439		458		5.87		94.44		1.11		1.17		6.66		8.2

		S006		B06		1.2345679012		477		458		5.87		94.44		1.22		1.17		6.66		8.2

		S007		A07		0.4115226337		187		196		6.15		98.53		0.38		0.41		8.62		3.5

		S007		B07		0.4115226337		204		196		6.15		98.53		0.43		0.41		8.62		3.5

		S008		A08		0.1371742112		107		110		3.86		113.74		0.15		0.16		7.97		2.0

		S008		B08		0.1371742112		113		110		3.86		113.74		0.16		0.16		7.97		2.0

		S009		A09		0		54		56		5.05		NaN		NaN		NaN		NaN		1.0

		S009		B09		0		58		56		5.05		NaN		0.00		NaN		NaN		1.0

		Unspiked: CS_PK

		Sample		Well		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Detection Range

		U023		G01		57		60		5.9420737915		NaN		NaN		NaN		Below Fit Curve Range

		U023		H01		62		60		5.9420737915		0.01		NaN		NaN		Below Detection Range

		U024		G02		52		53		1.3468700594		NaN		NaN		NaN		Below Fit Curve Range

		U024		H02		53		53		1.3468700594		NaN		NaN		NaN		Below Fit Curve Range

		U025		G03		48		48		0		NaN		NaN		NaN		Below Fit Curve Range

		U025		H03		48		48		0		NaN		NaN		NaN		Below Fit Curve Range

		U026		G04		57		58		1.2297509238		NaN		NaN		NaN		Below Fit Curve Range

		U026		H04		58		58		1.2297509238		0.00		NaN		NaN		Below Detection Range

		U027		G05		50		54		9.2518644267		NaN		NaN		NaN		Below Fit Curve Range

		U027		H05		57		54		9.2518644267		NaN		NaN		NaN		Below Fit Curve Range

		U028		G06		52		52		1.3730228761		NaN		NaN		NaN		Below Fit Curve Range

		U028		H06		51		52		1.3730228761		NaN		NaN		NaN		Below Fit Curve Range

		U029		G07		47		51		11.0918710774		NaN		NaN		NaN		Below Fit Curve Range

		U029		H07		55		51		11.0918710774		NaN		NaN		NaN		Below Fit Curve Range

		U030		G08		53		52		2.7196414661		NaN		NaN		NaN		Below Fit Curve Range

		U030		H08		51		52		2.7196414661		NaN		NaN		NaN		Below Fit Curve Range

		U031		G09		74		69		11.3549994059		0.05		0.03		68.28		Below Detection Range

		U031		H09		63		69		11.3549994059		0.02		0.03		68.28		Below Detection Range

		U032		G10		52		51		2.7729677694		NaN		NaN		NaN		Below Fit Curve Range

		U032		H10		50		51		2.7729677694		NaN		NaN		NaN		Below Fit Curve Range

		U033		G11		54		52		6.8651143805		NaN		NaN		NaN		Below Fit Curve Range

		U033		H11		49		52		6.8651143805		NaN		NaN		NaN		Below Fit Curve Range

																		all unspiked samples BLQ

		3 ng/mL spike: CS_PK

		Sample		Well		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Detection Range				Recovery (%)

		U001		C01		957		980		3.2485763301		2.61		2.67		3.44		In Detection Range				89.0

		U001		D01		1002		980		3.2485763301		2.74		2.67		3.44		In Detection Range				89.0

		U002		C02		1048		1083		4.5071933397		2.87		2.97		4.74		In Detection Range				98.9

		U002		D02		1117		1083		4.5071933397		3.07		2.97		4.74		In Detection Range				98.9

		U003		C03		1248		1239		1.0847823046		3.45		3.42		1.13		In Detection Range				113.9

		U003		D03		1229		1239		1.0847823046		3.39		3.42		1.13		In Detection Range				113.9

		U004		C04		813		809		0.7871318529		2.19		2.18		0.84		In Detection Range				72.6

		U004		D04		804		809		0.7871318529		2.16		2.18		0.84		In Detection Range				72.6

		U005		C05		1130		1090		5.1897745408		3.10		2.99		5.46		In Detection Range				99.6

		U005		D05		1050		1090		5.1897745408		2.87		2.99		5.46		In Detection Range				99.6

		U006		C06		1068		1017		7.1649777139		2.93		2.78		7.56		In Detection Range				92.6

		U006		D06		965		1017		7.1649777139		2.63		2.78		7.56		In Detection Range				92.6

		U007		C07		1140		1052		11.9027960314		3.13		2.88		12.54		In Detection Range				95.9

		U007		D07		963		1052		11.9027960314		2.62		2.88		12.54		In Detection Range				95.9

		U008		C08		1308		1229		9.151809378		3.62		3.39		9.57		In Detection Range				113.0

		U008		D08		1149		1229		9.151809378		3.16		3.39		9.57		In Detection Range				113.0

		U009		C09		870		837		5.663616777		2.35		2.26		6.05		In Detection Range				75.3

		U009		D09		803		837		5.663616777		2.16		2.26		6.05		In Detection Range				75.3

		U010		C10		962		986		3.4423048171		2.62		2.69		3.64		In Detection Range				89.6

		U010		D10		1010		986		3.4423048171		2.76		2.69		3.64		In Detection Range				89.6

		U011		C11		953		968		2.1914466359		2.59		2.64		2.32		In Detection Range				87.9

		U011		D11		983		968		2.1914466359		2.68		2.64		2.32		In Detection Range				87.9

																				Overall (%) 		100.0

		1 ng/mL spike				2017B/2004ST 20210329pl2

		Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

		1		356		0.9		4.0		87.0

		2		435		1.1		18.2		109.9

		3		453		1.2		2.8		115.1

		4		316		0.8		5.2		75.4

		5		455		1.2		4.9		115.7

		6		407		1.0		9.0		101.7

		7		391		1.0		12.6		97.2

		8		1074		2.9		3.3		294.2

		9		329		0.8		1.8		79.1

		10		395		1.0		6.2		98.4

								Overall Pass Rate (%)		90.0										Overall (%) 		90.9

						Cancer Serum Sample		300 ng/mL spike (in-assay)				1 ng/mL spike (in-assay)

								Calc. Conc. Mean		Recovery (%)		Calc. Conc. Mean		Recovery (%)

						1		310.7		103.6		0.9		87.0

						2		186.4		62.1		1.1		109.9

						3		265.5		88.5		1.2		115.1

						4		278.6		92.9		0.8		75.4

						5		265.2		88.4		1.2		115.7

						6		297.7		99.2		1.0		101.7

						7		379.9		126.6		1.0		97.2

						8		353.1		117.7		2.9		294.2

						9		267.1		89.0		0.8		79.1

						10		256.7		85.6		1.0		98.4

						Overall Pass Rate (%)				80.0				90.0

						300 ng/mL spike				Selectivity 2017B/2004ST 20210325





Hemolysis_Keytruda_20210603

				Standards: CS_PK		2017B/2004ST Coating/Detection Pair (1ug/mL each) 

				Concentration		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		% Recovery Mean

				300		150990		295.4		9.4		98.5

				100		72403		101.7		7.0		101.7

				33.3		28650		35.0		2.3		104.9

				11.1		9173		10.6		9.1		95.5

				3.7		3132		3.6		2.1		96.1

				1.2		1172		1.3		0.3		105.7

				0.4		394		0.4		5.2		100.0

				0.1		156		0.1		2.4		99.4

				240 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		134248		241.9		3.8		100.8

				5% hemolysis		128317		225.0		0.9		93.8

				10% hemolysis		136764		249.5		6.7		104.0

				20% hemolysis		117829		197.7		9.8		82.4

				50% hemolysis		108811		175.6		4.6		73.1

				24 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		19577		23.3		0.6		97.0

				5% hemolysis		19613		23.3		0.0		97.2

				10% hemolysis		19452		23.1		4.2		96.4				 

				20% hemolysis		18087		21.4		9.2		89.3

				50% hemolysis		18503		21.9		3.9		91.4

				2.4 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		1932		2.2		1.0		90.8

				5% hemolysis		1960		2.2		1.1		92.1

				10% hemolysis		2090		2.4		3.3		98.3

				20% hemolysis		1773		2.0		0.0		83.2

				50% hemolysis		1837		2.1		1.9		86.2

				Hemolysis Conclusion: Assay tolerates up to 20% hemolysed samples (10% final)



				240 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		131988		235.4		2.2		98.1

				Keytruda 120 ug/mL		132633		237.3		4.5		98.9

				Keytruda 200 ug/mL		113086		185.8		6.2		77.4



				24 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		19673		23.4		5.2		97.5

				Keytruda 120 ug/mL		19018		22.6		4.3		94.1

				Keytruda 200 ug/mL		17406		20.6		2.2		85.7



				2.4 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		1902		2.1		2.3		89.3

				Keytruda 120 ug/mL		1746		2.0		5.2		81.9

				Keytruda 200 ug/mL		1587		1.8		5.6		74.3

				Keytruda interference conclusion: Assay is tolerant of Keytruda at up to 120 ug/mL



				Standards: CS_PK		2017B/2004ST Coating/Detection Pair (1ug/mL each) 

				Concentration		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		% Recovery Mean

				300		150990		295.4		9.4		98.5

				100		72403		101.7		7.0		101.7

				33.3		28650		35.0		2.3		104.9

				11.1		9173		10.6		9.1		95.5

				3.7		3132		3.6		2.1		96.1

				1.2		1172		1.3		0.3		105.7

				0.4		394		0.4		5.2		100.0

				0.1		156		0.1		2.4		99.4

				240 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		134248		241.9		3.8		100.8

				2.5% hemolysis		128317		225.0		0.9		93.8

				5% hemolysis		136764		249.5		6.7		104.0

				10% hemolysis		117829		197.7		9.8		82.4

				25% hemolysis		108811		175.6		4.6		73.1

				2.4 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		1932		2.2		1.0		90.8

				2.5% hemolysis		1960		2.2		1.1		92.1

				5% hemolysis		2090		2.4		3.3		98.3

				10% hemolysis		1773		2.0		0.0		83.2

				25% hemolysis		1837		2.1		1.9		86.2





				Hemolysis Conclusion: Overall, assay tolerates up to 10% hemolysed samples 







20210105_Blocker evaluation

				20210105 PY314 gen 2 anti-id screening round 4																														1hr

				SA Plate 1 <21K2NA8136>		MRD 1:10																												1hr

				Sample		1		2		3		4		5		6		7		8		9		10		11		12						1hr

				PY314 10 ng/mL		21547		21805		20764		10380		18383		15217		16042		15187		14252		7798		13883		12487

				SC120926 (Head & Neck)		55		55		222		52		60		43		37		34		155		34		37		34

				H1121002 Br. Cancer		47		52		225		53		43		47		37		41		170		40		36		35

				SC1211382 Ovarian		382		807		256		51		413		760		222		41		185		34		112		488

				SC121005614 Br. Cancer		8295		9629		575		45		6999		7916		5031		148		420		37		2591		4827

				1112098 (Head and Neck Cancer)		181		278		330		55		178		287		77		39		164		37		45		112

				C8121018 NSCLC		110		159		292		112		111		138		39		35		162		32		35		43

				NPS (#'s 389760-67)		74		75		250		57		63		68		44		40		167		36		40		43

				Blocking/Sample diluent (all use 5% BSA to block except for starting/super block rows 		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)



				Coating		2013B												2013B

				Detection		2002ST												2005ST

						* added HRB1 @ 2.5 mg/mL instead of 500 ug/mL

				Plate 1 S/B								 

				Sample		1		2		3		4		5		6		7		8		9		10		11		12

				PY314 10 ng/mL		291.2		290.7		83.1		182.1		291.8		223.8		364.6		379.7		85.3		216.6		347.1		290.4

				SC120926 (Head & Neck)		0.7		0.7		0.9		0.9		1.0		0.6		0.8		0.9		0.9		0.9		0.9		0.8

				H1121002 Br. Cancer		0.6		0.7		0.9		0.9		0.7		0.7		0.8		1.0		1.0		1.1		0.9		0.8

				SC1211382 Ovarian		5.2		10.8		1.0		0.9		6.6		11.2		5.0		1.0		1.1		0.9		2.8		11.3

				SC121005014 Br. Cancer		112.1		128.4		2.3		0.8		111.1		116.4		114.3		3.7		2.5		1.0		64.8		112.3

				1112098 (Head and Neck Cancer)		2.4		3.7		1.3		1.0		2.8		4.2		1.8		1.0		1.0		1.0		1.1		2.6

				C8121018 NSCLC		1.5		2.1		1.2		2.0		1.8		2.0		0.9		0.9		1.0		0.9		0.9		1.0

				NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0



				SA Plate 2 <21K2NAP452>																														1hr

				Sample		1		2		3		4		5		6		7		8		9		10		11		12						1hr

				PY314 10 ng/mL		8946		7567		8340		5101		7538		6677		6416		7084		5295		3486		5278		4211

				SC120926 (Head & Neck)		61		58		106		67		62		55		57		75		90		68		67		48

				H1121002 Br. Cancer		80		72		125		81		63		59		80		69		113		70		81		52

				SC1211382 Ovarian		348		73		163		58		225		590		282		74		124		60		104		402

				SC121005014 Br. Cancer		8166		125		792		67		5519		7376		4535		137		464		61		2168		3668

				1112098 (Head and Neck Cancer)		76		67		125		99		82		82		89		91		120		107		88		73

				C8121018 NSCLC		113		99		168		119		129		122		112		125		160		145		106		118

				NPS (#'s 389760-67)		94		71		131		104		78		63		103		84		140		79		79		71

				Blocking/Sample diluent (all use 5% BSA to block except for starting/super block rows 		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)



				Coating		2017B												2017B

				Detection		2004ST												2008ST

				Plate 2 S/B

				Sample		1		2		3		4		5		6		7		8		9		10		11		12

				PY314 10 ng/mL		95.2		106.6		63.7		49.0		96.6		106.0		62.3		84.3		37.8		44.1		66.8		59.3

				SC120926 (Head & Neck)		0.6		0.8		0.8		0.6		0.8		0.9		0.6		0.9		0.6		0.9		0.8		0.7

				H1121002 Br. Cancer		0.9		1.0		1.0		0.8		0.8		0.9		0.8		0.8		0.8		0.9		1.0		0.7

				SC1211382 Ovarian		3.7		1.0		1.2		0.6		2.9		9.4		2.7		0.9		0.9		0.8		1.3		5.7

				SC121005014 Br. Cancer		86.9		1.8		6.0		0.6		70.8		117.1		44.0		1.6		3.3		0.8		27.4		51.7

				1112098 (Head and Neck Cancer)		0.8		0.9		1.0		1.0		1.1		1.3		0.9		1.1		0.9		1.4		1.1		1.0

				C8121018 NSCLC		1.2		1.4		1.3		1.1		1.7		1.9		1.1		1.5		1.1		1.8		1.3		1.7

				NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0



				2013B/2002ST Pair										% reduction signal over Treatment 1 HSB

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL (in-assay)		21547		21805		20764		10380		-1.2		3.6		51.8

