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Qualification Lot Release
Conditional Release Material Request Form

23CRMO15
Section One: CRM Scope
(Note: This attachment may be used for placarding when CRM number is populated above)
Initiator/Department: Yujin Shin/ Product Transfer Request Date:  4/3/2023
Site Impacted: ] Sunnyvale [ Newark X Lodi
Molded Part# Rev  Part Description (abbreviated)
N/A N/A N/A
Consumable Part Number Description: (GX/VBA/Pre-Filter/OC, etc.)
5000926 BEAD, SPC, MRSA
500-2419 BEAD, EZR1, MTB ULTRA V2
500-2420 BEAD, EZR2, MTB ULTRA V2
500-2023 BEAD, TSR1, MTB ULTRA, GX
500-2025 BEAD, TSR2, MTB ULTRA, GX
Mold Identification # Cavity Identification #’s
N/A N/A
Manufacturing Equipment # Description of Automation Line or Manufacturing Equipment
N/A N/A
Assay Material Code Assay Description
N/A N/A
Qualification Report Description
D64217 Xpert MTB Ultra Bead Manufacturing PV/TMV Plan - Lodi-B2
Validation Phase Gate Ixit Report Bé;criptinn
N/A N/A

Section Two: Summary of Lots to be Released/Justification

Summary  (Provide Qualification Lot numbers to be released)

This PV/TMYV is designed for manufacturing transfer of MTB Ultra Reagent beads to Cepheid Lodi B2-IVD. The validation is
being performed per D64217 and the validation lots can be released after the PV report is released on Agile.

Validation lot PO and Batch numbers:

PO# Batch # P/N Bead Description
1078848 | 1000829728 500-0926 SPC, BEAD, MRSA
1078844 | 1000829693 500-2419 EZR1, BEAD, MTB ULTRA V2
1078847 | 1000829717 500-2420 EZR2, BEAD, MTB ULTRA V2
1078837 | 1000829663 500-2023 TSR1 BEAD, MTB ULTRA, GX
1078843 | 1000829676 500-2025 TSR2 BEAD, MTB ULTRA, GX
Justification for Lot Release (Provide traceable documents to justify lot release,)

1) Qualification Report Number and Description (report must be released):

D64217 (Xpert MTB Ultra Bead Manufacturing Process and Test method Validation Protocol/Plan-Cepheid Lodi-B2 IVD)
2) Restrictions Document(s) Number and Description (restrictions must be released):

N/A

3) Attachment 4 Checklist provided by Initiator and attached to this CRM

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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Section Three: Review and Approval for Release

(Requestor and Quality Engineer must verify qualification materials meet acceptance criteria before signing below for lot release)
Note: Manager level of above signature required for QF approval

Print Name Signature Date
Requestor: *e-sign
Quality Engineer: *e-sien [

*Signatures can either be wet or digital using approved Digital Signature Form per D16659

Section Four: Product Release and Closure

Requested Lot Numbers Released [ Yes [ No

QA Print Name A Signature Date
Bt

QA:

Comments: L1 N/A

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.
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DEVIATION REPORT 1

Description

During process validations, TSR1 P/N 500-2023 Batch 1000829663 encountered an
equipment (Cepheid Asset ID: L2608) Magnum vacuum overload error that compromised the
lyophilization of Sublot B. Further investigations found that EZR1 P/N 500-2419 Batch
1000829693 Sublot B had also utilized the same Magnum (Cepheid Asset ID: L2608) the
night prior and the Pirani graph showed that the instrument went back into extra-freeze and
restarted primary drying, adding an estimated 4 extra hours to the run time. .

Investigation

PO 1078837 was generated for 450,000 beads of TSR1 P/N 500-2023 Batch 1000829663
per the Process and Test Method Validation plan, D64217. Per D64217, all equipment used
during process validations had previously undergone 10Q and PQs, in addition to having up
to date PM/Calibration records. As part of process validations, bulk formulation of 450,000
beads was split into two Magnum lyophilizers at 225,000 beads each, resulting in the
generation of two Sublots — Sublot A and Sublot B. Due to the Magnum equipment “vacuum
overload” error, Sublot B was compromised and 23-NC-08401 was initiated to contain the
entire TSR1 Batch 1000829663. A BMRAM (EWR-116063) was immediately initiated to
investigate the equipment error. In order to rule out that Manufacturing did not accidentally
overload the Magnum for TSR1 Batch 1000829663 Sublot B, it was determined to allow the
beads to complete the lyophilization cycle and proceed with sieving and moisture testing.
Moisture testing passed and sieving confirmed that the Magnum had not been unintentionally
overloaded. Further investigations and disposition of the batch will be handled via the
nonconformance process.

Additionally as part of the investigation, Manufacturing reviewed historical bead batches that
had been dried on the same Magnum instrument that had encountered the vacuum overload
failure. It was discovered that the same lyophilizer dried 225,000 beads of EZR1 P/N 500-
2419 Batch 1000829693 Sublot B for an estimated 4 extra hours the night prior when
reviewing the lyo trace data. This EZR1 batch was also being built as part of process
validations for MTB Ultra. The lyo trace’s Pirani graph showed that the instrument went back
into extra-freeze and restarted primary drying, adding an estimated 4 extra hours to the run
time. Moisture testing passed. As part of the investigation, F| performed LSP/BR testing on
the EZR1 Sublot A and Sublot B beads using reference passing beads for SPC, TSR1, TSR2
and EZR2. The functional testing also passed. However, data analysis showed ~1.5 -2 Ct
delay in Sublot B at Sample Type MDR2, with a few replicates trending outside of the
specification limit. Refer to graphs below for further details. As a result, the entirety of EZR1
P/N 500-2419 Batch 1000829693 was also placed on 23-NC-08401. Further investigations
and disposition of the batch will be handled via the nonconformance process.

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 4/27/2023 5:24.06 PM
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Figure 1: Lyo Trace Data for EZR1 Sublot B showing that the instrument went back into extra-
freeze and restarted primary drying, adding an estimated 4 extra hours to the run time.
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Figure 2: FI LSP BR Data for EZR1 Sublot A & B at Sample Type MDR2 (POS), TBWT (POS)
and SPC (NEG) analysis. EZRA (EZR1 Sublot A) and EZRB (EZR1 Sublot B) were tested
using reference passing beads for EZR2, TSR1, TSR2 and SPC. The CTRL sample was a
reference set that used all pre-existing passing beads. Sample preparation and testing of the
CTRL and EZR1 Sublots were performed on two different occasions.
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Risk Assessment

The bead lots produced that had Sublots drying in the impacted Magnum instrument were
both contained and immediately placed on 23-NC-08401. They will be dispositioned per the
nonconformance process.

