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» Part 1: Background
« Mycoplasma genitalium (MG) & antibiofic resistance

MG current testing situation & guidelines




» Part 2;: Test Infformation

» ResistancePlus® MG FleXible - The solution

Infended use

Sample collection, storage & transport

Kit components & storage
GeneXpert® & ResistancePlus® MG

FleXible Cartridge




» Part 3: Running ResistancePlus® MG FleXible
« Test preparation
« ADF
« Cartridge loading

» Part 4: Resulis
» Viewing results

» Result examples
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Mycoplasma genitalium (MG)

Greater awareness in the news

(B[B]C]
NEWS

» Bacterial sexually transmitted infection

» Clinical associations:

« Men-Non-Gonococcal Urethritis ) )
Emerging sex disease MG

'could become next

« Women - Cervicitis, Pelvic superbug'

Inflammatory Disease
The Telegraph

Rare STl could turn into
superbug, doctors warn

» Anfimicrobial resistance
« Is'line freatment = Azithromycin (macrolide antibioftic)

 Macrolide resistance associated with 23S rRNA mutations -Ml

+ A2058G, A2059G, A2058T, A2058C, A2059C (E. coli numbering) health

New UK guidelines aimed at
stopping potential sexually
transmitted superbug

Unemo, Jensen. Nat Rev Urol. 2017 Mar;14(3):139-152 gSpeer


https://www.bbc.com/news/health-44777938
https://www.bbc.com/news/health-44777938
https://www.telegraph.co.uk/news/0/rare-sti-could-turn-superbug-doctors-warn/
https://www.telegraph.co.uk/news/0/rare-sti-could-turn-superbug-doctors-warn/
https://edition.cnn.com/2018/07/11/health/guidelines-superbug-mycoplasma-genitalium-intl/index.html
https://edition.cnn.com/2018/07/11/health/guidelines-superbug-mycoplasma-genitalium-intl/index.html

M. genitalium Azithromycin Resistance rates | Glob al

RUS 3.7%

CA 54.3%

1-3% 1o

‘\” AGRL]OO% .\? ‘\7’

Europe f?’-’m% o FIpN 69.3% zuac%

Mgen positivity rate
in high risk
populations*

Mgen prevalence in
general population

oﬁ «§ AUS 66.0%
SA 10.5%
“F nz747%

@ Syndromic management and empiric tfreatment with Azithromycin is driving resistance rates.

*High risk populations include men who have sex with men (MSM), sex workers, and people with multiple sex partners

Baumann et al. Sex Transm Infect. 2018 Jun; 94(4): 255-262 .
Machalek et al. Lancet Infect Dis. 2020 Jul 2:51473-3099(20)30154-7 SpeeDx



M. genitalium Azithromycin Resistance Rates | Europe

Prevalence studies and
surveillance programs are
continually ongoing.

Refer to your country’s UK
national reference centre "‘
for the most up-to-date

information.

Machalek et al. Lancet Infect Dis. 2020 Jul 2;S1473-
3099(20)30154-7
Pereyre et al. Sex Transm Infect. 2023 Jun;99(4):254-260



M. genitalium testing

Current situation

» M. genitalium is fastidious to culture
« 6 months to grow a single inoculum — impractical for diagnostics
» Molecular detection is available
* In house gPCR tests and recently available CE marked tests
» Methods for macrolide resistance mutation detection
« Sequencing - Costly and generally not convenient for routine diagnostics
» High resolution melt analysis — Separate assay to MG detection, not easy to analyse

» Fluorescence resonance energy transfer (FRET) — Lacking in sensitivity

2 SpeeDx



Global M. genitalium Guidelines

Test only symptomatic patients and their contacts

Mgen: With the widespread macrolide resistance in
Europe, it is strongly recommended that all positive
tests be followed up with an assay capable of
detecting macrolide resistance mediating
mutations!

NGU: Testing male patients with urethritis for M.
genitalium, preferably with screening for macrolide
resistance, is highly likely to improve clinical
outcomes?

Pre-treating M. genitalium infections with
doxycycline 100mg bd for one week and then
treating susceptible infections with azithromycin
and macrolide-resistant infections with a
fluoroguinolone eradicated >90% of infections?®

France: As far as possible, associate that of its
sensitivity to macrolides (azithromycin) to guide
treatment in case of positivity3

UK: All M. genitalium-positive specimens should be
tested for macrolide resistance mediating
mutations* Meets

__________ guideline
requirements

c€ In Vitre Diagnostic Medical Device

1. Jensen et al. 2016 European guideline on Mycoplasma genitalium infections. J Eur Acad Dermatol Venereol. 2016 Oct;30(10):1650-1656
2. Horner et al 2016 European guideline on the management of non-gonococcal urethritis. Int J STD AIDS. 2016 Oct;27(11):928-37.
3. https://www.sfdermato.org/site/groupe-infectiologie-dermatologique-et-infections-sexuellement-transmissibles.html

4. 2018 BASHH UK national guideline for the management of infection with Mycoplasma genitalium. Available online aft: https://www.bashhguidelines.org/media/1198/mg-2018.pdf

5. Australian STl Management Guidelines — Mycoplasma genitalium 2018. http://www.sti.guidelines.org.au/sexually-tfransmissible- infections/mycoplasma-genitalium

2SpeeDx


https://www.sfdermato.org/site/groupe-infectiologie-dermatologique-et-infections-sexuellement-transmissibles.html
https://www.bashhguidelines.org/media/1198/mg-2018.pdf
http://www.sti.guidelines.org.au/sexually-transmissible-