				SC120926 (Head & Neck)		55		55		222		52		0.0		-303.6		5.5

				H1121002 Br. Cancer		47		52		225		53		-10.6		-378.7		-12.8

				SC1211382 Ovarian		382		807		256		51		-111.3		33.0		86.6

				SC1210056 Br. Cancer		8295		9629		575		45		-16.1		93.1		99.5

				1112098 (Head and Neck Cancer)		181		278		330		55		-53.6		-82.3		69.6

				C8121018 NSCLC		110		159		292		112		-44.5		-165.5		-1.8

				NPS (#'s 389760-67)		74		75		250		57		-1.4		-237.8		23.0						Blockers Evaluation of HSB (0.5M NaCL); HRB1(500 ug/mL final); MIgG (100 ug/mL)

				Blocker Treatments		HSB (0.5M NaCL)		HSB+HBR1 (500 ug/mL)*		HSB + mouse IgG (100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB + HBR1 (500 ug/mL)*		HSB + mouse IgG(100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)				 



						*HBR1 accidentally added at 2 mg/mL for this row

				2013B/2005ST Pair										% reduction signal over Treatment 1 HSB 

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL (in-assay)		16042		15187		14252		7798		5.3		11.2		51.4

				SC120926 (Head & Neck)		37		34		155		34		8.1		-318.9		8.1						 

				H1121002 Br. Cancer		37		41		170		40		-10.8		-359.5		-8.1

				SC1211382 Ovarian		222		41		185		34		81.5		16.7		84.7

				SC1210056 Br. Cancer		5031		148		420		37		97.1		91.7		99.3						 

				1112098 (Head and Neck Cancer)		77		39		164		37		49.4		-113.0		51.9

				C8121018 NSCLC		39		35		162		32		10.3		-315.4		17.9

				NPS (#'s 389760-67)		44		40		167		36		9.1		-279.5		18.2

				Blocker Treatments		HSB (0.5M NaCL)		HSB+HBR1 (500 ug/mL)		HSB + mouse IgG (100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB + HBR1 (500 ug/mL)*		HSB + mouse IgG(100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)				 





				Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (500 µg/mL)		HSB (0.35 M) + mIgG(100 µg/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix 		HSB (0.35 M) +HRB1 (500 µg/mL)		HSB (0.35 M) + MIgG(100 µg/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix 



				2017B/2004ST Pair		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				Sample		RLUs		RLUs		RLUs		RLUs		% Reduction signal over Treatment 1 HSB (0.35M)

				PY314 10 ng/mL		8946		7567		8340		5101		15.4		6.8		43.0

				SC120926 (Head & Neck)		61		58		106		67		4.9		-73.8		-9.8

				H1121002 Br. Cancer		80		72		125		81		10.0		-56.3		-1.3

				SC1211382 Ovarian		348		73		163		58		79.0		53.2		83.3

				SC121005014 Br. Cancer		8166		125		792		67		98.5		90.3		99.2

				1112098 (Head and Neck Cancer)		76		67		125		99		11.8		-64.5		-30.3

				C8121018 NSCLC		113		99		168		119		12.4		-48.7		-5.3

				NPS (389760-67)		94		71		131		104		24.5		-39.4		-10.6

				Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (500 ug/mL)		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix 		HSB (0.35 M) +HRB1 (500 ug/mL)		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix 



				2017B/2008ST Pair										% reduction signal over Treatment 1 HSB (0.5M)

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL		6416		7084		5295		3486		-10.4		17.5		45.7

				SC120926 (Head & Neck)		57		75		90		68		-31.6		-57.9		-19.3

				H1121002 Br. Cancer		80		69		113		70		13.8		-41.3		12.5

				SC1211382 Ovarian		282		74		124		60		73.8		56.0		78.7

				SC121005014 Br. Cancer		4535		137		464		61		97.0		89.8		98.7

				1112098 (Head and Neck Cancer)		89		91		120		107		-2.2		-34.8		-20.2

				C8121018 NSCLC		112		125		160		145		-11.6		-42.9		-29.5

				NPS (#'s 389760-67)		103		84		140		79		18.4		-35.9		23.3

				Blocker Treatments		HSB (0.5M NaCL)		HSB (0.35 M) +HRB1 (500 ug/mL)		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB (0.35 M) +HRB1 (500 ug/mL)*		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)











































20201221_Anti-id_screening

				20201221 PY314 gen 2 anti-id screening round 3 pl1																				 										1hr

				SA Plate 1 <21K2NAZ128>																														1hr

				Coating/Detection		RLUs		RLUs		RLUs		RLUs		RLUs		RLUs		RLUs		RLUs		RLUs		RLUs		RLUs		RLUs						1hr

				2013B/2002ST		13626		45		36		93		627		37		6898		35		32		101		33		86

				2013B/2005ST		8612		33		31		39		388		29		4004		28		27		44		31		39

				2017B/2004ST		4759		37		49		71		517		40		5835		33		44		72		40		56

				2017B/2008ST		3834		47		50		71		442		37		3610		30		42		78		51		67

				2018B/2005ST		2020		28		26		32		958		31		4951		25		26		38		26		36

				2018B/2010ST		1054		56		38		83		1458		39		7434		161		30		170		73		129

				2019B/2008ST		2681		36		49		68		338		38		3232		34		36		62		42		57

				2020B/2005ST		417		194		2829		211		433		132		2073		170		136		1216		72		333

				Sample		PY314 10 ng/mL		SC120926 (H& N)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		Pooled Serum 444093





				Plate 1 S/B

				Coating/Detection (1ug/mL each)		1		2		3		4		5		6		7		8		9		10		11		12

				2013B/2002ST		158.4		0.5		0.4		1.1		7.3		0.4		80.2		0.4		0.4		1.2		0.4		1.0

				2013B/2005ST		220.8		0.8		0.8		1.0		9.9		0.7		102.7		0.7		0.7		1.1		0.8		1.0

				2017B/2004ST		85.0		0.7		0.9		1.3		9.2		0.7		104.2		0.6		0.8		1.3		0.7		1.0

				2017B/2008ST		57.2		0.7		0.7		1.1		6.6		0.6		53.9		0.4		0.6		1.2		0.8		1.0

				2018B/2005ST		56.1		0.8		0.7		0.9		26.6		0.9		137.5		0.7		0.7		1.1		0.7		1.0

				2018B/2010ST		8.2		0.4		0.3		0.6		11.3		0.3		57.6		1.2		0.2		1.3		0.6		1.0

				2019B/2008ST		47.0		0.6		0.9		1.2		5.9		0.7		56.7		0.6		0.6		1.1		0.7		1.0

				2020B/2005ST		1.3		0.6		8.5		0.6		1.3		0.4		6.2		0.5		0.4		3.7		0.2		1.0

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093





				SA Plate 2 <21K2NA2067>

				Coating/Detection		1		2		3		4		5		6		7		8		9		10		11		12

				2020B/2008ST

						1744		32		35		59		248		30		2028		28		31		50		32		44

				2021B/2013ST		5651		35		40		51		1401		28		10558		29		30		62		29		51												2005B		2006B		2013B		2014B		2017B		2018B		2019B		2020B		2021B		2022B		2101B

						5013		31		46		47		1333		30		10135		28		32		61		29		50										HX2002ST		-		+		++		++		-		+		-		-		-		-		-

				2022B/2008ST		2663		43		40		88		1229		42		10021		58		39		94		57		69										HX2004ST		+		-		-		-		+		-		+		+		-		-		-

						2579		41		46		91		1178		39		10350		52		42		95		62		61										HX2005ST		-		+		++		+		-		+		-		-		-		-		-

				2101B/2010ST		1907		59		41		81		1244		39		7046		31		40		161		71		116										HX2008ST		++		+		+		+		+		-		+		+		+		+		-

						1806		53		42		81		1258		38		6874		30		41		158		72		123										HX2010ST		++		+		+		+		+		+		+		+		+		+		+

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093



				SA Plate 2 S/B

				Coating/Detection (1ug/mL each)																														2008ST				HX2101ST		-		-		-		-		-		-		-		-		-		-		-

				2020B/2008ST		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0										HX2102ST		-		-		-		-		-		-		-		-		-		-		-

						39.6		0.7		0.8		1.3		5.6		0.7		46.1		0.6		0.7		1.1		0.7		1.0										HX2103ST		-		-		-		-		-		-		-		-		-		-		-

				2021B/2013ST		110.8		0.7		0.8		1.0		27.5		0.5		207.0		0.6		0.6		1.2		0.6		1.0										HX2104ST		-		-		-		-		-		-		-		-		-		-		-

						100.3		0.6		0.9		0.9		26.7		0.6		202.7		0.6		0.6		1.2		0.6		1.0										HX2105ST		+		-		-		-		-		-		-		-		-		-		-

				2022B/2008ST		38.6		0.6		0.6		1.3		17.8		0.6		145.2		0.8		0.6		1.4		0.8		1.0

						58.6		0.8		0.6		1.4		15.3		0.4		164.3		0.6		1.0		2.1		1.0		0.6

				2101B/2010ST		16.4		0.5		0.4		0.7		10.7		0.3		60.7		0.3		0.3		1.4		0.6		1.0										>2/8 high individual

						14.7		0.4		0.3		0.7		10.2		0.3		55.9		0.2		0.3		1.3		0.6		1.0												2005B		2006B		2013B		2014B		2017B		2018B		2019B		2020B		2021B		2022B		2101B

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093



														 

				3rd round screening results

				Coating/Detection (1ug/mL each)		PY314 10 ng/mL S/B		Plate		SC121005014 Br. Cancer S/B		SC1211382 Ova Cancer S/B

				2013B/2005ST		220.8		1		102.7		9.9

				2013B/2002ST		158.4		1		80.2		7.3

				2021B/2013ST		110.8		2		202.7		27.5

				2017B/2004ST		85.0		1		104.2		9.2

				2022B/2008ST		58.6		2		164.3		15.3

				2017B/2008ST		57.2		1		53.9		6.6

				2018B/2005ST		56.1		1		137.5		26.6

				2019B/2008ST		47.0		1		56.7		5.9

				2020B/2008ST		39.6		2		207.0		5.6

				2101B/2010ST		16.4		2		60.7		10.7

				2018B/2010ST		8.2		1		57.6		11.3

				2020B/2005ST		1.3		1		6.2		1.3











				Summary of promising anti-id pairs from 12/08-12/09 screening

				plate 1		coating Ab		Sulfo-Tag detection										# pairs				Final Pairs		20201217 screening

						2005B		HX2008ST		HX2010ST		HX2013ST		HX2014ST				4				Coating		Detection		Plate 								Plate 

				2		2006B		HX2002ST		HX2005ST		HX2008ST		HX2010ST		HX2013ST		5				2005B		2014ST		1								1

				3		2013B		HX2002ST		HX2005ST		HX2010ST						3				2005B		2008ST		1								1

				4		2014B		HX2002ST		HX2005ST		HX2010ST		HX2013ST				4				2006B		2005ST		1								1

				5		2017B		HX2004ST		HX2008ST		HX2013ST		HX2014ST				4				2013B		2005ST		1								2

				6		2018B		HX2002ST		HX2005ST		HX2010ST						3				2014B		2005ST		2								3

				7		2019B		HX2004ST		HX2008ST		HX2013ST		HX2014ST				4				2019B		2004ST		3								3

				8		2020B		HX2004ST		HX2008ST		HX2013ST		HX2014ST		 		4				2021B		2013ST		3

				9		2021B		HX2008ST		HX2013ST		HX2014ST				 		3				Need to analyze 2101B/HX2010ST

				10		2022B		HX2008ST		HX2013ST		HX2014ST						3

				11		2101B		HX2010ST								 		1						Total # pairs		8

				Total # of pairs= 38

																Total # pairs		38





				Biotinylated TREM2 Antibodies Available for Screening

				Antibody		Conc (ug/mL)		Amount		5mL @ 1 ug/mL		2.5 mL @ 1 ug/mL

				HX2005B		253		265		19.8		9.9		2.5 mL

				HX2006B		333		650		15.0		7.5		2.5 mL

				HX2013B		310		350		16.1		8.1		2.5 mL

				HX2014B		320		640		15.6		7.8		2.5 mL

				HX2017B		960		335		5.2		2.6		2.5 mL

				HX2018B		1840		250		2.7		2.2		4mL

				HX2019B		1300		300		3.8		3.1		4mL

				HX2020B		1300		250		3.8		3.1		4mL

				HX2021B		1100		325		4.5		3.6		4mL

				HX2022B		1200		300		4.2		3.3		4mL

				HX2101B		439		415		11.4		4.6		2.5 mL

































20210726_diln Linearity (2)

				Purpose: Evaluate Dilution Linearity with CRL samples D1 15 min (2502, 2501, 2002, 2101) starting at 1:50 dilution and then serial 3 fold dilutions



				Standards: CS_PK

				Sample		Concentration		Signal		Mean		CV		% Recovery Mean		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV

				S001		64		28629		29103		2.3		100.1		63.2		64.1		2.0

				S002		32		13794		13481		3.3		102.2		33.4		32.7		2.9

				S003		16		5902		5926		0.6		98.7		15.7		15.8		0.5

				S004		8		2740		2785		2.3		99.1		7.8		7.9		2.1

				S005		4		1437		1375		6.4		99.8		4.2		4.0		6.5

				S006		2		714		696		3.7		93.5		1.9		1.9		4.6

				S007		1		504		489		4.3		115.3		1.2		1.2		6.6

				S008		0		210		210		0.3		NaN		NaN		NaN		NaN



				QC set 1: CS_PK

				Sample		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Recovery

				64		29228		28197		5.2		64.3		62.3		4.5		97.4

				48		22070		21343		4.8		50.3		48.9		4.2		101.9

				20		7605		7763		2.9		19.7		20.1		2.5		100.5

				6		2091		2062		2.0		6.0		6.0		1.9		99.4



				QC set 2: CS_PK

				Sample		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Recovery

				64		26649		27388		3.8		59.3		60.8		3.3		95.0

				48		19584		18599		7.5		45.4		43.4		6.5		90.3

				20		7167		7095		1.4		18.7		18.6		1.3		92.8

				6		1962		1934		2.0		5.7		5.6		2.0		93.4

				 2101 Day 1 15 min timepoint starting concentration : 56.0 ug/mL										ROQ 100 -3200 ng/mL (neat); 2-64 ng/mL (in-assay)				% difference from theoretical

				Dilution		Theoretical (ng/mL)		Mean Signal		Conc. Mean		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1120		185425		204.6		29.0		ALQ		10.2		-81.7

				150		373.3333333333		160006		157.6		17.7		ALQ		23.6		-57.8

				450		124.4		98758		78.6		15.5		ALQ		35.4		-36.8

				1350		41.5		43797		29.6		13.6		In Detection Range		40.0		-28.6

				4050		13.8		17780		11.1		7.6		In Detection Range		45.1		-19.5

				12150		4.6		6467		3.9		3.5		In Detection Range		46.9		-16.3

				36450		1.5		2290		1.3		14.8		In Detection Range		47.2		-15.7

				109350		0.5		877		0.4		21.1		BLQ		48.8		-12.9

				2002 Day 1 15 min timepoint starting conc: 68.5 ug/mL														% difference from theoretical

				Dilution		Theoretical (ng/mL)		Mean		Conc. Mean		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1370		292104		566.4		9.2		ALQ		28.3		-58.7