The Magnum instrument has been pulled from production and an Out of Service sign has
been placed on the instrument. The equipment vendor has been contacted and is scheduled
to assess the equipment on 04/25/23.

As part of the corrective action, Manufacturing will be building an additional 225,000 beads for
both TSR1 P/N 500-2023 and EZR1 P/N 500-2419. This quantity was determined in order to
bring the overall combined build quantities across the two TSR1 batches (Batch 1000829663
Sublot A and new TSR1 build) and EZR1 batches (Batch 1000829693 Sublot A and new
EZR1 build)to 450,000 beads. The overall risk with proceeding with the process and test
method validations are low due to the below justifications:

- The bead bulk formulation event had originally occurred for 450,000 beads and was
split into two lyophilizers. TSR1 Sublot A and EZR1 Sublot A will still proceed forward
with testing and passing results will demonstrate that the bulk formulation event was
successful.

User of a printed capy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 4/27/2023 5:24:06 PM



Document Number: D1341

Rev: V.1
/C‘eph eld Effective: 12/14/2022

p.6of 7

Protocol D64217

- Although the team will not have 2 sublots for TSR1 and EZR1, sublot testing is still
being performed for the remaining MTB Ultra beads within LSP 454. Additionally,
there will be a new LSP number generated for the new TSR1 and EZR1 bead build,
where sublot testing will again be performed utilizing the remaining MTB Ultra bead
batches from LSP 454.

Corrective Action / Resolution

Corrective Action: Manufacturing will initiate a new build of another 225,000 beads of TSR1
P/N 500-2023 and EZR1 P/N 500-2419 during concurrent approvals of the Deviation Report.
Another LSP number (LSP 455) will be generated in order to test this new TSR1 bead and
EZR1 bead manufacturing event. LSP Bead Release will occur two times for this new LSP
number. Refer to below for testing information for each LSP.

LSP 454: 2 LSP BR and 2 operators
- EZR1 Batch 1000829693: Sublot A
- EZR2 Batch 1000829717: Sublot A and B
- TSR1 Batch 1000829663: Sublot A
- TSR2 Batch 1000829676: Sublot A and B

LSP 455: 2 LSP BR and 2 operators
-  EZR1: New Build, Sublot A
- EZRZ2 Batch 1000829717 Sublot A and B
- TSR1: New Build, Sublot A
- TSR 2 Batch 1000829676: Sublot A and B

The Magnum instrument has been pulled from production and an Out of Service sign has
been placed on the instrument. The equipment vendor has been contacted and is scheduled
to assess the equipment on 04/25/23.

Resolution: The process validation and test method validations will be considered successful
if LSP BR testing for both LSP 454 and LSP 455 passes the acceptance criteria within the
bead release worksheet for MTB Ultra.

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Warkplace.
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DSF
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Manufacturing Oriole Moeras Refer to DSF %;f;r to
Quality Systems Olin Boling Raler oDk %t;f;:r o
Quality Systems Mary McKay Refer o DSF %(;f;sr fo
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Digital Signature Form

Before using this form, you must complete training per D16659

Originator Instructions:

Name the document to be reviewed something unique and easy to identify

Name:

Document

Protocol D64217 - Deviation
Report #1

Verify the document name matches the one in the Document Name box. .
. . . . red: 7,2023
Verify the list of approvers and anyone listed in the CC only box are all Date Delivered: |G
on the outgoing e-mail. Use the Comments box to provide any pertinent
information. Save, then distribute the form and document by e-mail. Date Due; Apr 27,2023
CC only:

Approver Instructions:

Please review the attached document as soon as possible but no later than the due date. Click on the
signature box by your name to sign the document. Return the signed form to the originator.

If you have questions or concerns, contact the originator:

N/A

E-mail

kimberly.dang@cepheid.com

Originator [Kimberly Dang

Phone |N/A

(¢ Approved as-is
(" Approved with changes (below)

(¢ Approved as-is
(" Approved with changes (below)

(¢ Approved as-is
(" Approved with changes (below)

Kimber| ity signedby Olin P Digitally signed Marilyn Digitaly signed by
Kimberly Dan ICI:«:ed:fDang Olin P Bolin : byollunPBn[mg Marilvn Nourse ”:T:,.,.,Nw,se
Y7 |y Dang B 9 |[Boling/ Sesreare 4 Nourse %
Department |Praduct Transfer Department |Quality Systems Department |Product Transfer J

(¢ Approved as-is
(" Approved with changes (below)

(¢ Approved as-is
(" Approved with changes (below)

( Approved as-is
(" Approved with changes (below)

H Digitally signed Digitally signed
OriO!e Moeras Ono]e by Oriole Moeras Mary MCKay Mary by Mary McKay N/A
Date:2023.04.28 Date:2023.04.28
Moeras 24390700 McKay  5iasr-oro0

Department |Manufacturing

Department |Quality Systems

Department [N/A

Comments:

You must use Adobe Reader v8.0 or higher to use this form. Adobe Reader is available for free at www.adobe.com.
Click in the signature field to sign the document. A wizard will teach you how to crealte a digital signature. For details, see D16656 Procedure, Digital Signature Creation and Use.
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Digital Signature Form
Before using this form, you must complete training per D16659

Originator Instructions:
Name the document to be reviewed something unique and easy to identify

Protocol D64217 - Deviation
Report #1

Document
Name:

Verify the document name matches the one in the Document Name box. . .

Verify the list of approvers and anyone listed in the CC only box are all Date Delivered: |

on the outgoing e-mail. Use the Comments box to provide any pertinent

information. Save, then distribute the form and document by e-mail. Date Due: Apr 27, 2023
Approver Instructions: CC only:

Please review the attached document as soon as possible but no later than the due date. Click on the

; : : 5 % N/A
signature box by your name to sign the document. Return the signed form to the originator. l

If you have questions or concerns, contact the originator:

E-mail [kimberly.dang@cepheid.com Phone |N/A

Originator |Kimberly Dang

(¢ Approved as-is
(" Approved with changes (below)

(¢ Approved as-is
(" Approved with changes (below) °

(" Approved as-is
(" Approved with changes (below)

Kimberl I:iig‘l;aeldiysignedby Jessica Digitally signed by
. mberly Dang Jessica Cortopast
R |y Dang’ e | | [ [N/A Cortopasi iz2met | || [NA
Department |Product Transfer Department [Failure Investigation Department [N/A

(" Approved as-is
(" Approved with changes (below)

(" Approved as-is
(" Approved with changes (below)

(" Approved as-is
(" Approved with changes (below)

N/A N/A N/A
Department |N/A Department [N/A Department |N/A
Comments:

You must use Adobe Reader v8.0 or higher to use this form. Adobe Reader is available for free at waw.adobe.com.

