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1. ASSAY INFORMATION]| TC "ASSAY INFORMATION" \F C\L "2" ]
1.1 Assay Specifications| TC "Assay Specifications' \f C\l "3" ]

This assay is designed to qualitatively determine the presence of InﬂUe

nucleoprotein
lu A) viral

surface for the sandw1ch ELISA. The nag

cted 10 an extraction process. This
extracted matenal is then mixed w1th aI :

se- labeled anti 1nﬂuenza A antlbody

minutes, and then the resultl,ng che' lunllnesce 8"1:.S read in Relative Light Units (RLU)
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1.2 Extraction Buffer

To determine the optimal extraction buffer, different formulations were tested and compared to
the Remel Xpect kit extraction buffer. This was evaluated on the Theranos system with some of

the best pairs from the MTP Screen. The best pair selected was #4 and #6wh

Table [ SEQ Table \* ARABIC |: Extracted Buffer

#4 serves as the

Cab | Dab
ID# | ID# Preparation Sample
8 6 | Theranos Flu Extraction Buffer | Positive Flu { 10.4
Theranos Flu Extraction Buffer | Negativ T 2
Theranos Flu Extraction Buffer, 1.3
Remel Buffer ; 4.0
Remel Buffer :
4 6 | Theranos Flu Extractior ' . 25.0
Theranos Flu Extraction Bu 844 253
Theranos Flu Extraction Buffe 2986 117 3.5
Remel Buffer ositive Flu A 5970 165 8.6
Remel Buffer” Negative Flu A | 696 227
| r | Positive FluA | 6231 167 8.6
| Negative FluA | 727 169
FluB 946 222 1.3
Positive Flu A 1579 206 4.5
Negative Flu A | 352 22.1
Positive Flu A | 17715 108 18.6
1 Negative Flu A | 951 20.4
nos Flu Extraction Buffer | Flu B 3103 393 33
Reniel Buffer Positive Flu A | 1826 219 4.5
Remel Buffer Negative Flu A | 404 35.1
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1.3 Specificity tests on the Theranos System

Specificity and cross reactivity studies were performed on the Theranos system. Microbix
controls for the potentlal cross reactants were tested The cross reactants--..t" t d were Respiratory

Table [ SEQ Table \* ARABIC ]: Specificity Tests

Sample Type

‘Positive 156559

1.4 Clinical evaluation of the Flu A assay on the Theranos system

An evaluation of the Flu A assay’s performance on the Theranos system compared to the Remel
FDA kit was performed. The assay works excellent. For the NIBSC strains, 50ul is added to the
swab and treated like a sample swab. For the Zeptometrix panel controls (prediluted samples),
200ul of sample is mixed with 200ul of extraction buffer. For any sample swabs, swab 1s
subjected to 500ul of extraction buffer and incubated for 3-5 minutes. This extracted sample is
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then used on the Theranos system. Swabs and samples were processed on the Remel kit as

directed on the FDA kit. The cutoff was determined to be Means of Normals + 5 * Stdev(
Normals).

Table [ SEQ Table \* ARABIC ]: Clinical Evaluation

Type ID#
Normal Clinicals
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1.5 Stability Studies

Stability monitoring is ongoing for the the assay reagents.
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