				150		456.7		226621		296.1		4.0		ALQ		44.4		-35.2

				450		152.2		126177		109.5		1.6		ALQ		49.3		-28.0						 

				1350		50.7		59976		42.4		3.1		In Detection Range		57.3		-16.4

				4050		16.9		19896		12.5		1.8		In Detection Range		50.8		-25.9

				12150		5.6		7207		4.3		0.7		In Detection Range		52.5		-23.3

				36450		1.9		2673		1.5		9.5		In Detection Range		55.7		-18.7				     

				109350		0.6		866		0.4		14.1		BLQ		48.1		-29.8





				2501 _dilution linearity test      starting conc: 80.6 ug/mL

				Dilution		Theoretical PY314  Conc (ng/mL)		Mean RLUs		Conc. Mean (ng/mL)		Calc. Conc. CV		Detection Range		Final (ug/mL)		Recovery (%)

				50		1612		340801		1114.5		45.6		ALQ		55.7		-30.9

				150		537.3		274619		472.5		10.7		ALQ		70.9		-12.1

				450		179.1		179365		189.7		7.9		In Detection Range		85.4		5.9

				1350		59.7		69195		50.3		1.9		In Detection Range		67.8		-15.8		 

				4050		19.9		26415		17.0		5.2		In Detection Range		68.7		-14.7

				12150		6.6		9107		5.5		5.3		In Detection Range		67.0		-16.9

				36450		2.2		3159		1.8		4.5		In Detection Range		66.5		-17.5				 

				109350		0.7		1155		0.6		0.2		BLQ		66.9		-17.0						 



				2502_dilution linearity test				D1 15 min starting conc: 58.7 ug/mL										Recovery (%)

				Dilution		Theoretical PY314  Conc. (ng/mL)		Mean		Conc. Mean (ng/mL)		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1174		292611		609.8		44.5		ALQ		30.5		-48.1

				150		391.3		232697		320.7		29.1		ALQ		48.1		-18.0

				450		130.4		136125		122.6		12.6		In Detection Range		55.2		-6.0

				1350		43.5		63779		45.6		2.6		In Detection Range		61.6		4.9

				4050		14.5		24160		15.4		9.0		In Detection Range		62.5		6.4

				12150		4.8		8280		5.0		5.4		In Detection Range		60.7		3.4

				36450		1.6		3200		1.8		8.6		In Detection Range		67.4		14.8

				109350		0.5		1051		0.6		15.5		BLQ		60.2		2.5

				Samples in ROQ

				ROQ 10 -3000 ng/mL (neat); 1-300 ng/mL (in-assay)
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20210115 plates_HBR1 titration

		20210115 PY314 gen 2 anti-id screening , Purpose: Further titrate HBR1 and diluent 2 blockers, screen more cancer samples from DLS to see which are high in background and also evaluate the blockers on these samples																														1hr

		SA Plate <21K2NAN163>		MRD 1:10																												1hr

		Sample		1		2		3		4		5		6		7		Diseased sample screening		8		9		10		11		12						1hr

		PY314 10 ng/mL (in-assay)		17409		21542		19994		19493		18658		18827		20345		A112026952		43		38		41		34		37

		SC120926 (Head & Neck)		46		44		43		48		45		45		45		A11209856		133		43		52		40		40

		H1121002 Br. Cancer		43		46		46		47		48		46		49		A112077973		46		44		43		42		33

		SC1211382 Ovarian		555		49		50		168		42		42		43		A11213066		39		38		37		39		38

		SC121005614 Br. Cancer		6198		66		212		3126		no sample						SC120926		41		41		38		42		36

		1112098 (Head and Neck Cancer)		128		46		56		98		43		40		44		SC121138		605		44		48		39		40

		C8121018 NSCLC		54		46		45		49		41		45		41		112078		51		44		35		42		35

		NPS (#'s 389760-67)		51		52		50		54		49		51		52		11211547		43		41		38		39		42

		Blocking/Sample diluent (all use 5% BSA)		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL				HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL



		Coating		2013B

		Detection		2005ST



		Plate 1 S/B

		Sample		1		2		3		4		5		6		7				8		9		10		11		12

		PY314 10 ng/mL		341.4		414.3		399.9		361.0		380.8		369.2		391.3				1.0		0.9		1.1		0.9		0.9

		SC120926 (Head & Neck)		0.9		0.8		0.9		0.9		0.9		0.9		0.9				3.1		1.0		1.4		1.0		1.0

		H1121002 Br. Cancer		0.8		0.9		0.9		0.9		1.0		0.9		0.9				1.1		1.1		1.1		1.1		0.8

		SC1211382 Ovarian		10.9		0.9		1.0		3.1		0.9		0.8		0.8				0.9		0.9		1.0		1.0		0.9

		SC121005014 Br. Cancer		121.5		1.3		4.2		57.9										1.0		1.0		1.0		1.1		0.9

		1112098 (Head and Neck Cancer)		2.5		0.9		1.1		1.8		0.9		0.8		0.8				14.1		1.1		1.3		1.0		1.0

		C8121018 NSCLC		1.1		0.9		0.9		0.9		0.8		0.9		0.8				1.2		1.1		0.9		1.1		0.8

		NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0				1.0		1.0		1.0		1.0		1.0



		2013B/2005ST Pair		HBR1 Treatments								% reduction signal over Treatment 1 HSB (0.35M)

		Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

		PY314 10 ng/mL		18960		21542		19994		19493		-13.6		-5.5		-2.8

		SC120926 (Head & Neck)		39		44		43		48		-12.8		-10.3		-23.1

		H1121002 Br. Cancer		39		46		46		47		-17.9		-17.9		-20.5

		SC1211382 Ovarian		423		49		50		168		88.4		88.2		60.3

		SC121005014 Br. Cancer		4782		66		212		3126		98.6		95.6		34.6

		1112098 (Head and Neck Cancer)		96		46		56		98		52.1		41.7		-2.1

		C8121018 NSCLC		49		46		45		49		6.1		8.2		0.0

		NPS (#'s 389760-67)		49		52		50		54		-6.1		-2.0		-10.2

		Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)



		2013B/2005ST Pair		Diln2  Treatments								% reduction signal over Treatment 1 HSB (0.35M)

		Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

		PY314 10 ng/mL		18960		18658		18827		20345		1.6		0.7		-7.3

		SC120926 (Head & Neck)		39		45		45		45		-15.4		-15.4		-15.4

		H1121002 Br. Cancer		39		48		46		49		-23.1		-17.9		-25.6

		SC1211382 Ovarian		423		42		42		43		90.1		90.1		89.8

		SC121005014 Br. Cancer		4782		no sample						NA

		1112098 (Head and Neck Cancer)		96		43		40		44		55.2		58.3		54.2

		C8121018 NSCLC		49		41		45		41		16.3		8.2		16.3

		NPS (#'s 389760-67)		49		49		51		52		0.0		-4.1		-6.1

		Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL



		Conclusion: HBR1 blocker is still showing > 90% blocking with 1 ug/mL, at 100 ng/mL blocking is only about 50%.  For diluent 2, titrate further down to 0.1 ug/mL.  Diluent 2 is still blocking down to 0.5 uL still showing almost 90% blocking activity







Diseased Selec_20210329pl2 (2)

		Standards: CS_PK						2017B/2004ST								Coating/detection 1 ug/mL each

		Sample		Well		Concentration		Signal		Mean		CV		% Recovery Mean		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		S/N

		S001		A01		300		71174		72205		2.02		101.82		298.83		305.45		3.06		1289.4

		S001		B01		300		73236		72205		2.02		101.82		312.07		305.45		3.06		1289.4

		S002		A02		100		29500		29272		1.10		95.00		95.85		95.00		1.27		522.7

		S002		B02		100		29044		29272		1.10		95.00		94.14		95.00		1.27		522.7

		S003		A03		33.3333333333		11339		11983		7.59		107.01		33.65		35.67		8.02		214.0

		S003		B03		33.3333333333		12626		11983		7.59		107.01		37.69		35.67		8.02		214.0

		S004		A04		11.1111111111		3832		3854		0.79		99.11		10.95		11.01		0.81		68.8

		S004		B04		11.1111111111		3875		3854		0.79		99.11		11.08		11.01		0.81		68.8

		S005		A05		3.7037037037		1361		1363		0.21		101.98		3.77		3.78		0.22		24.3

		S005		B05		3.7037037037		1365		1363		0.21		101.98		3.78		3.78		0.22		24.3

		S006		A06		1.2345679012		439		458		5.87		94.44		1.11		1.17		6.66		8.2

		S006		B06		1.2345679012		477		458		5.87		94.44		1.22		1.17		6.66		8.2

		S007		A07		0.4115226337		187		196		6.15		98.53		0.38		0.41		8.62		3.5

		S007		B07		0.4115226337		204		196		6.15		98.53		0.43		0.41		8.62		3.5

		S008		A08		0.1371742112		107		110		3.86		113.74		0.15		0.16		7.97		2.0

		S008		B08		0.1371742112		113		110		3.86		113.74		0.16		0.16		7.97		2.0

		S009		A09		0		54		56		5.05		NaN		NaN		NaN		NaN		1.0

		S009		B09		0		58		56		5.05		NaN		0.00		NaN		NaN		1.0

		Unspiked: CS_PK

		Sample		Well		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Detection Range

		U023		G01		57		60		5.9420737915		NaN		NaN		NaN		Below Fit Curve Range

		U023		H01		62		60		5.9420737915		0.01		NaN		NaN		Below Detection Range

		U024		G02		52		53		1.3468700594		NaN		NaN		NaN		Below Fit Curve Range

		U024		H02		53		53		1.3468700594		NaN		NaN		NaN		Below Fit Curve Range

		U025		G03		48		48		0		NaN		NaN		NaN		Below Fit Curve Range

		U025		H03		48		48		0		NaN		NaN		NaN		Below Fit Curve Range

		U026		G04		57		58		1.2297509238		NaN		NaN		NaN		Below Fit Curve Range

		U026		H04		58		58		1.2297509238		0.00		NaN		NaN		Below Detection Range

		U027		G05		50		54		9.2518644267		NaN		NaN		NaN		Below Fit Curve Range

		U027		H05		57		54		9.2518644267		NaN		NaN		NaN		Below Fit Curve Range

		U028		G06		52		52		1.3730228761		NaN		NaN		NaN		Below Fit Curve Range

		U028		H06		51		52		1.3730228761		NaN		NaN		NaN		Below Fit Curve Range

		U029		G07		47		51		11.0918710774		NaN		NaN		NaN		Below Fit Curve Range

		U029		H07		55		51		11.0918710774		NaN		NaN		NaN		Below Fit Curve Range

		U030		G08		53		52		2.7196414661		NaN		NaN		NaN		Below Fit Curve Range

		U030		H08		51		52		2.7196414661		NaN		NaN		NaN		Below Fit Curve Range

		U031		G09		74		69		11.3549994059		0.05		0.03		68.28		Below Detection Range

		U031		H09		63		69		11.3549994059		0.02		0.03		68.28		Below Detection Range

		U032		G10		52		51		2.7729677694		NaN		NaN		NaN		Below Fit Curve Range

		U032		H10		50		51		2.7729677694		NaN		NaN		NaN		Below Fit Curve Range

		U033		G11		54		52		6.8651143805		NaN		NaN		NaN		Below Fit Curve Range

		U033		H11		49		52		6.8651143805		NaN		NaN		NaN		Below Fit Curve Range

																		all unspiked samples BLQ

		3 ng/mL spike: CS_PK

		Sample		Well		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Detection Range				Recovery (%)

		U001		C01		957		980		3.2485763301		2.61		2.67		3.44		In Detection Range				89.0

		U001		D01		1002		980		3.2485763301		2.74		2.67		3.44		In Detection Range				89.0

		U002		C02		1048		1083		4.5071933397		2.87		2.97		4.74		In Detection Range				98.9

		U002		D02		1117		1083		4.5071933397		3.07		2.97		4.74		In Detection Range				98.9

		U003		C03		1248		1239		1.0847823046		3.45		3.42		1.13		In Detection Range				113.9

		U003		D03		1229		1239		1.0847823046		3.39		3.42		1.13		In Detection Range				113.9

		U004		C04		813		809		0.7871318529		2.19		2.18		0.84		In Detection Range				72.6

		U004		D04		804		809		0.7871318529		2.16		2.18		0.84		In Detection Range				72.6

		U005		C05		1130		1090		5.1897745408		3.10		2.99		5.46		In Detection Range				99.6

		U005		D05		1050		1090		5.1897745408		2.87		2.99		5.46		In Detection Range				99.6

		U006		C06		1068		1017		7.1649777139		2.93		2.78		7.56		In Detection Range				92.6

		U006		D06		965		1017		7.1649777139		2.63		2.78		7.56		In Detection Range				92.6

		U007		C07		1140		1052		11.9027960314		3.13		2.88		12.54		In Detection Range				95.9

		U007		D07		963		1052		11.9027960314		2.62		2.88		12.54		In Detection Range				95.9

		U008		C08		1308		1229		9.151809378		3.62		3.39		9.57		In Detection Range				113.0

		U008		D08		1149		1229		9.151809378		3.16		3.39		9.57		In Detection Range				113.0

		U009		C09		870		837		5.663616777		2.35		2.26		6.05		In Detection Range				75.3

		U009		D09		803		837		5.663616777		2.16		2.26		6.05		In Detection Range				75.3

		U010		C10		962		986		3.4423048171		2.62		2.69		3.64		In Detection Range				89.6

		U010		D10		1010		986		3.4423048171		2.76		2.69		3.64		In Detection Range				89.6

		U011		C11		953		968		2.1914466359		2.59		2.64		2.32		In Detection Range				87.9

		U011		D11		983		968		2.1914466359		2.68		2.64		2.32		In Detection Range				87.9

																				Overall (%) 		100.0

		1 ng/mL spike				2017B/2004ST 20210329pl2

		Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

		1		356		0.9		4.0		87.0

		2		435		1.1		18.2		109.9

		3		453		1.2		2.8		115.1

		4		316		0.8		5.2		75.4

		5		455		1.2		4.9		115.7

		6		407		1.0		9.0		101.7

		7		391		1.0		12.6		97.2

		8		1074		2.9		3.3		294.2

		9		329		0.8		1.8		79.1

		10		395		1.0		6.2		98.4

								Overall Pass Rate (%)		90.0										Overall (%) 		90.9

						Cancer Serum Sample		300 ng/mL spike (in-assay)				1 ng/mL spike (in-assay)

								Calc. Conc. Mean		Recovery (%)		Calc. Conc. Mean		Recovery (%)

						1		310.7		103.6		0.9		87.0

						2		186.4		62.1		1.1		109.9

						3		265.5		88.5		1.2		115.1

						4		278.6		92.9		0.8		75.4

						5		265.2		88.4		1.2		115.7

						6		297.7		99.2		1.0		101.7

						7		379.9		126.6		1.0		97.2

						8		353.1		117.7		2.9		294.2

						9		267.1		89.0		0.8		79.1

						10		256.7		85.6		1.0		98.4

						Overall Pass Rate (%)				80.0				90.0

						300 ng/mL spike				Selectivity 2017B/2004ST 20210325





Hemolysis_Keytruda_20210603

				Standards: CS_PK		2017B/2004ST Coating/Detection Pair (1ug/mL each) 