Click in the signature field to sign the document. A wizard will teach you how to create a digital signature. For details, see D16656 Procedure, Digital Signature Creation and Use,
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SECTION A: Implementation (Completed by Quality)

¥ p AL
Quality Reviewer: .f/’(x/c’ﬂ./ /7/ 1l <9 | Signature:— «-:24‘;/’ < — LEffcctive Date: % "/A" 2

e
SECTION B: Initiation (Completed by Initintor)

Initiator: Jessica Cortopassi Department Name: Failure Investigation | End Dz}te:;_5 05}91}2{?23. ci/j()/_) 023
=~

Document # Rev # Step # Document Title - [] Additional Attachments
D31503 R& up Section 5 (4) MTB G4 Product QC Testing Procedure and Worksheet
D25862 AC & Up Is)glst;_?lr\'lg ;;:w\;le ;]:srr':sl\:;r;/RIF Ultra V2 Product QC Testing Procedure and

Type 2)
D13598 AE& Up | Table 4.2 Xpert MTB G4 Bead Release and LSP Testing Worksheet
D22564 H & Up 3b Xpert MTB Ultra V2 Bead Release and LSP Testing Worksheet
D26001 D& Up | Table2 MTB G4 PCR1 Reagent Pilot Testing Worksheet
D26002 D &Up Table 2 MTB G4 PCR2 Reagent Pilot Testing Worksheet
D29996 D &Up 3b Xpert MTB/RIF Ultra V2 Bead Release and LSP Testing Worksheet
Affected Parti# Rev # Lot## / Serial# Part Description [] Additional Attachments
001-1683 J C24SEP21A INTROL TBWT-04
Description of Change '
(describe current process and in general terms what will be done differently in this change) [] Additional Attachments

This PDR will change the current production TBWT sample dilution for MTB G4, MTB Ultra V2 assays, and corresponding
bead release / LSP testing.

Note: The PDR is only applicable to TBWT Control Material P/N 001-1683 lot C24SEP21A.
Examples of dilution changes are below:

o For MTB G4 Positive Sample (TBWT) testing per D31503, the sample dilution will change as proposed in Table 1
below.

e For MTB Ultra V1 and V2 Positive Sample Type 2 (TBWT) testing per D25862, the sample dilution will change as
proposed in Table 2 below.
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Table 1. Current and Proposed Change for MITB G4 Positive Sample (TBWT) Dilution:

For 20 Cartridges

Current Dilution (based on
D31503)

Proposed Dilution

Materials* Measure (ml) Measure (ml)
500-1315 14.4 15.8
001-1683 1.6 0.21

;:;"g":'r: 32 32
Total 48 48

30-fold dilution

225-fold dilution
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Table 2. Current and Proposed Change for MTB Ultra V2 Positive Sample Type 2 (TBWT) Dilution:
For 10 Cartridges
Current Dilution (based on
D25862) Proposed Dilution
Materials* Measure (ml) Measure (ml)
500-1315 71.75 7.96
001-1683 0.24 0.032
Sampl
R 16 16.00
Reagent _
Total 24.0 24.0
100-fold dilution 750-fold dilution

Justification of Change
(describe permissibility to perform change; describe risk and impact to validated state and end-user) [] Additional Attachments

The affected TBWT control material lot (C24SEP21A) concentration 1.5e5 cell/ml is higher than the normal
concentration used for testing. During Control Qual testing, results were observed at Ct = 24.5. Even though
this passed according to D38785 (Ct range: 24.5 - 28) it has potential to fail the lower spec limit. A titration
study was performed to dilute from 1.5e5 to 2.0e4 cell/ml and tested with MTB-G4 and MTB-Ultra cartridges
(reference 21-NC-03826). The result was more centered within the spec range.
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Data from Titration Study:

Figure 1: MTB-G4 ct average data shows 2.0e4 cell/ml dilution has the best performance. Cartridge lot 28826
shows earlier Ct may be due to sampling.
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Figure 2: MTB-Ultra ct average data shows 2.0e4 cell/ml dilution is within the spec range.
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Document Number: D6256
Rev: T
/ . e
z Cepheid. ey
peds Al
Planned Deviation / Temporary Change g’ |
22-PDR-131

Risk/Impact Assessment:

¢  Risk/Impact to Manufacturing:
o Low risk The PDR will only affect internal product testing for MTB product: IPT/PQC testing, bead
release and LSP testing ,
o The dilution change will minimize the number of aborts that are caused due to false call/indeterminate
failures rather than the product being non-conforming.
o The dilution change will decrease the amount of LFI retest and Resampling during IPT testing.
o Risk/Impact to Customer:
o Noimpact and no risk as the TBWT control material dilution scheme change is only for internal
production testing.
e Risk/Impact to MTB final product
o Lowimpact as the PDR does not change the MTB final product release acceptance criteria and release
specification.

Low risk as the proposed change is for the control material only. There is no change to the MTB product. MTB product
will have to meet current procedure specification before released.

Action Plan
(describe all actions to accur for this change, including: Work Order #; detailed responsibilities & actions of all stakeholder depariments; closure
criteria; Conmitments and responsible person) [ Additional Attachments

e Control Material group will relabel the current PN 001-1683 lot (C24SEP21A) vials with:
o PRD Number
Cepheid Part Number
Description
Vendor Lot
Quantity
Concentration
o Expiration date
e Failure Investigation will train QC/IPT and Bead Release/LSP team on the PDR, the new dilution and
requirement to add the PDR to the DHR.
¢ Bead Release/LSP team and IPT team will follow the new TBWT dilution scheme specified per the provided
applicable documents or worksheets when using the affected TBWT (001-1683) control material lot C24Sep21A.
All testing still follows normal production SOP for the IPT/PQC and bead release/LSP testing.

OO0 00O

Disposition Action
(describe the requirement for disposition of product or materials manufactured from this change) [] Additional Attachments

o The TBWT (001-1683) control material lot (C24SEP21A) will be relabeled with PDR number and released for
production use under PDR.

Closure Criteria: This PDR will be closed once the affected control material lot is consumed and all commitments have been closed.
Commitments Exist? [X] YES [] NO (If Yes, complete Attachment 2 Commitment Form)

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions. Current
released version of this document resides in Agile Workplace.