				Concentration		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		% Recovery Mean

				300		150990		295.4		9.4		98.5

				100		72403		101.7		7.0		101.7

				33.3		28650		35.0		2.3		104.9

				11.1		9173		10.6		9.1		95.5

				3.7		3132		3.6		2.1		96.1

				1.2		1172		1.3		0.3		105.7

				0.4		394		0.4		5.2		100.0

				0.1		156		0.1		2.4		99.4

				240 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		134248		241.9		3.8		100.8

				5% hemolysis		128317		225.0		0.9		93.8

				10% hemolysis		136764		249.5		6.7		104.0

				20% hemolysis		117829		197.7		9.8		82.4

				50% hemolysis		108811		175.6		4.6		73.1

				24 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		19577		23.3		0.6		97.0

				5% hemolysis		19613		23.3		0.0		97.2

				10% hemolysis		19452		23.1		4.2		96.4				 

				20% hemolysis		18087		21.4		9.2		89.3

				50% hemolysis		18503		21.9		3.9		91.4

				2.4 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		1932		2.2		1.0		90.8

				5% hemolysis		1960		2.2		1.1		92.1

				10% hemolysis		2090		2.4		3.3		98.3

				20% hemolysis		1773		2.0		0.0		83.2

				50% hemolysis		1837		2.1		1.9		86.2

				Hemolysis Conclusion: Assay tolerates up to 20% hemolysed samples (10% final)



				240 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		131988		235.4		2.2		98.1

				Keytruda 120 ug/mL		132633		237.3		4.5		98.9

				Keytruda 200 ug/mL		113086		185.8		6.2		77.4



				24 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		19673		23.4		5.2		97.5

				Keytruda 120 ug/mL		19018		22.6		4.3		94.1

				Keytruda 200 ug/mL		17406		20.6		2.2		85.7



				2.4 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		1902		2.1		2.3		89.3

				Keytruda 120 ug/mL		1746		2.0		5.2		81.9

				Keytruda 200 ug/mL		1587		1.8		5.6		74.3

				Keytruda interference conclusion: Assay is tolerant of Keytruda at up to 120 ug/mL



				Standards: CS_PK		2017B/2004ST Coating/Detection Pair (1ug/mL each) 

				Concentration		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		% Recovery Mean

				300		150990		295.4		9.4		98.5

				100		72403		101.7		7.0		101.7

				33.3		28650		35.0		2.3		104.9

				11.1		9173		10.6		9.1		95.5

				3.7		3132		3.6		2.1		96.1

				1.2		1172		1.3		0.3		105.7

				0.4		394		0.4		5.2		100.0

				0.1		156		0.1		2.4		99.4

				240 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		134248		241.9		3.8		100.8

				2.5% hemolysis		128317		225.0		0.9		93.8

				5% hemolysis		136764		249.5		6.7		104.0

				10% hemolysis		117829		197.7		9.8		82.4

				25% hemolysis		108811		175.6		4.6		73.1

				2.4 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		1932		2.2		1.0		90.8

				2.5% hemolysis		1960		2.2		1.1		92.1

				5% hemolysis		2090		2.4		3.3		98.3

				10% hemolysis		1773		2.0		0.0		83.2

				25% hemolysis		1837		2.1		1.9		86.2





				Hemolysis Conclusion: Overall, assay tolerates up to 10% hemolysed samples 







20210105_Blocker evaluation

				20210105 PY314 gen 2 anti-id screening round 4																														1hr

				SA Plate 1 <21K2NA8136>		MRD 1:10																												1hr

				Sample		1		2		3		4		5		6		7		8		9		10		11		12						1hr

				PY314 10 ng/mL		21547		21805		20764		10380		18383		15217		16042		15187		14252		7798		13883		12487

				SC120926 (Head & Neck)		55		55		222		52		60		43		37		34		155		34		37		34

				H1121002 Br. Cancer		47		52		225		53		43		47		37		41		170		40		36		35

				SC1211382 Ovarian		382		807		256		51		413		760		222		41		185		34		112		488

				SC121005614 Br. Cancer		8295		9629		575		45		6999		7916		5031		148		420		37		2591		4827

				1112098 (Head and Neck Cancer)		181		278		330		55		178		287		77		39		164		37		45		112

				C8121018 NSCLC		110		159		292		112		111		138		39		35		162		32		35		43

				NPS (#'s 389760-67)		74		75		250		57		63		68		44		40		167		36		40		43

				Blocking/Sample diluent (all use 5% BSA to block except for starting/super block rows 		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)



				Coating		2013B												2013B

				Detection		2002ST												2005ST

						* added HRB1 @ 2.5 mg/mL instead of 500 ug/mL

				Plate 1 S/B								 

				Sample		1		2		3		4		5		6		7		8		9		10		11		12

				PY314 10 ng/mL		291.2		290.7		83.1		182.1		291.8		223.8		364.6		379.7		85.3		216.6		347.1		290.4

				SC120926 (Head & Neck)		0.7		0.7		0.9		0.9		1.0		0.6		0.8		0.9		0.9		0.9		0.9		0.8

				H1121002 Br. Cancer		0.6		0.7		0.9		0.9		0.7		0.7		0.8		1.0		1.0		1.1		0.9		0.8

				SC1211382 Ovarian		5.2		10.8		1.0		0.9		6.6		11.2		5.0		1.0		1.1		0.9		2.8		11.3

				SC121005014 Br. Cancer		112.1		128.4		2.3		0.8		111.1		116.4		114.3		3.7		2.5		1.0		64.8		112.3

				1112098 (Head and Neck Cancer)		2.4		3.7		1.3		1.0		2.8		4.2		1.8		1.0		1.0		1.0		1.1		2.6

				C8121018 NSCLC		1.5		2.1		1.2		2.0		1.8		2.0		0.9		0.9		1.0		0.9		0.9		1.0

				NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0



				SA Plate 2 <21K2NAP452>																														1hr

				Sample		1		2		3		4		5		6		7		8		9		10		11		12						1hr

				PY314 10 ng/mL		8946		7567		8340		5101		7538		6677		6416		7084		5295		3486		5278		4211

				SC120926 (Head & Neck)		61		58		106		67		62		55		57		75		90		68		67		48

				H1121002 Br. Cancer		80		72		125		81		63		59		80		69		113		70		81		52

				SC1211382 Ovarian		348		73		163		58		225		590		282		74		124		60		104		402

				SC121005014 Br. Cancer		8166		125		792		67		5519		7376		4535		137		464		61		2168		3668

				1112098 (Head and Neck Cancer)		76		67		125		99		82		82		89		91		120		107		88		73

				C8121018 NSCLC		113		99		168		119		129		122		112		125		160		145		106		118

				NPS (#'s 389760-67)		94		71		131		104		78		63		103		84		140		79		79		71

				Blocking/Sample diluent (all use 5% BSA to block except for starting/super block rows 		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)



				Coating		2017B												2017B

				Detection		2004ST												2008ST

				Plate 2 S/B

				Sample		1		2		3		4		5		6		7		8		9		10		11		12

				PY314 10 ng/mL		95.2		106.6		63.7		49.0		96.6		106.0		62.3		84.3		37.8		44.1		66.8		59.3

				SC120926 (Head & Neck)		0.6		0.8		0.8		0.6		0.8		0.9		0.6		0.9		0.6		0.9		0.8		0.7

				H1121002 Br. Cancer		0.9		1.0		1.0		0.8		0.8		0.9		0.8		0.8		0.8		0.9		1.0		0.7

				SC1211382 Ovarian		3.7		1.0		1.2		0.6		2.9		9.4		2.7		0.9		0.9		0.8		1.3		5.7

				SC121005014 Br. Cancer		86.9		1.8		6.0		0.6		70.8		117.1		44.0		1.6		3.3		0.8		27.4		51.7

				1112098 (Head and Neck Cancer)		0.8		0.9		1.0		1.0		1.1		1.3		0.9		1.1		0.9		1.4		1.1		1.0

				C8121018 NSCLC		1.2		1.4		1.3		1.1		1.7		1.9		1.1		1.5		1.1		1.8		1.3		1.7

				NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0



				2013B/2002ST Pair										% reduction signal over Treatment 1 HSB

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL (in-assay)		21547		21805		20764		10380		-1.2		3.6		51.8

				SC120926 (Head & Neck)		55		55		222		52		0.0		-303.6		5.5

				H1121002 Br. Cancer		47		52		225		53		-10.6		-378.7		-12.8

				SC1211382 Ovarian		382		807		256		51		-111.3		33.0		86.6

				SC1210056 Br. Cancer		8295		9629		575		45		-16.1		93.1		99.5

				1112098 (Head and Neck Cancer)		181		278		330		55		-53.6		-82.3		69.6

				C8121018 NSCLC		110		159		292		112		-44.5		-165.5		-1.8

				NPS (#'s 389760-67)		74		75		250		57		-1.4		-237.8		23.0						Blockers Evaluation of HSB (0.5M NaCL); HRB1(500 ug/mL final); MIgG (100 ug/mL)

				Blocker Treatments		HSB (0.5M NaCL)		HSB+HBR1 (500 ug/mL)*		HSB + mouse IgG (100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB + HBR1 (500 ug/mL)*		HSB + mouse IgG(100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)				 



						*HBR1 accidentally added at 2 mg/mL for this row

				2013B/2005ST Pair										% reduction signal over Treatment 1 HSB 

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL (in-assay)		16042		15187		14252		7798		5.3		11.2		51.4

				SC120926 (Head & Neck)		37		34		155		34		8.1		-318.9		8.1						 

				H1121002 Br. Cancer		37		41		170		40		-10.8		-359.5		-8.1

				SC1211382 Ovarian		222		41		185		34		81.5		16.7		84.7

				SC1210056 Br. Cancer		5031		148		420		37		97.1		91.7		99.3						 

				1112098 (Head and Neck Cancer)		77		39		164		37		49.4		-113.0		51.9

				C8121018 NSCLC		39		35		162		32		10.3		-315.4		17.9

				NPS (#'s 389760-67)		44		40		167		36		9.1		-279.5		18.2

				Blocker Treatments		HSB (0.5M NaCL)		HSB+HBR1 (500 ug/mL)		HSB + mouse IgG (100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB + HBR1 (500 ug/mL)*		HSB + mouse IgG(100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)				 





				Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (500 ug/mL)		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix 		HSB (0.35 M) +HRB1 (500 ug/mL)		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix 



				2017B/2004ST Pair		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				Sample		RLUs		RLUs		RLUs		RLUs		% Reduction signal over Treatment 1 HSB (0.35M)

				PY314 10 ng/mL		8946		7567		8340		5101		15.4		6.8		43.0

				SC120926 (Head & Neck)		61		58		106		67		4.9		-73.8		-9.8

				H1121002 Br. Cancer		80		72		125		81		10.0		-56.3		-1.3

				SC1211382 Ovarian		348		73		163		58		79.0		53.2		83.3

				SC121005014 Br. Cancer		8166		125		792		67		98.5		90.3		99.2

				1112098 (Head and Neck Cancer)		76		67		125		99		11.8		-64.5		-30.3

				C8121018 NSCLC		113		99		168		119		12.4		-48.7		-5.3

				NPS (389760-67)		94		71		131		104		24.5		-39.4		-10.6

				Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (500 ug/mL)		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix 		HSB (0.35 M) +HRB1 (500 ug/mL)		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix 



				2017B/2008ST Pair										% reduction signal over Treatment 1 HSB (0.5M)

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL		6416		7084		5295		3486		-10.4		17.5		45.7

				SC120926 (Head & Neck)		57		75		90		68		-31.6		-57.9		-19.3

				H1121002 Br. Cancer		80		69		113		70		13.8		-41.3		12.5

				SC1211382 Ovarian		282		74		124		60		73.8		56.0		78.7

				SC121005014 Br. Cancer		4535		137		464		61		97.0		89.8		98.7

				1112098 (Head and Neck Cancer)		89		91		120		107		-2.2		-34.8		-20.2

				C8121018 NSCLC		112		125		160		145		-11.6		-42.9		-29.5

				NPS (#'s 389760-67)		103		84		140		79		18.4		-35.9		23.3

				Blocker Treatments		HSB (0.5M NaCL)		HSB (0.35 M) +HRB1 (500 ug/mL)		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB (0.35 M) +HRB1 (500 ug/mL)*		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)











































20201221_Anti-id_screening

				20201221 PY314 gen 2 anti-id screening round 3 pl1																				 										1hr

				SA Plate 1 <21K2NAZ128>																														1hr

				Sample		PY314 10 ng/mL		SC120926 (Head and Neck Cancer)		H1121002 Breast  Cancer		C8121018 NSCLC Cancer		SC1211382 Ovarian Cancer		A1121306 Ovarian Cancer		SC1210056 Breast Cancer		A1120779 Breast Cancer		011211547 Breast Cancer		Normal 389762		Normal 389763		Pooled Serum 444093



				Coating/Detection		RLUs		RLUs		RLUs		RLUs		RLUs		RLUs		RLUs		RLUs		RLUs		RLUs		RLUs		RLUs						1hr

				PI-HX-2013B/PI-HX-2002ST		13626		45		36		93		627		37		6898		35		32		101		33		86

				PI-HX-2013B/PI-HX-2005ST		8612		33		31		39		388		29		4004		28		27		44		31		39

				PI-HX-2017B/PI-HX-2004ST		4759		37		49		71		517		40		5835		33		44		72		40		56

				PI-HX-2017B/PI-HX-2008ST		3834		47		50		71		442		37		3610		30		42		78		51		67

				PI-HX-2018B/PI-HX-2005ST		2020		28		26		32		958		31		4951		25		26		38		26		36

				PI-HX-2018B/PI-HX-2010ST		1054		56		38		83		1458		39		7434		161		30		170		73		129

				PI-HX-2019B/PI-HX-2008ST		2681		36		49		68		338		38		3232		34		36		62		42		57

				PI-HX-2020B/PI-HX-2005ST		417		194		2829		211		433		132		2073		170		136		1216		72		333

				Sample		PY314 10 ng/mL		SC120926 (H& N)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		Pooled Serum 444093





				Plate 1 S/B

				Coating/Detection (1ug/mL each)		1		2		3		4		5		6		7		8		9		10		11		12

				2013B/2002ST		158.4		0.5		0.4		1.1		7.3		0.4		80.2		0.4		0.4		1.2		0.4		1.0

				2013B/2005ST		220.8		0.8		0.8		1.0		9.9		0.7		102.7		0.7		0.7		1.1		0.8		1.0

				2017B/2004ST		85.0		0.7		0.9		1.3		9.2		0.7		104.2		0.6		0.8		1.3		0.7		1.0

				2017B/2008ST		57.2		0.7		0.7		1.1		6.6		0.6		53.9		0.4		0.6		1.2		0.8		1.0

				2018B/2005ST		56.1		0.8		0.7		0.9		26.6		0.9		137.5		0.7		0.7		1.1		0.7		1.0

				2018B/2010ST		8.2		0.4		0.3		0.6		11.3		0.3		57.6		1.2		0.2		1.3		0.6		1.0

				2019B/2008ST		47.0		0.6		0.9		1.2		5.9		0.7		56.7		0.6		0.6		1.1		0.7		1.0

				2020B/2005ST		1.3		0.6		8.5		0.6		1.3		0.4		6.2		0.5		0.4		3.7		0.2		1.0

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093





				SA Plate 2 <21K2NA2067>

				Coating/Detection		1		2		3		4		5		6		7		8		9		10		11		12

				2020B/2008ST

						1744		32		35		59		248		30		2028		28		31		50		32		44

				2021B/2013ST		5651		35		40		51		1401		28		10558		29		30		62		29		51												2005B		2006B		2013B		2014B		2017B		2018B		2019B		2020B		2021B		2022B		2101B