Cepheid Confidential Date Printed: 8/8/2022 9:36:47 AM

Conlfidential - Company Proprietary
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Planned Deviation / Temporary Change

Document Number: D6256
Rew: T

Attachment 1

Effective: 04/26/20

22-PDR-131

Is training required to be conducted before executing this PDR?
YES If Yes, attach training documentation once all required approvals are received in section C.
If No, justify why training is not required below

] No

Signature

Date

Department Manager Name

Initiator

/),1.. A Cj}{,',f!a: ) *e-sign [

(\‘f’ll 249100 *e-sign O

Jason Dallwig

U
SECTION C:,I{EVIEW M‘ID APPROVAL (Completed by Stakeholder departments)
NOTE: Manager or above level signatures required

Department Name Signature Date
Manufacturing: Stephan Povio *e-sign 51 *e-sign ﬁ
Materials: Grace Martin *e-sign 1 #e-sign ﬁ
Quality: Richard Moare *o-sign (X soaien ﬁ
Stakeholder Dept.: Quality
Control dmiei{alin *e-sign [4 *e-sign

R - _r_'___*____r_____l_
Stalceholder Dept.: Quality , MY |} —
Control/Control Material Herre Denebon \\“" '\U)% L *e-sign [ *e-sign O
Stalceholder Dept.: Quality ; ="
Control /E,mong/ *e-sign [ *e-sign [0

- . H _— /
Stakeholder Dept.: Quality - st Moliityre — -
Control - e-sign O “e-sign [
"

Stakeholder Dept.: Quality . y
Contro Marites Abriam _ *e-sign 1 *e-sign O
Stakeholder Dept.: Quality i o ,// A i3
Systeins Steven Aviles / ot — P J?/c’ y/z 2 esipnO

Additional Controls (Quality):
(0 YES [XI NO  IfYes,

explain:

ra—

=Signatures can either be wet or digital using approved Digital Signature Form per D16659.

User of a printed copy of this document Is responsible for using the current revision and discarding expired or obsolete revisions. Current
released version of this document resides In Aglle Workplace.

Cepheid Confidential Date Printed: 8/8/2022 9:36:47 AM

Confidential - Company Proprietary
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//Cepheid.

Digital Signature Form

Before using this form, you must complete training per D16659

Originator Instructions:

Name the document to be reviewed something unique and easy to identify
Verify the document name matches the one in the Document Name box.
Verify the list of approvers and anyone listed in the CC only box are all
on the outgoing e-mail. Use the Comments box to provide any pertinent
information. Save, then distribute the form and document by e-mail,

Document Number: D16660

Rev: A
Effective: 06/27/20 b
Paget of 1 Q‘
’/
Document 1,5 pDR-131 <
Name:

Date Delivered: |08/08/2022 |

Date Due: los/1072022 |

Approver Instructions:

Please review the attached document as soon as possible but no later than the due date. Click on the
signature box by your name to sign the document. Return the signed form to the originator.

If you have questions or concerns, contact the originator;

CC only:

Originator |Jessica Cortopassi | E-mail |jessica.cortopassi@cepheid.com

Phone |925-848-0001

(¢° Approved as-is

C Approved as-is

(" Approved as-is

(" Approved with changes (below) (" Approved with changes (below) (" Approved with changes {below)
Jamie Digitally signed ¢
by Jamie Tobin
Tobin, /Sl |22 o

Department |Quality Systems

Department [N/A

Department [N/A

(" Approved as-is
(" Approved with changes (below)

(" Approved as-is

(" Approved as-is

(" Approved with changes (below) - (" Approved with changes (below)

N/A

N/A

N/A

Department N/A

Department |N/A

Department [N/A

Comments:

’”'

You must use Adobe Reader v8.0 or higher to use this form. Adobe Reader is available for free at wwav.adobe.com.
Click in the signature field to sign the document. A wizard will teach you how to create a digital signature. For details, see D16656 Procedure, Digital Signature Creation and Use.



//Cepheid.

Digital Signature Form

Before using this form, you must complete training per D16659

Originator Instructions:

Name the document to be reviewed something unique and casy to identify
Verify the document name matches the one in the Document Name box,
Verify the list of approvers and anyone listed in the CC only box are all
on the outgoing e-mail. Use the Comments box to provide any pertinent
information, Save, then distribute the form and document by e-mail.

Document Number: D16660

Effective: 06/27/20

Rev: A

//fﬂ’

PageA of 1 l};{
e

Document

22-PDR-131
Name:

L3

7z

Date Delivered: IOBIOB/2022

Date Due: |os/1012022

Approver Instructions:

Pleasc review the attached document as soon as possible but no later than the due date. Click on the
signature box by your name to sign the document. Return the signed form to the originator.

If you have questions or concerns, contact the originator:

CC only:

Originator |Jessica Cortopassi | E-mail |jessica.cortopassi@cepheid.com

Phone |925-848-0001

(¢" Approved as-is
(" Approved with changes (below)

C Approved as-is

(" Approved with changes (below)

(" Approved as-is

(" Approved with changes (below)

(" Approved with changes (below)

(" Approved with changes (below)

Stephan b sste
Stephan Povi T Daeaonrons N/A N/A
R Povio M , ’
Department [Manufacturing Department [NIA Department [N/A
(" Approved as-is (" Approved as-is (" Approved as-is

(" Approved with changes (below)

N/A

N/A

N/A

Department |N/A

Department {NIA

Department |N/A

Comments:

You must use Adobe Reader v8.0 or higher to use this form. Adobe Reader is available for free at wveav.adobe.com.
Click in the signalure field to sign the document. A wizard will teach you how to creale a digilal signature. For details, see D16656 Procedure, Digilal Signalure Creation and Use.

w;



Document Number: D16660

//Cep heid, Effective: os/z;};;f/F 1%

Page/lofl ”C
7

Digital Signature Form M 4
Before using this form, you must complete training per D16659 Document 22-PDR-131 / "LU
. : . Name: .

Originator Instructions: glb

Name the document to be reviewed something unique and easy to identify
Verify the doc it name matches the one in the Doc t Ns . '

erify the documer : I : 1 ies the one in th umen fmu.: box Dt Dl |08/08/2022 |
Verify the list of approvers and anyone listed in the CC only box are all
on the outgoing e-mail. Use the Comments box to provide any pertinent
information. Save, then distribute the form and document by e-mail.

Date Due: los/10/2022 |

Approver Instructions: CC only:

Please review the attached document as soon as possible but no later than the due date. Click on the
signature box by your name to sign the document. Return the signed form to the originator.

If you have questions or concerns, contact the originator:

Originator |Jessica Cortopassi | E-mail |jessica.cortopassi@cepheid.com | Phone [925-848-0001

(=" Approved as-is (" Approved as-is " Approved as-is
(" Approved with changes (below) (" Approved with changes (below) (" Approved with changes (below)
Grace  piaiii
Martin 2emous N/A N/A
Department [Materials Department |N/A | Department |N/A
C Approved as-is (" Approved as-is (" Approved as-is
(" Approved with changes (below) (" Approved with changes (below) " Approved with changes (below)
N/A N/A N/A
Department |N/A | Department |N/A | Department |N/A
Comments:

You must use Adobe Reader v8.0 or higher to use this form. Adobe Reader is available for free at vavw.adobe.com.
Click in the signature field to sign the documenl. A wizard will teach you how lo creale a digital signature. For details, see D16656 Procedure, Digital Signature Crealion and Use.



Document Number: D16660 -
/ ] Rev: 5
- Cepheld. Effective: 06/27/2013 (v

Page'1 of 1 ”/tf

Digital Signature Form fﬂ?’
Beff)l‘f:’ using this form,yo.u must complete training per D16659 Dh(!)cum.ent 22-PDR-131 7 : \V
Originator Instructions: e ] 2 ,

Name the document to be reviewed something unique and easy to identify

Verify the document name matches the one in the Document Name box. : I |
i i . § : 022

Verify the list of approvers and anyone listed in the CC only box are all Date Delivered: [QR/IE

on the outgoing ¢-mail. Use the Comments box to provide any pertinent

information. Save, then distribute the form and document by e-mail, Date Due: IOBI 10/2022 I

Approver Instructions: CC only:
Please review the attached document as soon as possible but no later than the due date. Click on the
signature box by your name to sign the document. Return the signed form to lhe originator,

If you have questions or concerns, contact the originator:

Originator [Jessica Cortopassi | E-mail [jessica.cortopassi@cepheid.com |Phone [925-848-0001

(* Approved as-is (" Approved as-is (" Approved as-is
(" Approved with changes (below) (" Approved with changes (below) (" Approved with changes (below)
Digialy signed ficharansoore, ersyzesss
la Xiong E‘j:;f;’;‘{um N/A Sr. Ditector - Surcaots ey N/A
11:01:21 0700 [Quality Systems z7¢5
Department [Quality Control Department [Quality Systems | Department [N/A
(" Approved as-is (" Approved as-is (" Approved as-is
(" Approved with changes (below) (" Approved with changes (below) (" Approved with changes (below)
N/A N/A N/A
Department [N/A Department |N/A Department |N/A —|
Comments:

You must use Adobe Reader v8.0 or higher to use this form. Adobe Reader is available for free at wwnv.adobe.com.
Click in the signature field to sign the document. A wizard will teach you how to creale a digital signature. For details, see D16656 Procedure, Digital Signalure Creation and Use.
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Document Number: D4255
Attachment 8

Rev: BE.1

Effective: 02/09/2023

p.10of1
LSP Testing Line Clearance and Setup Form
LRO # LSP #Cartridge Lot #
LSP-MTBU2-455 455/1000747628
Process Description: Worksheet #:
LSP Fill D29996
' : : BVYes LON/A
5 L ’ ; O Yes D(j(IA
C,
& ’ & Yes O N/A
C 8493 O N/A
; ; - HVYes O N/A
- : HEVYes ON/A
! o OYes ENA
ek #23CRMO15 EYes ON/A
: ; ; ; : HYes [CIN/A
Comments: N/IA
Performed By: Date:
£ m"mlj fru S 05/01(0003

Verified By:

@ Bt was  hof elw#e/-
o S

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.

Current released version of this document resides in Agile Workplace.
Cepheid Confidential Date Printed: 5/1/2023 9:22:18 AM
Confidential - Company Proprietary
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GX Cartridge Manual Fill Worksheet

Document Number: D10149
Rev: K

Effective: 03/19/2020
p.10f2

Product Reference #.: LSP-MTBU2-455 Lot#.: 455
(Enter “N/A” for fields that do not apply.)
Signature List
All individuals performing steps must sign in below.
Name Signature Initials
Phuong-Thao Huynh ‘ P
’ ’ ol (T
\“.l 1,)1.5‘{ D* {“1]1 2
1. Reference Documents
ltem Document # Revision
Product-Specific Fill Procedure D29998 E
2. Consumable Parts
Item Part No. Lot #
Open Cartridge 700-5791 1000747628
Funnel 300-8371 N/A
(circle one)
Frit 300-5115 301251
301-9582
(circle one)
Pre-filter otatiy 1000764506
700-4100
Very Large Retaining Ball 300-4651 N/A
Large Retaining Ball 500-0037 1881621
Small Retaining Ball 300-4344 N/A
Very Small Retaining Ball 300-6099 2098678
3. Reagent Parts
Item Part # Lot #
Bead #1 500-2023 1000862912
Bead #2 500-2025 1000829676 A, B
Bead #3 500-2419 1000829693-A-B |71 24 &'
Bead #4 500-2420 1000829717 A, B
R e O S
Bead #5 ~NA SO0 -0 . NA0OO (7 7128
Bead #6 N/A N/A

User of a printed copy of this document is respansible for using the current revision and discarding expired or obsolete revisions.
Current released version of this document resides in Agile Workplace.

Cepheid Confidential

Confidential -Rate Rrintede 81(2023 v

2:33:49 PM
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Product Reference #.: LSP-MTBU2-455
(Enter “N/A” for fields that do not apply.)

GX Cartridge Manual Fill Worksheet

Lot #.:

Document Number; D10149
Rev: K

Effective: 03/19/2020
p.20of2

455

4. Equipment Retaining Ball, Pre-filter & Frit Insertion Tools

Part No. ID GX chamber(s) in which tool was used
300-3424 N/A N/A
300-3578 N/A N/A
300-3579 N/A N/A
300-3580 N/A N/A
300-3581 N/A N/A
300-4345 N/A N/A
300-4432 N/A N/A
300-4433 N/A N/A
300-4434 N/A 9, 11
300-6799 N/A 7
300-5643 N/A 1
700-0916 N/A 3
Funnel Insertion Block: 300-3614 N/A N/A
5. Environment
Item Time Humidity Specification Pass/Fail
Humidity — Beginning | N/A N/A N/A
Humidity — Middle N/A N/A < 10% N/A
Humidity — End N/A N/A N/A
COMMENTS: N/AL]

Initial and date after each comment.