						5013		31		46		47		1333		30		10135		28		32		61		29		50										HX2002ST		-		+		++		++		-		+		-		-		-		-		-

				2022B/2008ST		2663		43		40		88		1229		42		10021		58		39		94		57		69										HX2004ST		+		-		-		-		+		-		+		+		-		-		-

						2579		41		46		91		1178		39		10350		52		42		95		62		61										HX2005ST		-		+		++		+		-		+		-		-		-		-		-

				2101B/2010ST		1907		59		41		81		1244		39		7046		31		40		161		71		116										HX2008ST		++		+		+		+		+		-		+		+		+		+		-

						1806		53		42		81		1258		38		6874		30		41		158		72		123										HX2010ST		++		+		+		+		+		+		+		+		+		+		+

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093



				SA Plate 2 S/B

				Coating/Detection (1ug/mL each)																														2008ST				HX2101ST		-		-		-		-		-		-		-		-		-		-		-

				2020B/2008ST		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0										HX2102ST		-		-		-		-		-		-		-		-		-		-		-

						39.6		0.7		0.8		1.3		5.6		0.7		46.1		0.6		0.7		1.1		0.7		1.0										HX2103ST		-		-		-		-		-		-		-		-		-		-		-

				2021B/2013ST		110.8		0.7		0.8		1.0		27.5		0.5		207.0		0.6		0.6		1.2		0.6		1.0										HX2104ST		-		-		-		-		-		-		-		-		-		-		-

						100.3		0.6		0.9		0.9		26.7		0.6		202.7		0.6		0.6		1.2		0.6		1.0										HX2105ST		+		-		-		-		-		-		-		-		-		-		-

				2022B/2008ST		38.6		0.6		0.6		1.3		17.8		0.6		145.2		0.8		0.6		1.4		0.8		1.0

						58.6		0.8		0.6		1.4		15.3		0.4		164.3		0.6		1.0		2.1		1.0		0.6

				2101B/2010ST		16.4		0.5		0.4		0.7		10.7		0.3		60.7		0.3		0.3		1.4		0.6		1.0										>2/8 high individual

						14.7		0.4		0.3		0.7		10.2		0.3		55.9		0.2		0.3		1.3		0.6		1.0												2005B		2006B		2013B		2014B		2017B		2018B		2019B		2020B		2021B		2022B		2101B

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093



														 

				3rd round screening results

				Coating/Detection (1ug/mL each)		PY314 10 ng/mL S/B		Plate		SC121005014 Br. Cancer S/B		SC1211382 Ova Cancer S/B

				2013B/2005ST		220.8		1		102.7		9.9

				2013B/2002ST		158.4		1		80.2		7.3

				2021B/2013ST		110.8		2		202.7		27.5

				2017B/2004ST		85.0		1		104.2		9.2

				2022B/2008ST		58.6		2		164.3		15.3

				2017B/2008ST		57.2		1		53.9		6.6

				2018B/2005ST		56.1		1		137.5		26.6

				2019B/2008ST		47.0		1		56.7		5.9

				2020B/2008ST		39.6		2		207.0		5.6

				2101B/2010ST		16.4		2		60.7		10.7

				2018B/2010ST		8.2		1		57.6		11.3

				2020B/2005ST		1.3		1		6.2		1.3











				Summary of promising anti-id pairs from 12/08-12/09 screening

				plate 1		coating Ab		Sulfo-Tag detection										# pairs				Final Pairs		20201217 screening

						2005B		HX2008ST		HX2010ST		HX2013ST		HX2014ST				4				Coating		Detection		Plate 								Plate 

				2		2006B		HX2002ST		HX2005ST		HX2008ST		HX2010ST		HX2013ST		5				2005B		2014ST		1								1

				3		2013B		HX2002ST		HX2005ST		HX2010ST						3				2005B		2008ST		1								1

				4		2014B		HX2002ST		HX2005ST		HX2010ST		HX2013ST				4				2006B		2005ST		1								1

				5		2017B		HX2004ST		HX2008ST		HX2013ST		HX2014ST				4				2013B		2005ST		1								2

				6		2018B		HX2002ST		HX2005ST		HX2010ST						3				2014B		2005ST		2								3

				7		2019B		HX2004ST		HX2008ST		HX2013ST		HX2014ST				4				2019B		2004ST		3								3

				8		2020B		HX2004ST		HX2008ST		HX2013ST		HX2014ST		 		4				2021B		2013ST		3

				9		2021B		HX2008ST		HX2013ST		HX2014ST				 		3				Need to analyze 2101B/HX2010ST

				10		2022B		HX2008ST		HX2013ST		HX2014ST						3

				11		2101B		HX2010ST								 		1						Total # pairs		8

				Total # of pairs= 38

																Total # pairs		38





				Biotinylated TREM2 Antibodies Available for Screening

				Antibody		Conc (ug/mL)		Amount		5mL @ 1 ug/mL		2.5 mL @ 1 ug/mL

				HX2005B		253		265		19.8		9.9		2.5 mL

				HX2006B		333		650		15.0		7.5		2.5 mL

				HX2013B		310		350		16.1		8.1		2.5 mL

				HX2014B		320		640		15.6		7.8		2.5 mL

				HX2017B		960		335		5.2		2.6		2.5 mL

				HX2018B		1840		250		2.7		2.2		4mL

				HX2019B		1300		300		3.8		3.1		4mL

				HX2020B		1300		250		3.8		3.1		4mL

				HX2021B		1100		325		4.5		3.6		4mL

				HX2022B		1200		300		4.2		3.3		4mL

				HX2101B		439		415		11.4		4.6		2.5 mL

































20210726_diln Linearity (2)

				Purpose: Evaluate Dilution Linearity with CRL samples D1 15 min (2502, 2501, 2002, 2101) starting at 1:50 dilution and then serial 3 fold dilutions



				Standards: CS_PK

				Sample		Concentration		Signal		Mean		CV		% Recovery Mean		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV

				S001		64		28629		29103		2.3		100.1		63.2		64.1		2.0

				S002		32		13794		13481		3.3		102.2		33.4		32.7		2.9

				S003		16		5902		5926		0.6		98.7		15.7		15.8		0.5

				S004		8		2740		2785		2.3		99.1		7.8		7.9		2.1

				S005		4		1437		1375		6.4		99.8		4.2		4.0		6.5

				S006		2		714		696		3.7		93.5		1.9		1.9		4.6

				S007		1		504		489		4.3		115.3		1.2		1.2		6.6

				S008		0		210		210		0.3		NaN		NaN		NaN		NaN



				QC set 1: CS_PK

				Sample		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Recovery

				64		29228		28197		5.2		64.3		62.3		4.5		97.4

				48		22070		21343		4.8		50.3		48.9		4.2		101.9

				20		7605		7763		2.9		19.7		20.1		2.5		100.5

				6		2091		2062		2.0		6.0		6.0		1.9		99.4



				QC set 2: CS_PK

				Sample		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Recovery

				64		26649		27388		3.8		59.3		60.8		3.3		95.0

				48		19584		18599		7.5		45.4		43.4		6.5		90.3

				20		7167		7095		1.4		18.7		18.6		1.3		92.8

				6		1962		1934		2.0		5.7		5.6		2.0		93.4

				 2101 Day 1 15 min timepoint starting concentration : 56.0 ug/mL										ROQ 100 -3200 ng/mL (neat); 2-64 ng/mL (in-assay)				% difference from theoretical

				Dilution		Theoretical (ng/mL)		Mean Signal		Conc. Mean		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1120		185425		204.6		29.0		ALQ		10.2		-81.7

				150		373.3333333333		160006		157.6		17.7		ALQ		23.6		-57.8

				450		124.4		98758		78.6		15.5		ALQ		35.4		-36.8

				1350		41.5		43797		29.6		13.6		In Detection Range		40.0		-28.6

				4050		13.8		17780		11.1		7.6		In Detection Range		45.1		-19.5

				12150		4.6		6467		3.9		3.5		In Detection Range		46.9		-16.3

				36450		1.5		2290		1.3		14.8		In Detection Range		47.2		-15.7

				109350		0.5		877		0.4		21.1		BLQ		48.8		-12.9

				2002 Day 1 15 min timepoint starting conc: 68.5 ug/mL														% difference from theoretical

				Dilution		Theoretical (ng/mL)		Mean		Conc. Mean		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1370		292104		566.4		9.2		ALQ		28.3		-58.7

				150		456.7		226621		296.1		4.0		ALQ		44.4		-35.2

				450		152.2		126177		109.5		1.6		ALQ		49.3		-28.0						 

				1350		50.7		59976		42.4		3.1		In Detection Range		57.3		-16.4

				4050		16.9		19896		12.5		1.8		In Detection Range		50.8		-25.9

				12150		5.6		7207		4.3		0.7		In Detection Range		52.5		-23.3

				36450		1.9		2673		1.5		9.5		In Detection Range		55.7		-18.7				     

				109350		0.6		866		0.4		14.1		BLQ		48.1		-29.8





				2501 _dilution linearity test      starting conc: 80.6 ug/mL

				Dilution		Theoretical PY314  Conc (ng/mL)		Mean RLUs		Conc. Mean (ng/mL)		Calc. Conc. CV		Detection Range		Final (ug/mL)		Recovery (%)

				50		1612		340801		1114.5		45.6		ALQ		55.7		-30.9

				150		537.3		274619		472.5		10.7		ALQ		70.9		-12.1

				450		179.1		179365		189.7		7.9		In Detection Range		85.4		5.9

				1350		59.7		69195		50.3		1.9		In Detection Range		67.8		-15.8		 

				4050		19.9		26415		17.0		5.2		In Detection Range		68.7		-14.7

				12150		6.6		9107		5.5		5.3		In Detection Range		67.0		-16.9

				36450		2.2		3159		1.8		4.5		In Detection Range		66.5		-17.5				 

				109350		0.7		1155		0.6		0.2		BLQ		66.9		-17.0						 



				2502_dilution linearity test				D1 15 min starting conc: 58.7 ug/mL										Recovery (%)

				Dilution		Theoretical PY314  Conc. (ng/mL)		Mean		Conc. Mean (ng/mL)		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1174		292611		609.8		44.5		ALQ		30.5		-48.1

				150		391.3		232697		320.7		29.1		ALQ		48.1		-18.0

				450		130.4		136125		122.6		12.6		In Detection Range		55.2		-6.0

				1350		43.5		63779		45.6		2.6		In Detection Range		61.6		4.9

				4050		14.5		24160		15.4		9.0		In Detection Range		62.5		6.4

				12150		4.8		8280		5.0		5.4		In Detection Range		60.7		3.4

				36450		1.6		3200		1.8		8.6		In Detection Range		67.4		14.8

				109350		0.5		1051		0.6		15.5		BLQ		60.2		2.5

				Samples in ROQ

				ROQ 10 -3000 ng/mL (neat); 1-300 ng/mL (in-assay)
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Hemolysis_Keytruda_20210603 (2)

				PY314 Standard Concentration (ng/mL) In-asay		2017B/2004ST Coating/Detection Pair (1ug/mL each) 

						Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		% Recovery Mean

				300		150990		295.4		9.4		98.5

				100		72403		101.7		7.0		101.7

				33.3		28650		35.0		2.3		104.9

				11.1		9173		10.6		9.1		95.5

				3.7		3132		3.6		2.1		96.1

				1.2		1172		1.3		0.3		105.7

				0.4		394		0.4		5.2		100.0				240 ng/mL QC in pooled lipemic serum 

				0.1		156		0.1		2.4		99.4				Sample		 Conc. Mean (ng/mL)		Conc. CV (%)		Recovery (%)

				240 ng/mL QC												NPS		229.4		5.4		95.6

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		% Recovery Mean				2.5 % lipemic		209.5		8.8		87.3

				NPS		134248		241.9		3.8		100.8				5 % lipemic		195.2		3.2		81.3

				2.5 % hemolysis		128317		225.0		0.9		93.8				10 % lipemic		198.1		9.1		82.5

				5 % hemolysis		136764		249.5		6.7		104.0				25 % lipemic		188.6		5.7		78.6

				10 % hemolysis		117829		197.7		9.8		82.4				2.4 ng/mL QC in  pooled lipemic serum

				25 % hemolysis		108811		175.6		4.6		73.1				Sample		Calc. Conc. Mean		Conc. CV (%)		Recovery (%)

				2.4 ng/mL QC												NPS		2.3		10.2		96.8

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		% Recovery Mean				2.5 % lipemic		2.0		1.7		82.1

				NPS		1932		2.2		1.0		90.8				5 % lipemic		2.0		6.7		83.4

				2.5 % hemolysis		1960		2.2		1.1		92.1				10 % lipemic		2.1		2.5		89.4

				5 % hemolysis		2090		2.4		3.3		98.3				25 % lipemic		1.7		15.3		71.6

				10 % hemolysis		1773		2.0		0.0		83.2				240 ng/mL QC in pooled hemolyzed serum

				25 % hemolysis		1837		2.1		1.9		86.2				Sample		 Conc. Mean (ng/mL)		Conc. CV (%)		% Recovery

				Hemolysis Conclusion: Assay tolerates up to 10% hemolysed samples 												NPS		241.9		3.8		100.8

																2.5 % hemolysis		225.0		0.9		93.8

																5 % hemolysis		249.5		6.7		104.0

				240 ng/mL QC + Keytruda												10 % hemolysis		197.7		9.8		82.4

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)				25 % hemolysis		175.6		4.6		73.1

				Keytruda 10 ug/mL		131988		235.4		2.2		98.1				2.4 ng/mL QC in pooled hemolyzed serum

				Keytruda 120 ug/mL		132633		237.3		4.5		98.9				Sample		Calc. Conc. Mean		Conc. CV (%)		% Recovery

				Keytruda 200 ug/mL		113086		185.8		6.2		77.4				NPS		2.2		1.0		90.8

																2.5 % hemolysis		2.2		1.1		92.1

				24 ng/mL QC + Keytruda												5 % hemolysis		2.4		3.3		98.3

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)				10 % hemolysis		2.0		0.0		83.2

				Keytruda 10 ug/mL		19673		23.4		5.2		97.5				25 % hemolysis		2.1		1.9		86.2

				Keytruda 120 ug/mL		19018		22.6		4.3		94.1				Conclusion: Assay tolerates up to 10% lipemic,/ hemolysed serum samples                  (Recovery +/- 80%)

				Keytruda 200 ug/mL		17406		20.6		2.2		85.7



				2.4 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		1902		2.1		2.3		89.3

				Keytruda 120 ug/mL		1746		2.0		5.2		81.9

				Keytruda 200 ug/mL		1587		1.8		5.6		74.3

				Keytruda interference conclusion: Assay is tolerant of Keytruda at up to 120 ug/mL







Lipemic titration_20210528 (2)

				2017B/2004ST pair

				Sample		Concentration		Signal		Mean		CV		Calc. Conc. CV

				S001		300		142121		139133		3.0		4.5

				S001		300		136145		139133		3.0		4.5

				S002		100		65222		59307		14.1		16.6

				S002		100		53391		59307		14.1		16.6

				S003		33.3		25934		23607		13.9		15.1

				S003		33.3		21280		23607		13.9		15.1

				S004		11.1		8506		7864		11.5		12.1

				S004		11.1		7222		7864		11.5		12.1

				S005		3.7		2644		2756		5.7		6.1

				S005		3.7		2868		2756		5.7		6.1

				S006		1.2		1037		971		9.7		10.7

				S006		1.2		904		971		9.7		10.7

				S007		0.4		433		412		7.2		9.0

				S007		0.4		391		412		7.2		9.0

				S008		0		77		76		2.8		NaN

				S008		0		74		76		2.8		NaN

				240 ng/mL pooled lipemic QC

				Sample		Mean		Calc. Conc. Mean (ng/mL)		Calc. Conc. CV		Recovery (%)

				NPS		108977		229.4		5.4		95.6

				2.5 % lipemic		100982		209.5		8.8		87.3

				5 % lipemic		95176		195.2		3.2		81.3

				10 % lipemic		96310		198.1		9.1		82.5

				25 % lipemic		92422		188.6		5.7		78.6

				24 ng/mL pooled lipemic QC

				Sample		Mean		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		15756		24.8		9.1		103.5

				2.5 % lipemic		12901		19.9		1.9		82.7

				5 % lipemic		12998		20.0		1.6		83.4

				10 % lipemic		13025		20.1		2.5		83.6

				25 % lipemic		11815		18.0		3.3		75.0

				2.4 ng/mL pooled lipemic QC

				Sample		Mean		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		1752		2.3		10.2		96.8

				2.5 % lipemic		1485		2.0		1.7		82.1

				5 % lipemic		1508		2.0		6.7		83.4

				10 % lipemic		1618		2.1		2.5		89.4

				25 % lipemic		1291		1.7		15.3		71.6







		24 ng/mL Lipemia_set 1: CS_PK		Mean		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

		Sample		15756		24.8		9.1		103.5

		NPS		12901		19.9		1.9		82.7

		5% lipemic		12998		20.0		1.6		83.4

		10% lipemic		13025		20.1		2.5		83.6

		20% lipemic		11815		18.0		3.3		75.0

		50% lipemic





20210115 plates_HBR1 titration

		20210115 PY314 gen 2 anti-id screening , Purpose: Further titrate HBR1 and diluent 2 blockers, screen more cancer samples from DLS to see which are high in background and also evaluate the blockers on these samples																														1hr

		SA Plate <21K2NAN163>		MRD 1:10																												1hr

		Sample		1		2		3		4		5		6		7		Diseased sample screening		8		9		10		11		12						1hr

		PY314 10 ng/mL (in-assay)		17409		21542		19994		19493		18658		18827		20345		A112026952		43		38		41		34		37

		SC120926 (Head & Neck)		46		44		43		48		45		45		45		A11209856		133		43		52		40		40

		H1121002 Br. Cancer		43		46		46		47		48		46		49		A112077973		46		44		43		42		33

		SC1211382 Ovarian		555		49		50		168		42		42		43		A11213066		39		38		37		39		38

		SC121005614 Br. Cancer		6198		66		212		3126		no sample						SC120926		41		41		38		42		36

		1112098 (Head and Neck Cancer)		128		46		56		98		43		40		44		SC121138		605		44		48		39		40

		C8121018 NSCLC		54		46		45		49		41		45		41		112078		51		44		35		42		35

		NPS (#'s 389760-67)		51		52		50		54		49		51		52		11211547		43		41		38		39		42

		Blocking/Sample diluent (all use 5% BSA)		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL				HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL



		Coating		2013B

		Detection		2005ST



		Plate 1 S/B

		Sample		1		2		3		4		5		6		7				8		9		10		11		12

		PY314 10 ng/mL		341.4		414.3		399.9		361.0		380.8		369.2		391.3				1.0		0.9		1.1		0.9		0.9

		SC120926 (Head & Neck)		0.9		0.8		0.9		0.9		0.9		0.9		0.9				3.1		1.0		1.4		1.0		1.0

		H1121002 Br. Cancer		0.8		0.9		0.9		0.9		1.0		0.9		0.9				1.1		1.1		1.1		1.1		0.8

		SC1211382 Ovarian		10.9		0.9		1.0		3.1		0.9		0.8		0.8				0.9		0.9		1.0		1.0		0.9

		SC121005014 Br. Cancer		121.5		1.3		4.2		57.9										1.0		1.0		1.0		1.1		0.9

		1112098 (Head and Neck Cancer)		2.5		0.9		1.1		1.8		0.9		0.8		0.8				14.1		1.1		1.3		1.0		1.0

		C8121018 NSCLC		1.1		0.9		0.9		0.9		0.8		0.9		0.8				1.2		1.1		0.9		1.1		0.8

		NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0				1.0		1.0		1.0		1.0		1.0



		2013B/2005ST Pair		HBR1 Treatments								% reduction signal over Treatment 1 HSB (0.35M)

		Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

		PY314 10 ng/mL		17409		21542		19994		19493		-23.7		-14.8		-12.0

		SC120926 (Head & Neck)		46		44		43		48		4.3		6.5		-4.3

		H1121002 Br. Cancer		43		46		46		47		-7.0		-7.0		-9.3

		SC1211382 Ovarian		555		49		50		168		91.2		91.0		69.7

		SC121005014 Br. Cancer		6198		66		212		3126		98.9		96.6		49.6

		1112098 (Head and Neck Cancer)		128		46		56		98		64.1		56.3		23.4

		C8121018 NSCLC		54		46		45		49		14.8		16.7		9.3

		NPS (#'s 389760-67)		51		52		50		54		-2.0		2.0		-5.9

		Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)



		2013B/2005ST Pair		Diln2  Treatments								% reduction signal over Treatment 1 HSB (0.35M)

		Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

		PY314 10 ng/mL		18960		18658		18827		20345		1.6		0.7		-7.3

		SC120926 (Head & Neck)		39		45		45		45		-15.4		-15.4		-15.4

		H1121002 Br. Cancer		39		48		46		49		-23.1		-17.9		-25.6

		SC1211382 Ovarian		423		42		42		43		90.1		90.1		89.8

		SC121005014 Br. Cancer		4782		no sample						NA

		1112098 (Head and Neck Cancer)		96		43		40		44		55.2		58.3		54.2

		C8121018 NSCLC		49		41		45		41		16.3		8.2		16.3

		NPS (#'s 389760-67)		49		49		51		52		0.0		-4.1		-6.1

		Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL



		Conclusion: HBR1 blocker is still showing > 90% blocking with 1 ug/mL, at 100 ng/mL blocking is only about 50%.  For diluent 2, titrate further down to 0.1 ug/mL.  Diluent 2 is still blocking down to 0.5 uL still showing almost 90% blocking activity





		Sample		1		2		3		4		5		6		7		Diseased sample screening		8		9		10		11		12						1hr

		PY314 10 ng/mL (in-assay)		17409		21542		19994		19493		18658		18827		20345		A112026952		43		38		41		34		37

		SC120926 (Head & Neck)		46		44		43		48		45		45		45		A11209856		133		43		52		40		40

		H1121002 Br. Cancer		43		46		46		47		48		46		49		A112077973		46		44		43		42		33

		SC1211382 Ovarian		555		49		50		168		42		42		43		A11213066		39		38		37		39		38

		SC121005614 Br. Cancer		6198		66		212		3126		no sample						SC120926		41		41		38		42		36

		1112098 (Head and Neck Cancer)		128		46		56		98		43		40		44		SC121138		605		44		48		39		40

		C8121018 NSCLC		54		46		45		49		41		45		41		112078		51		44		35		42		35

		NPS (#'s 389760-67)		51		52		50		54		49		51		52		11211547		43		41		38		39		42

		Blocking/Sample diluent (all use 5% BSA)		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (0.1 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL		HSB (0.35M)  + Diluent 2 (MSD) 0.5 uL				HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 3 uL		HSB (0.35M)  + Diluent 2 (MSD) 1 uL



		Coating		2013B

		Detection		2005ST



		SC1211382 Ovarian		555		49		50		168		42		42		43		A11213066		39		38		37		39		38

		SC121005614 Br. Cancer		6198		66		212		3126		no sample						SC120926		41		41		38		42		36

		2013B/2005ST Pair		HBR1 Treatments								% reduction signal over Treatment 1 HSB (0.35M)

		Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

		PY314 10 ng/mL		18960		21542		19994		19493		-13.6		-5.5		-2.8

		SC120926 (Head & Neck)		39		44		43		48		-12.8		-10.3		-23.1

		H1121002 Br. Cancer		39		46		46		47		-17.9		-17.9		-20.5

		SC1211382 Ovarian		423		49		50		168		88.4		88.2		60.3

		SC121005014 Br. Cancer		4782		66		212		3126		98.6		95.6		34.6

		1112098 (Head and Neck Cancer)		96		46		56		98		52.1		41.7		-2.1

		C8121018 NSCLC		49		46		45		49		6.1		8.2		0.0

		NPS (#'s 389760-67)		49		52		50		54		-6.1		-2.0		-10.2

		Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (100 ng/mL)



		SC1211382 Ovarian Serum		555		49		50		168

		SC121005014 Br. Cancer Serum		6198		66		212		3126

		Blocker Treatments		HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (0.1 ug/mL)



		SC1211382 Ovarian Serum		555		49		50		168

		SC121005014 Br. Cancer Serum		6198		66		212		3126

				HSB (0.35M NaCL)		HSB (0.35 M) +HRB1 (5 ug/mL)		HSB (0.35 M) +HRB1 (1 ug/mL)		HSB (0.35 M) +HRB1 (0.1 ug/mL)





HBR1 Titration on Reduction of Background Signal on Cancer Serum Samples 



SC1211382 Ovarian Serum	

555	49	50	168	SC121005014 Br. Cancer Serum	

6198	66	212	3126	









Diseased Selec_20210329pl2 (2)

		Standards: CS_PK						2017B/2004ST								Coating/detection 1 ug/mL each

		Sample		Well		Concentration		Signal		Mean		CV		% Recovery Mean		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		S/N

		S001		A01		300		71174		72205		2.02		101.82		298.83		305.45		3.06		1289.4

		S001		B01		300		73236		72205		2.02		101.82		312.07		305.45		3.06		1289.4

		S002		A02		100		29500		29272		1.10		95.00		95.85		95.00		1.27		522.7

		S002		B02		100		29044		29272		1.10		95.00		94.14		95.00		1.27		522.7

		S003		A03		33.3333333333		11339		11983		7.59		107.01		33.65		35.67		8.02		214.0

		S003		B03		33.3333333333		12626		11983		7.59		107.01		37.69		35.67		8.02		214.0

		S004		A04		11.1111111111		3832		3854		0.79		99.11		10.95		11.01		0.81		68.8

		S004		B04		11.1111111111		3875		3854		0.79		99.11		11.08		11.01		0.81		68.8

		S005		A05		3.7037037037		1361		1363		0.21		101.98		3.77		3.78		0.22		24.3

		S005		B05		3.7037037037		1365		1363		0.21		101.98		3.78		3.78		0.22		24.3

		S006		A06		1.2345679012		439		458		5.87		94.44		1.11		1.17		6.66		8.2

		S006		B06		1.2345679012		477		458		5.87		94.44		1.22		1.17		6.66		8.2

		S007		A07		0.4115226337		187		196		6.15		98.53		0.38		0.41		8.62		3.5

		S007		B07		0.4115226337		204		196		6.15		98.53		0.43		0.41		8.62		3.5

		S008		A08		0.1371742112		107		110		3.86		113.74		0.15		0.16		7.97		2.0

		S008		B08		0.1371742112		113		110		3.86		113.74		0.16		0.16		7.97		2.0

		S009		A09		0		54		56		5.05		NaN		NaN		NaN		NaN		1.0

		S009		B09		0		58		56		5.05		NaN		0.00		NaN		NaN		1.0

		Unspiked: CS_PK

		Sample		Well		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Detection Range

		U023		G01		57		60		5.9420737915		NaN		NaN		NaN		Below Fit Curve Range

		U023		H01		62		60		5.9420737915		0.01		NaN		NaN		Below Detection Range

		U024		G02		52		53		1.3468700594		NaN		NaN		NaN		Below Fit Curve Range

		U024		H02		53		53		1.3468700594		NaN		NaN		NaN		Below Fit Curve Range

		U025		G03		48		48		0		NaN		NaN		NaN		Below Fit Curve Range

		U025		H03		48		48		0		NaN		NaN		NaN		Below Fit Curve Range

		U026		G04		57		58		1.2297509238		NaN		NaN		NaN		Below Fit Curve Range

		U026		H04		58		58		1.2297509238		0.00		NaN		NaN		Below Detection Range

		U027		G05		50		54		9.2518644267		NaN		NaN		NaN		Below Fit Curve Range

		U027		H05		57		54		9.2518644267		NaN		NaN		NaN		Below Fit Curve Range

		U028		G06		52		52		1.3730228761		NaN		NaN		NaN		Below Fit Curve Range

		U028		H06		51		52		1.3730228761		NaN		NaN		NaN		Below Fit Curve Range

		U029		G07		47		51		11.0918710774		NaN		NaN		NaN		Below Fit Curve Range

		U029		H07		55		51		11.0918710774		NaN		NaN		NaN		Below Fit Curve Range

		U030		G08		53		52		2.7196414661		NaN		NaN		NaN		Below Fit Curve Range

		U030		H08		51		52		2.7196414661		NaN		NaN		NaN		Below Fit Curve Range

		U031		G09		74		69		11.3549994059		0.05		0.03		68.28		Below Detection Range

		U031		H09		63		69		11.3549994059		0.02		0.03		68.28		Below Detection Range

		U032		G10		52		51		2.7729677694		NaN		NaN		NaN		Below Fit Curve Range

		U032		H10		50		51		2.7729677694		NaN		NaN		NaN		Below Fit Curve Range

		U033		G11		54		52		6.8651143805		NaN		NaN		NaN		Below Fit Curve Range

		U033		H11		49		52		6.8651143805		NaN		NaN		NaN		Below Fit Curve Range

																		all unspiked samples BLQ

		3 ng/mL spike: CS_PK

		Sample		Well		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Detection Range				Recovery (%)

		U001		C01		957		980		3.2485763301		2.61		2.67		3.44		In Detection Range				89.0

		U001		D01		1002		980		3.2485763301		2.74		2.67		3.44		In Detection Range				89.0

		U002		C02		1048		1083		4.5071933397		2.87		2.97		4.74		In Detection Range				98.9

		U002		D02		1117		1083		4.5071933397		3.07		2.97		4.74		In Detection Range				98.9

		U003		C03		1248		1239		1.0847823046		3.45		3.42		1.13		In Detection Range				113.9