In 5 Environment, per D7849, manual fill does not need to be performed in a dry room. Humidity check and

Spec apply to dry room only.

U

0slbil2072.3

6. Approved By

Name

Signature

Date

([~ ‘/
#

)iz

I_};/’///J 1

User of a printed copy of this document is responsible for using the current revision and discarding expired or obsolete revisions.

Cepheid Confidential

Current released version of this document resides in Agile Workplace.

Confidential Rate Rrinteds 5/1{2083

2:33:49 PM




Xpert MT8 Uitra V2 Bead Release and LSP Testng Worksheat
i Testing Procedure
Cepheid.

LSP-MTBU2-455

A. Bead Release/LSP Testing
1. Bead/Reagent Information

LSP Lot # 455 Erder "WA™, if ot applicable.
Test Date
CFYYYMMDD) 20230501
# of Sublots in this LSP lot 2

Replicates per Sublot

1. Enter the number of bead sublots in the box above. If testng a sng'e lot, enter "1,

2. If number of sublots to be tested do not match between beads, enter the largest number of sublots.

3. Match sublots ta the extent possible, e g test all sublots A together, al sublots B together et

4. If there are unmatched sublols, The unmatched sublo's can be tested together with any sublot of the other beads

Examp's 500-2023 has sublots A-D whist cther beads have sublots A-C. 5060-2023 Sublol D can then be tested wih any combinaton of besds A-G for the olher

besdiypes.
Previousiy Wriiu;rf:::;:bhts
Beads Part# Lot# Bead?
) eg.A B, C...
(NIAis none)
BEAD,TSR1MTB,ULTRA,GX 500-2023 1000652912 n NA
BEAD,TSR2MTB,ULTRA,GX 5002025 1000325575 N AB
BEAD,EZR1,MTB ULTRA V2 5002419 1000355439 N NA
BEAD,EZR2MTB ULTRA V2 500-2420 1000529717 L] AB
MRSA SPC Bead 5000925 1000573125 NA
Cartridgeeliled material Part# Lot#
7005114
o
Open Cartridge RPST, noventeut(sopl) [ 72270 1000747623
TOO-5754
Undarscera ona
Smal Retaning Bal 3006093 2085573
Large Retaning Bal 5000037 1631621
305115
o
Frit 3018552 301251
Underscere ora
Pre-fiter T00-5124 1000764505
Retan Bal Inserton Tool (chamber 1) 300-5643 NA
Retan Bal Inserton Tool (chamber 11) 300-4434 NA
Fritinserton tool 006799 WA
Pre-Fter insertion tool 7000916 WA
Liquid reageals and control malerial Part# Lot#
5001315
of
TET 5000565 10007286531-E
1 ors
Sarple Reagert l’mz% 1000509051
Unierscers ora
Expiration Date
MMQCI TBWT 001-1633 C24SEPHA 8302023
MMQCITBIG3IMDR2 001-1923 MOAMAY22A &3172024
Ho. of Sublots 2
Sublot Beplcales
Heg TBWT MOR 2
A 14 7 7 28
B 14 7 7 28
c NA NIA NA NIA
D NA NA NA NA
E NA NA NA WA
F NA NIA NA HIA
G HIA A A A
H NA A A NA
I NA NA NA HA
J NA NIA A NIA
Total 28 14 14 88

Recommended dry carts to prepare per Sublot.

Docurent Numher: D29355
Rec H

Effectve: 040372023
plol3

Sublot Totalsublot
A 30
B 30
& NA
D NA
E N/A
F A
G NA
H NA
| NIA
J NIA

Total 60

User of 2 printed copy of this documert is responstie for using the curent revision and d'scardng expired of ebsaiela revis'ons. Currer refeased version of this documert resides in Agle Werpaze Cephed Confidartial

Data Prirted SM/2023 235 FPM
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LSP-MTBU2:455

Xpert MTB Uitra V2 Bead Release and LSP Testing Worksheet
Testing Procedure

2. Cartridge and Sample Preparation
2.1 Carlridge preparation

MNOTE: For each slep of cartridga preparation, verdy that al components are inserted correcty.
a Obta'n carlidges in accardance with the table above
b. if manual inserton of pre-fiters or frits is required, folow instructons in 2 2 and’or 2 3. Othenvise,
proceed to subsecton 2.4

2.2 Pre-filter insertion (Chamber 3)

a AHach a pre-fiter at the end of the pre-fiter inserton tool 7000915,

b. Piace the cartridge upright on a fat, sofd surface.

c. Algn the pre-fiter on top of the groove at the bottam of Chamber 3. Push down to secure.
d. Remove the pre-fiter inserton toeol from the cartridge.

2.3 Fritinsertion (Chamber 7)

24

@ Grasp a frit a'ong i*s long s'des wih the forceps

b. Afgn the frit over the opening to Chamber 7. The base of the frit shou'd be near the plunger opening and the apex of the frit shou'd be po'nted away from the plunger openng
¢ Lower the frit approxmately ha%way into Chamber 7. Re'ease the forceps” grasp on the fit

d. Close the forceps and use the closed ends to genty push the frtinto Chamber 7 untl you feel resstance.

&. Use the Insertion tool (15mm) 300-6799 to push the frit down into chamber 7 untl the proper depth has been achieved.

. Remave the Inserton tool from the cartridge.

Bead preparation

a Inseit 1 smal retan bal (300-6099) into Chamber 8,
b. Insert 1 EZR1 Bead (500-2419) in‘o Chamber 9.

c. Insert 1 TSR1 Bead (500-2023) into Chamber 9.

d Insert 1 smal retan bal (300-6093) into Chamber 9.
e. Insert 1 large retain bal (500-0037) into Chamber 9.

Figure 1: Bead ¥ procedure

Chamber? i
()Fr

}
1. Push large retan bal down with 300-4434 Retain Bal Inserton Tool. s l'"‘l‘ 1

(1)S88 2 ‘)
q Insert 1 small retain bal (300-6099) into Chamber 11. gﬁ?g} 7l e
h. Insert 1 EZR2 Bead (500-2420) into Chamber 11, {9588 L
L Insert 1 TSR2 Bead (500-2025) into Chamber 11, GILRB
i. Insert 1 smal reta'n ball (300-6099) into Chamber 11. - 3 u
k. Insert 1 largs retzn bal (500-0037) into Chamber 11. w4111
L Push large retan bal down with 300-4434 Reta'n Ball Inserton Tool s 1
m. Insert 1 smai retain bal (300-6098) into Chamber 1. e 2
n. Insert 1 SPC Bead (500-0926) into Chamber 1. Q)EZR2
0. Insert 1 small retzin bal (300-6099) into Chamber 1. i
p. Insert 1 large retan bal (500-0037) into Chamber 1. (5)LRB Chamber3
a Push large retan bal down with 300-5643 Reta'n Bal Inserton Tool (1) Pre-E2ar
r Verify that al remanng beads are sea'ed in bead contaners E?gqgﬂ !