		U003		D03		1229		1239		1.0847823046		3.39		3.42		1.13		In Detection Range				113.9

		U004		C04		813		809		0.7871318529		2.19		2.18		0.84		In Detection Range				72.6

		U004		D04		804		809		0.7871318529		2.16		2.18		0.84		In Detection Range				72.6

		U005		C05		1130		1090		5.1897745408		3.10		2.99		5.46		In Detection Range				99.6

		U005		D05		1050		1090		5.1897745408		2.87		2.99		5.46		In Detection Range				99.6

		U006		C06		1068		1017		7.1649777139		2.93		2.78		7.56		In Detection Range				92.6

		U006		D06		965		1017		7.1649777139		2.63		2.78		7.56		In Detection Range				92.6

		U007		C07		1140		1052		11.9027960314		3.13		2.88		12.54		In Detection Range				95.9

		U007		D07		963		1052		11.9027960314		2.62		2.88		12.54		In Detection Range				95.9

		U008		C08		1308		1229		9.151809378		3.62		3.39		9.57		In Detection Range				113.0

		U008		D08		1149		1229		9.151809378		3.16		3.39		9.57		In Detection Range				113.0

		U009		C09		870		837		5.663616777		2.35		2.26		6.05		In Detection Range				75.3

		U009		D09		803		837		5.663616777		2.16		2.26		6.05		In Detection Range				75.3

		U010		C10		962		986		3.4423048171		2.62		2.69		3.64		In Detection Range				89.6

		U010		D10		1010		986		3.4423048171		2.76		2.69		3.64		In Detection Range				89.6

		U011		C11		953		968		2.1914466359		2.59		2.64		2.32		In Detection Range				87.9

		U011		D11		983		968		2.1914466359		2.68		2.64		2.32		In Detection Range				87.9

																				Overall (%) 		100.0

		1 ng/mL spike				2017B/2004ST 20210329pl2

		Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

		1		356		0.9		4.0		87.0

		2		435		1.1		18.2		109.9

		3		453		1.2		2.8		115.1

		4		316		0.8		5.2		75.4

		5		455		1.2		4.9		115.7

		6		407		1.0		9.0		101.7

		7		391		1.0		12.6		97.2

		8		1074		2.9		3.3		294.2

		9		329		0.8		1.8		79.1

		10		395		1.0		6.2		98.4

								Overall Pass Rate (%)		90.0										Overall (%) 		90.9

						Cancer Serum Sample		3000 ng/mL spike (in-assay)				1 ng/mL spike

								Calc. Conc. Mean		Recovery (%)		Calc. Conc. Mean		Recovery (%)

						1		310.7		103.6		0.9		87.0

						2		186.4		62.1		1.1		109.9

						3		265.5		88.5		1.2		115.1

						4		278.6		92.9		0.8		75.4

						5		265.2		88.4		1.2		115.7

						6		297.7		99.2		1.0		101.7

						7		379.9		126.6		1.0		97.2

						8		353.1		117.7		2.9		294.2

						9		267.1		89.0		0.8		79.1

						10		256.7		85.6		1.0		98.4

						Overall Pass Rate (%)				80.0				90.0

						300 ng/mL spike				Selectivity 2017B/2004ST 20210325





Hemolysis_Keytruda_20210603

				Standards: CS_PK		2017B/2004ST Coating/Detection Pair (1ug/mL each) 

				Concentration		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		% Recovery Mean

				300		150990		295.4		9.4		98.5

				100		72403		101.7		7.0		101.7

				33.3		28650		35.0		2.3		104.9

				11.1		9173		10.6		9.1		95.5

				3.7		3132		3.6		2.1		96.1

				1.2		1172		1.3		0.3		105.7

				0.4		394		0.4		5.2		100.0

				0.1		156		0.1		2.4		99.4

				240 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		134248		241.9		3.8		100.8

				5% hemolysis		128317		225.0		0.9		93.8

				10% hemolysis		136764		249.5		6.7		104.0

				20% hemolysis		117829		197.7		9.8		82.4

				50% hemolysis		108811		175.6		4.6		73.1

				24 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		19577		23.3		0.6		97.0

				5% hemolysis		19613		23.3		0.0		97.2

				10% hemolysis		19452		23.1		4.2		96.4				 

				20% hemolysis		18087		21.4		9.2		89.3

				50% hemolysis		18503		21.9		3.9		91.4

				2.4 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		1932		2.2		1.0		90.8

				5% hemolysis		1960		2.2		1.1		92.1

				10% hemolysis		2090		2.4		3.3		98.3

				20% hemolysis		1773		2.0		0.0		83.2

				50% hemolysis		1837		2.1		1.9		86.2

				Hemolysis Conclusion: Assay tolerates up to 20% hemolysed samples (10% final)



				240 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		131988		235.4		2.2		98.1

				Keytruda 120 ug/mL		132633		237.3		4.5		98.9

				Keytruda 200 ug/mL		113086		185.8		6.2		77.4



				24 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		19673		23.4		5.2		97.5

				Keytruda 120 ug/mL		19018		22.6		4.3		94.1

				Keytruda 200 ug/mL		17406		20.6		2.2		85.7



				2.4 ng/mL QC + Keytruda

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				Keytruda 10 ug/mL		1902		2.1		2.3		89.3

				Keytruda 120 ug/mL		1746		2.0		5.2		81.9

				Keytruda 200 ug/mL		1587		1.8		5.6		74.3

				Keytruda interference conclusion: Assay is tolerant of Keytruda at up to 120 ug/mL



				Standards: CS_PK		2017B/2004ST Coating/Detection Pair (1ug/mL each) 

				Concentration		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		% Recovery Mean

				300		150990		295.4		9.4		98.5

				100		72403		101.7		7.0		101.7

				33.3		28650		35.0		2.3		104.9

				11.1		9173		10.6		9.1		95.5

				3.7		3132		3.6		2.1		96.1

				1.2		1172		1.3		0.3		105.7

				0.4		394		0.4		5.2		100.0

				0.1		156		0.1		2.4		99.4

				240 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		134248		241.9		3.8		100.8

				2.5% hemolysis		128317		225.0		0.9		93.8

				5% hemolysis		136764		249.5		6.7		104.0

				10% hemolysis		117829		197.7		9.8		82.4

				25% hemolysis		108811		175.6		4.6		73.1

				2.4 ng/mL QC

				Sample		Mean Signal		Calc. Conc. Mean		Calc. Conc. CV		Recovery (%)

				NPS		1932		2.2		1.0		90.8

				2.5% hemolysis		1960		2.2		1.1		92.1

				5% hemolysis		2090		2.4		3.3		98.3

				10% hemolysis		1773		2.0		0.0		83.2

				25% hemolysis		1837		2.1		1.9		86.2





				Hemolysis Conclusion: Overall, assay tolerates up to 10% hemolysed samples 







20210105_Blocker evaluation

				20210105 PY314 gen 2 anti-id screening round 4																														1hr

				SA Plate 1 <21K2NA8136>		MRD 1:10																												1hr

				Sample		1		2		3		4		5		6		7		8		9		10		11		12						1hr

				PY314 10 ng/mL		21547		21805		20764		10380		18383		15217		16042		15187		14252		7798		13883		12487

				SC120926 (Head & Neck)		55		55		222		52		60		43		37		34		155		34		37		34

				H1121002 Br. Cancer		47		52		225		53		43		47		37		41		170		40		36		35

				SC1211382 Ovarian		382		807		256		51		413		760		222		41		185		34		112		488

				SC121005614 Br. Cancer		8295		9629		575		45		6999		7916		5031		148		420		37		2591		4827

				1112098 (Head and Neck Cancer)		181		278		330		55		178		287		77		39		164		37		45		112

				C8121018 NSCLC		110		159		292		112		111		138		39		35		162		32		35		43

				NPS (#'s 389760-67)		74		75		250		57		63		68		44		40		167		36		40		43

				Blocking/Sample diluent (all use 5% BSA to block except for starting/super block rows 		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)



				Coating		2013B												2013B

				Detection		2002ST												2005ST

						* added HRB1 @ 2.5 mg/mL instead of 500 ug/mL

				Plate 1 S/B								 

				Sample		1		2		3		4		5		6		7		8		9		10		11		12

				PY314 10 ng/mL		291.2		290.7		83.1		182.1		291.8		223.8		364.6		379.7		85.3		216.6		347.1		290.4

				SC120926 (Head & Neck)		0.7		0.7		0.9		0.9		1.0		0.6		0.8		0.9		0.9		0.9		0.9		0.8

				H1121002 Br. Cancer		0.6		0.7		0.9		0.9		0.7		0.7		0.8		1.0		1.0		1.1		0.9		0.8

				SC1211382 Ovarian		5.2		10.8		1.0		0.9		6.6		11.2		5.0		1.0		1.1		0.9		2.8		11.3

				SC121005014 Br. Cancer		112.1		128.4		2.3		0.8		111.1		116.4		114.3		3.7		2.5		1.0		64.8		112.3

				1112098 (Head and Neck Cancer)		2.4		3.7		1.3		1.0		2.8		4.2		1.8		1.0		1.0		1.0		1.1		2.6

				C8121018 NSCLC		1.5		2.1		1.2		2.0		1.8		2.0		0.9		0.9		1.0		0.9		0.9		1.0

				NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0



				SA Plate 2 <21K2NAP452>																														1hr

				Sample		1		2		3		4		5		6		7		8		9		10		11		12						1hr

				PY314 10 ng/mL		8946		7567		8340		5101		7538		6677		6416		7084		5295		3486		5278		4211

				SC120926 (Head & Neck)		61		58		106		67		62		55		57		75		90		68		67		48

				H1121002 Br. Cancer		80		72		125		81		63		59		80		69		113		70		81		52

				SC1211382 Ovarian		348		73		163		58		225		590		282		74		124		60		104		402

				SC121005014 Br. Cancer		8166		125		792		67		5519		7376		4535		137		464		61		2168		3668

				1112098 (Head and Neck Cancer)		76		67		125		99		82		82		89		91		120		107		88		73

				C8121018 NSCLC		113		99		168		119		129		122		112		125		160		145		106		118

				NPS (#'s 389760-67)		94		71		131		104		78		63		103		84		140		79		79		71

				Blocking/Sample diluent (all use 5% BSA to block except for starting/super block rows 		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)		HSB (0.5M NaCL)		HSB (0.35 M) +HBR1 (500 ug/mL)*		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		Starting block +HSB (0.35M)		Super block +HSB (0.35M)



				Coating		2017B												2017B

				Detection		2004ST												2008ST

				Plate 2 S/B

				Sample		1		2		3		4		5		6		7		8		9		10		11		12

				PY314 10 ng/mL		95.2		106.6		63.7		49.0		96.6		106.0		62.3		84.3		37.8		44.1		66.8		59.3

				SC120926 (Head & Neck)		0.6		0.8		0.8		0.6		0.8		0.9		0.6		0.9		0.6		0.9		0.8		0.7

				H1121002 Br. Cancer		0.9		1.0		1.0		0.8		0.8		0.9		0.8		0.8		0.8		0.9		1.0		0.7

				SC1211382 Ovarian		3.7		1.0		1.2		0.6		2.9		9.4		2.7		0.9		0.9		0.8		1.3		5.7

				SC121005014 Br. Cancer		86.9		1.8		6.0		0.6		70.8		117.1		44.0		1.6		3.3		0.8		27.4		51.7

				1112098 (Head and Neck Cancer)		0.8		0.9		1.0		1.0		1.1		1.3		0.9		1.1		0.9		1.4		1.1		1.0

				C8121018 NSCLC		1.2		1.4		1.3		1.1		1.7		1.9		1.1		1.5		1.1		1.8		1.3		1.7

				NPS (#'s 389760-67)		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0		1.0



				2013B/2002ST Pair										% reduction signal over Treatment 1 HSB

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL (in-assay)		21547		21805		20764		10380		-1.2		3.6		51.8

				SC120926 (Head & Neck)		55		55		222		52		0.0		-303.6		5.5

				H1121002 Br. Cancer		47		52		225		53		-10.6		-378.7		-12.8

				SC1211382 Ovarian		382		807		256		51		-111.3		33.0		86.6

				SC1210056 Br. Cancer		8295		9629		575		45		-16.1		93.1		99.5

				1112098 (Head and Neck Cancer)		181		278		330		55		-53.6		-82.3		69.6

				C8121018 NSCLC		110		159		292		112		-44.5		-165.5		-1.8

				NPS (#'s 389760-67)		74		75		250		57		-1.4		-237.8		23.0						Blockers Evaluation of HSB (0.5M NaCL); HRB1(500 ug/mL final); MIgG (100 ug/mL)

				Blocker Treatments		HSB (0.5M NaCL)		HSB+HBR1 (500 ug/mL)*		HSB + mouse IgG (100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB + HBR1 (500 ug/mL)*		HSB + mouse IgG(100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)				 



						*HBR1 accidentally added at 2 mg/mL for this row

				2013B/2005ST Pair										% reduction signal over Treatment 1 HSB 

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL (in-assay)		16042		15187		14252		7798		5.3		11.2		51.4

				SC120926 (Head & Neck)		37		34		155		34		8.1		-318.9		8.1						 

				H1121002 Br. Cancer		37		41		170		40		-10.8		-359.5		-8.1

				SC1211382 Ovarian		222		41		185		34		81.5		16.7		84.7

				SC1210056 Br. Cancer		5031		148		420		37		97.1		91.7		99.3						 

				1112098 (Head and Neck Cancer)		77		39		164		37		49.4		-113.0		51.9

				C8121018 NSCLC		39		35		162		32		10.3		-315.4		17.9

				NPS (#'s 389760-67)		44		40		167		36		9.1		-279.5		18.2

				Blocker Treatments		HSB (0.5M NaCL)		HSB+HBR1 (500 ug/mL)		HSB + mouse IgG (100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB + HBR1 (500 ug/mL)*		HSB + mouse IgG(100 ug/mL)		HSB + Diluent 2 (MSD) 1:1 mix (20 uL each)				 





				2017B/2004ST Pair										% reduction signal over Treatment 1 HSB (0.5M)

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL		8946		7567		8340		5101		15.4		6.8		43.0

				SC120926 (Head & Neck)		61		58		106		67		4.9		-73.8		-9.8

				H1121002 Br. Cancer		80		72		125		81		10.0		-56.3		-1.3

				SC1211382 Ovarian		348		73		163		58		79.0		53.2		83.3

				SC121005014 Br. Cancer		8166		125		792		67		98.5		90.3		99.2

				1112098 (Head and Neck Cancer)		76		67		125		99		11.8		-64.5		-30.3

				C8121018 NSCLC		113		99		168		119		12.4		-48.7		-5.3

				NPS (#'s 389760-67)		94		71		131		104		24.5		-39.4		-10.6

				Blocker Treatments		HSB (0.5M NaCL)		HSB (0.35 M) +HRB1 (500 ug/mL)		HSB (0.35 M) + mIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB (0.35 M) +HRB1 (500 ug/mL)*		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)



				2017B/2008ST Pair										% reduction signal over Treatment 1 HSB (0.5M)

				Sample		Treatment 1		Treatment 2 		Treatment 3		Treatment 4		Treatment 2 		Treatment 3		Treatment 4