() SPC

s Label 28 cartidges with sample type "NEG” and replicate number. g}&!ﬂg

t Label 14 cariridges with sample type “TBWT™ and repicate number.
u. Label 14 cartridgss with samp's type “"MDR2" and repfeate number,

2.5 Liquid reagents fill

L

I
o

3

T

. NEGATIVES
CAUTION p conlains & Isoprop Be sure lo wear
personal protective equipment.

a Add 4mL of TET Buffer to chatber 2 of each catridge.
b Add 4l of TET Buer to chamber 5 of each cartridga.

Sample Preparation

a. It Is recommended la prepare the negative sample mix and load the negative control cartridges prior to
handling any positive control material in order to minimize the risk of false positives.

b. Any surplus from the prepared negative control material mives can be stored at +4'C up to 24h and can
be used for retestng of fa’ed repicates.

¢. Any surplus from the prepared pos®ve control mixes can be stored st +4°C up to 4h and can be used for
retestng of fa’ed repicates. Discard pos@ve control mixes and prepare a new mix if needing to retest
beyond > 4h.

Figure 2 Ligu'd Reagents 1 procedure

4 If nisedd, pocl meiple bottes of samyla reagent info a sing'e corlainer.
b. prepara negative saTp'a mic In a sulable container according Lo Lhe table below

Material Part# Volume (mL)
500-1315
TET or 224
500-0995 Chamber 2
TET 4mL
Samgle Reagert 700-5208 448
700-8052
Tetal Velure NIA 672

Note: An additional 20% have been 2dded to the required volumes in order Lo allow for retesting of failed replicates without preparing a new mixture.

¢. Vorlex for 5 seconds.
d Store the mivture at room temperature untd ready for use.
e Add 2ml of TET/SR mixture prepared in section 3a to chamber 3 of the replicales marked "NEG™.

. POSITIVES-TBWT

CAUTION - Sample Reagent conta'ns Sodium Hydroxide & Isopropanol. Be sure to wear
personal protective equipment.

a I needad, pocl mutple bottes of sample reagent info a single cordainer,

b, prepare TEWT sample mix according 1o the tabls below, Verlex stock tube of INTROL TBWT cels for § secands prior bo adding to the mic

User of a prirted copy of Uis documant is respansbie for using Lhe curtert revision and discarding expired or chso'ete revisions, Currert released version of s docurent resides n Ag’a Werkpiace. Cepheid Confdertial
Datz Prrted 5/1/2023 235 PM

Docurent Number, D29735
Rec H

Effecte: 04032023
p.2¢f3
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Xpert MTB Uitra V2 Bead Release and LSP Testing Worksheet

3c.

Testing Procedure

Material Partd | Volume{mi) |
500-1315
TET or 10.99
500-0395
SaTple Reagent 700-5208 227
700-6052
MMaC TBWT 001-1683 0340
Tetal Vohure A 340
Note: A surplus has been added lo the required volumes in order to allow for retesting of failed repti L ring a new mixture,

€. Vortex the prepared sampls mix for § seconds.
d_ Store tha mivture st room temperature and load the carridges wihin the hour.
& Add 2L of TETiSample'SR misture prepared in section 3blo chaTher 3 of tha replicates marked “TBWT".

POSITIVES-TB1081MDR2

CAUTION - Sample Reagent contains Sodium Hydroxide & Isopropancl Be sure ta wear

personal prolective equipmenL

a If reeded, pood multp's bottes of sanpls reagant into a single container.
b. prepare WDR2 sarple mix accerding 19 the tabis befow, Vordex stock hubs of INTROL TB1031MDR2 ce®s for § seconds pear 10 adding o the mae

Material Part & Volume (mL)

500-1315

TET or 1065
500-0995
700-5208

Sampia Reagert FOOE052 227

MMOCI TBI03INDR2 001-1923 0.680

Total Velurre NIA 34.0

MNote: A surplus has been added to the required volumes in order to aliow for retesting of faed replicates without preparing a new mixture.

©. Vortex the peepared sample mic for § seconds.
d. Stece e mixture at reom temperature and lozd the cartridges wihin tha hour,
e Add 27l of TET/SaTp'e’'SR mixture prepared above in Section 3¢ to chamber 3 of the repicates marked "MDR2™.

GeneXpert Testing

Run cartridges on the GX systems per instructons in D22297 Xpert MTB Utra LSP and Be3d Refeasa Testing Procedure.
Select Lha most curenty refeased assay protocel, POSOS (MTB-RIF Utra V2 BeadLSP) Obtan frem Agle if nécessary,

Cepheld ID Cal. Due Dale
13251 11302023
L3323 043072024
13324 027292024
L33 04302024

Equipment
Pipette Information
Cephed 1D Cal. Due Date
L343 0530:2023
L2590 05302023
12652 05302023
GeneXpert Software Version
64
Commants (cptona’)

Refer to D64217 and Deviafon Report 1. =
Refer to 22PDR131 for Pos%ves-TBWT's diuton recipe. i‘rM 0> ‘ Df! w3

Performad by.

User of a prried copy of th's documant is respons bl for using Lha currert revis'on and discardng espired or obso'ste revisions. Currert refsased version of this document resides n Agle Werkplace. Cephe'd Confdartal
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Revawed by,
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L Resull Summary

LSPLot#

455

TeslDate

1MDD]
#of Sublots in this LSP lot

20230501

Table §: B2ads used in lesting

Npect MTB Utra V2 Bead Refease and LSP Testing Workshaet

Resut Summary

Beads

Frevizasly
Sqblets tested v
released Bead? s ket

BE£D.TSR1MTBULTRAGX 02003 | 1000852312 KA
EE£D.TSRI WTBULTRA GX | S5m0 | 1000525676 AB
BEAD EZR1 MTB ULTRA V2 502413 1000555433 HA
BEAD EZR2 WTB ULTRA V2 502420 1000323747 AB
WREA 5°C Bead 005 | 1000873125
Table 2: Valdity and Outier test results
Samgle hye Samgle D Teststarttma Resan Vali®/ tast PASSFAL Type of tallare
4554 NEG 01 230501 1321 MTBNOT DETECTED.
4554 NEG 02 H_NLEH NN VTB NOT DETECTED
4534 _h2G 0} gt R EFL] MTB NOT DETECTED
4544 NG 04 20305011523 WTBNOT DETECTED
1524 EG 05 2305011324 UTBNOT DETECTED
1524 126 05 20306011324 MTBNOT DETECTED
4554_NEG_O7 pea AR R MTBNOT CETECTED
=54 00 08 B0 1324 ATBNOT DETECTED
4554 _NEG 09 05N 125 MTBNOT DETECTED
4554 NEG_13 NN NS MTBNOT DETECTED
4528 _NEG_11 200305401 1325 MTBNOT DETECTED
4524 NEG_12 20305011325 MNTENOT DETECTED
4554 _KhEG_13 W5 13 MTBNOT DETECTED
45sa KEG 14 202305011328 TB NOT DETECTED
4348 NEG 01 sl Sn R T8 NOT CETECTED
1553 nge 20730501 1327 ATBNOT DETECTED
4553 _h2G 03 o usa MTB NOT DETECTED
P 2230501 1323 MTE NOT DETECTED
4553 NEG 05 000011323 MT8 NOT DETECTED
4353_NEG 05 Foeale SRR ) T8 KT DETECTED
4553 beG 07 pooa Lo SAREY. ] MTBNOT DETECTED
4533 1EG 03 202105011329 UTE NOT DETECTED
4553 _NEG 09 0005511329 MTBNOT CETECTED
4353 1=G 10 20205011333 MT8 HOT CETECTED
4553 K3 11 20230501 1329 MTB KOT DETECTED
MTEU2 hEG -
4553 NG 12 200801133 MTB hOT DETECTED
4553 N3 1) 0BBH NN MTB NOT DETECTED
2553 NG 14 03011330 MTB NOT DETECTED
L]

/

/

/

Ui i ozloth

/
5/

VA

7

/

/

o|8|8|6|6|6|&8|6|6|8|6|6|&|5|a6|8|3|8|8|8|8
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A A 0 B A W A
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Xpert MTB Utra V2 Baad Releass asd LSP Testng Worksheet
Resut Summary

Simple e Sampla ID Test start b—e. Resst
N I W
58 1E0T 2 230501138, | DIBOeECOONR
4554 TBNT_ 0O 20501 133
e ; S00E011333 wia BN:OT?!LD\HRFRM
4354 TBAT. G5 20230501 1313 MIR "E“?rjo“;“ R Brraie.
[y FTTTET) HIE TETECTETOW RS Beeeck
2554 THNT_OT 20030301 13 M gt A dd ol
1553 TRNT 00 20730501 133 MID PRIRC TR L
548 TBWT_02 200305011335 U1t "“‘,’33,?".;,";’3’,‘;"“"“
4523 TBAT 03 2WICET11338 u m‘?n:?gsr;ﬁm
1553, TBAT 08 200305811338 LR DEIRCTEOAn S ReCase
SR TENE 08 Gtttk U’R’m NOT DETECTED
223 TENT 05 2030501135 L N Ce ot
4523 TRAT O 20230501 1335 ummmr?énégmm

TENT

Lo

Valifify test PASLFAL

Type of fadare

1SATI-
151241 Cf
Ostier

rpa3ct
OstTer

SFCCt

%3

276

w
=

L~

&
-

o
w

"
N

K
ES

e

ElE|e|Z2|8|2|8|z|5|z|5|2|5 |5 |5 |5|%|5|5|5|%

(N[0 ot o5t

3

FE|E|E|(E|E|B|E|2|8 (2|5 2|25 \2(8|5|%|5|5|5|z|2 |5 |5|5|F|5|5|5

A R R A A e R = e

iﬁii§§§§§§Ei§§§ﬁ¥iiﬁiﬁﬁ%fiiiisiiszsﬁiig

BIE[E(Z B2 5 BB 5| 2% 5| 8|58 3| 5|52 5|52 5| F % 3

EEE??EEEEEEEE!%EE!EE?!%EEEEEEEEIEEzzaizzszﬁzziiﬁ

5|8|6|0|8|5|0|5|6|3|0|5|5|5|8(5|6|6|5|5|a8(6|d|8|a|5|6|a|8|8(&|d|8|&|8
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Table 3: Probe Check resuits for LSP O
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Resut Surrary

Aralyts Name s e e T e Whan exportiog gud Fle, ey pelect e asadyes S atare selected belows
o ] 278 15 [} E Tl |4y Selemt doatyies ==
151081455110 ] ) s 0 i sl eV s e PN B £ iyoed oh W
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Table 430 C1and EndPllest resuits - Negative Contrel
[ Tigil o SPGEFE
Kegstre Ressis Arerase %3 (]
Teweri=t
BpecimcaSen
Table 4b: Ctand EndPt test resuits - TENT Postive control
Target 186113451081 © “‘“?.j:“" a1 Gt ol EFF pal T FPo1MeX o2t |ipezerr|  mpo2Tm "‘*“':‘J"'
Areraga 25 £y 272 3 €4 n a2 24 n2 5
Lewss Bt Upper E=t - Upper Lower | Upper | Lower | Lower | Upper
e Lewss bmit Lewes =t Uppet =t Lowes Emit Leower Emit =t Lowss i =1 et B pley et Lower bnit
e (mens) (raan) (=eas) (=ea) {=ean) {meas) (mesa) oo Tiny | tmeaa) | ol | (min) | gmaia) | gmena) || gmenay | (428)
210 24 e 20 nr 30 s 708 a0 22 | 29 | 1m0 | 723 | 73 50
PASSTAL
rpod Me™
Targar pa3ct po) EFF ped Tm RSL pedcl rpod EFF A T Pesk
eipht Halabt
Arersge 24 15 58 B 23 1n 611 s
Leower E=t UpperE=it | LowerEmit Lowse =t Upper Emt LowerEmit | Lewer Emit "’5:: Lowes =t "'-";' "”i': ":l"
e {mens) meaa) (==13) (3) {meas) 4e22) | prmaany | 1590 | pmaia | mean) | gmean)
20 28 1130 750 0 5o 55 08 0“0 w2 | ez | sse
PASSFAL
OrralRess
Tabta ge: Ctand EndPt uits - MDRZ
Tarset 1sstsioatct Balioslse] patct rpat EPF 1§l Tm [ woret po2erd]  perrm  [EOIESTR
Averzge w2 112 59 a5 €35 43 s 143 mna 43
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PASSFAL
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