				PY314 10 ng/mL		6416		7084		5295		3486		-10.4		17.5		45.7

				SC120926 (Head & Neck)		57		75		90		68		-31.6		-57.9		-19.3

				H1121002 Br. Cancer		80		69		113		70		13.8		-41.3		12.5

				SC1211382 Ovarian		282		74		124		60		73.8		56.0		78.7

				SC121005014 Br. Cancer		4535		137		464		61		97.0		89.8		98.7

				1112098 (Head and Neck Cancer)		89		91		120		107		-2.2		-34.8		-20.2

				C8121018 NSCLC		112		125		160		145		-11.6		-42.9		-29.5

				NPS (#'s 389760-67)		103		84		140		79		18.4		-35.9		23.3

				Blocker Treatments		HSB (0.5M NaCL)		HSB (0.35 M) +HRB1 (500 ug/mL)		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)		HSB (0.35 M) +HRB1 (500 ug/mL)*		HSB (0.35 M) + MIgG(100 ug/mL)		HSB (0.35M)  + Diluent 2 (MSD) 1:1 mix (20 uL each)











































20201221_Anti-id_screening

				20201221 PY314 gen 2 anti-id screening round 3 pl1																				 										1hr

				SA Plate 1 <21K2NAZ128>																														1hr

				Coating/Detection		1		2		3		4		5		6		7		8		9		10		11		12						1hr

				2013B/2002ST		13626		45		36		93		627		37		6898		35		32		101		33		86

				2013B/2005ST		8612		33		31		39		388		29		4004		28		27		44		31		39

				2017B/2004ST		4759		37		49		71		517		40		5835		33		44		72		40		56

				2017B/2008ST		3834		47		50		71		442		37		3610		30		42		78		51		67

				2018B/2005ST		2020		28		26		32		958		31		4951		25		26		38		26		36

				2018B/2010ST		1054		56		38		83		1458		39		7434		161		30		170		73		129

				2019B/2008ST		2681		36		49		68		338		38		3232		34		36		62		42		57

				2020B/2005ST		417		194		2829		211		433		132		2073		170		136		1216		72		333

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal indiv 389762		Normal Indiv 389763		NPS 444093



				Plate 1 S/B

				Coating/Detection (1ug/mL each)		1		2		3		4		5		6		7		8		9		10		11		12

				2013B/2002ST		158.4		0.5		0.4		1.1		7.3		0.4		80.2		0.4		0.4		1.2		0.4		1.0

				2013B/2005ST		220.8		0.8		0.8		1.0		9.9		0.7		102.7		0.7		0.7		1.1		0.8		1.0

				2017B/2004ST		85.0		0.7		0.9		1.3		9.2		0.7		104.2		0.6		0.8		1.3		0.7		1.0

				2017B/2008ST		57.2		0.7		0.7		1.1		6.6		0.6		53.9		0.4		0.6		1.2		0.8		1.0

				2018B/2005ST		56.1		0.8		0.7		0.9		26.6		0.9		137.5		0.7		0.7		1.1		0.7		1.0

				2018B/2010ST		8.2		0.4		0.3		0.6		11.3		0.3		57.6		1.2		0.2		1.3		0.6		1.0

				2019B/2008ST		47.0		0.6		0.9		1.2		5.9		0.7		56.7		0.6		0.6		1.1		0.7		1.0

				2020B/2005ST		1.3		0.6		8.5		0.6		1.3		0.4		6.2		0.5		0.4		3.7		0.2		1.0

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093





				SA Plate 2 <21K2NA2067>

				Coating/Detection		1		2		3		4		5		6		7		8		9		10		11		12

				2020B/2008ST

						1744		32		35		59		248		30		2028		28		31		50		32		44

				2021B/2013ST		5651		35		40		51		1401		28		10558		29		30		62		29		51												2005B		2006B		2013B		2014B		2017B		2018B		2019B		2020B		2021B		2022B		2101B

						5013		31		46		47		1333		30		10135		28		32		61		29		50										HX2002ST		-		+		++		++		-		+		-		-		-		-		-

				2022B/2008ST		2663		43		40		88		1229		42		10021		58		39		94		57		69										HX2004ST		+		-		-		-		+		-		+		+		-		-		-

						2579		41		46		91		1178		39		10350		52		42		95		62		61										HX2005ST		-		+		++		+		-		+		-		-		-		-		-

				2101B/2010ST		1907		59		41		81		1244		39		7046		31		40		161		71		116										HX2008ST		++		+		+		+		+		-		+		+		+		+		-

						1806		53		42		81		1258		38		6874		30		41		158		72		123										HX2010ST		++		+		+		+		+		+		+		+		+		+		+

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093



				SA Plate 2 S/B

				Coating/Detection (1ug/mL each)																														2008ST				HX2101ST		-		-		-		-		-		-		-		-		-		-		-

				2020B/2008ST		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0		0.0										HX2102ST		-		-		-		-		-		-		-		-		-		-		-

						39.6		0.7		0.8		1.3		5.6		0.7		46.1		0.6		0.7		1.1		0.7		1.0										HX2103ST		-		-		-		-		-		-		-		-		-		-		-

				2021B/2013ST		110.8		0.7		0.8		1.0		27.5		0.5		207.0		0.6		0.6		1.2		0.6		1.0										HX2104ST		-		-		-		-		-		-		-		-		-		-		-

						100.3		0.6		0.9		0.9		26.7		0.6		202.7		0.6		0.6		1.2		0.6		1.0										HX2105ST		+		-		-		-		-		-		-		-		-		-		-

				2022B/2008ST		38.6		0.6		0.6		1.3		17.8		0.6		145.2		0.8		0.6		1.4		0.8		1.0

						58.6		0.8		0.6		1.4		15.3		0.4		164.3		0.6		1.0		2.1		1.0		0.6

				2101B/2010ST		16.4		0.5		0.4		0.7		10.7		0.3		60.7		0.3		0.3		1.4		0.6		1.0										>2/8 high individual

						14.7		0.4		0.3		0.7		10.2		0.3		55.9		0.2		0.3		1.3		0.6		1.0												2005B		2006B		2013B		2014B		2017B		2018B		2019B		2020B		2021B		2022B		2101B

				Sample		PY314 10 ng/mL (in-assay)		SC120926 (Head & Neck)		H1121002 Br. Cancer		C8121018 NSCLC		SC1211382 Ovarian		A1121306 Ovarian		SC1210056 Br. Cancer		A1120779 Br Cancer		011211547 Br. Cancer		Normal 389762		Normal 389763		NPS 444093



														 

				3rd round screening results

				Coating/Detection (1ug/mL each)		PY314 10 ng/mL S/B		Plate		SC121005014 Br. Cancer S/B		SC1211382 Ova Cancer S/B

				2013B/2005ST		220.8		1		102.7		9.9

				2013B/2002ST		158.4		1		80.2		7.3

				2021B/2013ST		110.8		2		202.7		27.5

				2017B/2004ST		85.0		1		104.2		9.2

				2022B/2008ST		58.6		2		164.3		15.3

				2017B/2008ST		57.2		1		53.9		6.6

				2018B/2005ST		56.1		1		137.5		26.6

				2019B/2008ST		47.0		1		56.7		5.9

				2020B/2008ST		39.6		2		207.0		5.6

				2101B/2010ST		16.4		2		60.7		10.7

				2018B/2010ST		8.2		1		57.6		11.3

				2020B/2005ST		1.3		1		6.2		1.3











				Summary of promising anti-id pairs from 12/08-12/09 screening

				plate 1		coating Ab		Sulfo-Tag detection										# pairs				Final Pairs		20201217 screening

						2005B		HX2008ST		HX2010ST		HX2013ST		HX2014ST				4				Coating		Detection		Plate 								Plate 

				2		2006B		HX2002ST		HX2005ST		HX2008ST		HX2010ST		HX2013ST		5				2005B		2014ST		1								1

				3		2013B		HX2002ST		HX2005ST		HX2010ST						3				2005B		2008ST		1								1

				4		2014B		HX2002ST		HX2005ST		HX2010ST		HX2013ST				4				2006B		2005ST		1								1

				5		2017B		HX2004ST		HX2008ST		HX2013ST		HX2014ST				4				2013B		2005ST		1								2

				6		2018B		HX2002ST		HX2005ST		HX2010ST						3				2014B		2005ST		2								3

				7		2019B		HX2004ST		HX2008ST		HX2013ST		HX2014ST				4				2019B		2004ST		3								3

				8		2020B		HX2004ST		HX2008ST		HX2013ST		HX2014ST		 		4				2021B		2013ST		3

				9		2021B		HX2008ST		HX2013ST		HX2014ST				 		3				Need to analyze 2101B/HX2010ST

				10		2022B		HX2008ST		HX2013ST		HX2014ST						3

				11		2101B		HX2010ST								 		1						Total # pairs		8

				Total # of pairs= 38

																Total # pairs		38





				Biotinylated TREM2 Antibodies Available for Screening

				Antibody		Conc (ug/mL)		Amount		5mL @ 1 ug/mL		2.5 mL @ 1 ug/mL

				HX2005B		253		265		19.8		9.9		2.5 mL

				HX2006B		333		650		15.0		7.5		2.5 mL

				HX2013B		310		350		16.1		8.1		2.5 mL

				HX2014B		320		640		15.6		7.8		2.5 mL

				HX2017B		960		335		5.2		2.6		2.5 mL

				HX2018B		1840		250		2.7		2.2		4mL

				HX2019B		1300		300		3.8		3.1		4mL

				HX2020B		1300		250		3.8		3.1		4mL

				HX2021B		1100		325		4.5		3.6		4mL

				HX2022B		1200		300		4.2		3.3		4mL

				HX2101B		439		415		11.4		4.6		2.5 mL

































20210726_diln Linearity (2)

				Purpose: Evaluate Dilution Linearity with CRL samples D1 15 min (2502, 2501, 2002, 2101) starting at 1:50 dilution and then serial 3 fold dilutions



				Standards: CS_PK

				Sample		Concentration		Signal		Mean		CV		% Recovery Mean		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV

				S001		64		28629		29103		2.3		100.1		63.2		64.1		2.0

				S002		32		13794		13481		3.3		102.2		33.4		32.7		2.9

				S003		16		5902		5926		0.6		98.7		15.7		15.8		0.5

				S004		8		2740		2785		2.3		99.1		7.8		7.9		2.1

				S005		4		1437		1375		6.4		99.8		4.2		4.0		6.5

				S006		2		714		696		3.7		93.5		1.9		1.9		4.6

				S007		1		504		489		4.3		115.3		1.2		1.2		6.6

				S008		0		210		210		0.3		NaN		NaN		NaN		NaN



				QC set 1: CS_PK

				Sample		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Recovery

				64		29228		28197		5.2		64.3		62.3		4.5		97.4

				48		22070		21343		4.8		50.3		48.9		4.2		101.9

				20		7605		7763		2.9		19.7		20.1		2.5		100.5

				6		2091		2062		2.0		6.0		6.0		1.9		99.4



				QC set 2: CS_PK

				Sample		Signal		Mean		CV		Calc. Concentration		Calc. Conc. Mean		Calc. Conc. CV		Recovery

				64		26649		27388		3.8		59.3		60.8		3.3		95.0

				48		19584		18599		7.5		45.4		43.4		6.5		90.3

				20		7167		7095		1.4		18.7		18.6		1.3		92.8

				6		1962		1934		2.0		5.7		5.6		2.0		93.4

				 2101 Day 1 15 min timepoint starting concentration : 56.0 ug/mL										ROQ 100 -3200 ng/mL (neat); 2-64 ng/mL (in-assay)				% difference from theoretical

				Dilution		Theoretical (ng/mL)		Mean Signal		Conc. Mean		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1120		185425		204.6		29.0		ALQ		10.2		-81.7

				150		373.3333333333		160006		157.6		17.7		ALQ		23.6		-57.8

				450		124.4		98758		78.6		15.5		ALQ		35.4		-36.8

				1350		41.5		43797		29.6		13.6		In Detection Range		40.0		-28.6

				4050		13.8		17780		11.1		7.6		In Detection Range		45.1		-19.5

				12150		4.6		6467		3.9		3.5		In Detection Range		46.9		-16.3

				36450		1.5		2290		1.3		14.8		In Detection Range		47.2		-15.7

				109350		0.5		877		0.4		21.1		BLQ		48.8		-12.9

				2002 Day 1 15 min timepoint starting conc: 68.5 ug/mL														% difference from theoretical

				Dilution		Theoretical (ng/mL)		Mean		Conc. Mean		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1370		292104		566.4		9.2		ALQ		28.3		-58.7

				150		456.7		226621		296.1		4.0		ALQ		44.4		-35.2

				450		152.2		126177		109.5		1.6		ALQ		49.3		-28.0						 

				1350		50.7		59976		42.4		3.1		In Detection Range		57.3		-16.4

				4050		16.9		19896		12.5		1.8		In Detection Range		50.8		-25.9

				12150		5.6		7207		4.3		0.7		In Detection Range		52.5		-23.3

				36450		1.9		2673		1.5		9.5		In Detection Range		55.7		-18.7				     

				109350		0.6		866		0.4		14.1		BLQ		48.1		-29.8





				2501 _dilution linearity test                                 D1 15 min  starting conc: 80.6 ug/mL														Recovery (%)

				Dilution		Theoretical PY314  Conc (ng/mL)		Mean		Conc. Mean (ng/mL)		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1612		340801		1114.5		45.6		ALQ		55.7		-30.9

				150		537.3		274619		472.5		10.7		ALQ		70.9		-12.1

				450		179.1		179365		189.7		7.9		In Detection Range		85.4		5.9

				1350		59.7		69195		50.3		1.9		In Detection Range		67.8		-15.8		 

				4050		19.9		26415		17.0		5.2		In Detection Range		68.7		-14.7

				12150		6.6		9107		5.5		5.3		In Detection Range		67.0		-16.9

				36450		2.2		3159		1.8		4.5		In Detection Range		66.5		-17.5				 

				109350		0.7		1155		0.6		0.2		BLQ		66.9		-17.0						 



				2502_dilution linearity test				D1 15 min starting conc: 58.7 ug/mL										Recovery (%)

				Dilution		Theoretical PY314  Conc. (ng/mL)		Mean		Conc. Mean (ng/mL)		Calc. Conc. CV		Detection Range		Final (ug/mL)

				50		1174		292611		609.8		44.5		ALQ		30.5		-48.1

				150		391.3		232697		320.7		29.1		ALQ		48.1		-18.0

				450		130.4		136125		122.6		12.6		In Detection Range		55.2		-6.0

				1350		43.5		63779		45.6		2.6		In Detection Range		61.6		4.9

				4050		14.5		24160		15.4		9.0		In Detection Range		62.5		6.4

				12150		4.8		8280		5.0		5.4		In Detection Range		60.7		3.4

				36450		1.6		3200		1.8		8.6		In Detection Range		67.4		14.8

				109350		0.5		1051		0.6		15.5		BLQ		60.2		2.5

				Samples in ROQ

				ROQ 10 -3000 ng/mL (neat); 1-300 ng/mL (in-assay)
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HBR1 Titration on Reduction of Background Signal on Cancer Serum Samples 
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