~Sh St

Y
-t

A1k AF

=

N T |

AT

F AT

Uit P A A

tht

|

bl ¥

o

1 | o

I B 8 sl P Sk

o P P B
rg -1

B [

&=

w1l -t
A I O™

§ bond 4

B P
LR )

ik
L el P Y™ AP
| Nl P D™ g

~{5 { oAb d N2
e | N PN

el

2
-‘

o LW

b

-

it

"I AT

5

&

- -

i)

- h

18
) 1
)

- §-
i

2 -

s %ieis
Seisis

S =
AT [P [P B TR T

“§ i
it N A d

Ar

i § AT A

ol 1 Dol
B e B

At a4

| }

pedi d

,-_. - ,,‘
| k S g

Y AR AAPIAA

\

)

S

At h. 4

st
H

=

0

o
rlaiMlaltia

] 1 Pt Pt )

AW e

R

NG

ol A ULV

il b

iR

Sk,

(A N i

AW NS

b4

)

PR T

sam 3y t

f s 3 R B
9 b 7 b AN P A Y™

et P { ™9 N A VST et
A P AT IR YIS

b

-t .

S— |

b

“ 53
8

A T I N

%

.y
o SN o
% bt &

)
4
J
f'
d
]
.
]
{
]
L
J

LA A P i P NATN N ™
Ar b AV Ar I AP A Y R A A 4

Setesest

A AP
A I AP A A ™

A

P bl
Bt

" NhA
A P AN
L | ™ |

P RATINAr I A A I N ™Y
A PO A R AT S

o~

SIOIPISISISI0I0I9I010!4

TRISIOIDIPIOISIS 0106104

S ow Wy T P



ResistancePlus® MG FleXible | The solution

» The first test in Cepheids FleXible cartridge program, designed to be run on the GeneXpert®
system

» Simultaneous detection of MG and associated macrolide resistance

» On-board conftrols for each individual sample
» Probe Check Control (PCC)

» Specimen Processing Control (SPC)

» Results available in approximately 120 minutes
» Closed cartridge system minimizes risk of contamination
» On-demand results

» Random access

2 SpeeDx



Intended Use

» Qualitative multiplexed in vifro diagnostic real-fime PCR test

» Identification of M. genifalium and detection of mutations in the 23S rRNA gene
(A2058G, A2059G, A2058T, A2058C, E. coli numbering), associated with resistance to

azithromycin (macrolide antibiotic).

| M. genitalium (MgPa)
2 23S rRNA mutations (A2058T, A2058C, A2058G, A2059G)

3 Internal Control

2 SpeeDx



Associated products and consumables

The following materials are Essential for laboratories to run the ResistancePlus® MG FleXible test

Laboratory Equipment

—— Storage of ResistancePlus® MG FleXible reagents

_ o _ o
FISCZEN o - 25710 = 197 Please note: a freezer set to a temperature below -30°C cannot be used as

—_— this will adversely affect the enzyme

=2

Benchtop centrifuge for 1.5 mL tubes g Q Spin down contents of reagent tubes prior to use
Micropipettors / / Preparation and addition of Plex MasterMix and Internal Control cells to the
Covering the range of 10 - 100 uL AN m FleXible cartridge

Laboratory Consumables
&
Gloves W . ~ _—
- Good laboratory practice for technician safety and to minimize risk of

Clean lab coats \_r &' I} contamination

Sterile aerosol-resistant, DNAse/RNAse
free, pipette tips

Preparation and addition of Plex MasterMix and Internal Conftrol cells to the
FleXible cartridge

Sterile transfer pipettes capable of
transferring at least TmL volume

Transfer of specimen to the FleXible cartridge
Preparation of positive control and transfer to the FleXible cartridge

2 SpeeDx



Associated products and consumables

The following materials are Essential for laboratories to run the ResistancePlus® MG FleXible test

GeneXpert® Instrument

6-color GeneXpert® instrument li I‘ I ‘

Version 4.7b or higher

GeneXpert® Infinity-48s

Required to run the ResistancePlus® MG FleXible test

Xpertise software version 6.4b or higher

GeneXpert® Infinity-80

Xpertise software version 6.4b or higher

Required to run the ResistancePlus® MG FleXible test

2 SpeeDx



Materials required but not provided

» Customers Must also have a

dedicated space for
preparation of PCR reagents within

their laboratory

» Referto the example across:

Note: a standard laboratory workbench may also be used if a PCR set-up hood is not available

2SpeeDx



Sample collection, storage & transport

>

>

The following specimen types have

been validated for use with the test: Urine

Urethral swalbs

Rectal swabs

The following specimen collection devices are validated for use:

Xpert® Vaginal/Endocervical Specimen Collection kit (Cepheid, Cat no.
Xpert® Swab Specimen Collection Kit (Cepheid, Cat no. SWAB/G-50)
Xpert® Urine Specimen Collection Kit (Cepheid, Cat no. URINE/A-50)
Sterile urine collection cup

Regular FLOQSwab™ in 3 mL of UTM™ media (Copan, Cat no. 306C)
Cobas® PCR media (Roche, Cat no. 06466281190)

Dry swab, resuspended in 3 mL of PBS

Male Female

Urine
Urethral swalbs
Cervical swabs
Vaginal swalbs

Rectal swalbs

SWAB/A-50)

2 SpeeDx



Sample collection, storage & transport

Transport & Storage

Specimen types Collection Device MOEZZGI\T;wer Unity Qty

Temp (°C)

Neat urine in sterile collection

cup
® . = Roche SIS
coPast PCR media 06466281190 10 15-30 °CA
Male & Female:
Urine e Female Urine:
2-15°C
Xpert® Urine Specimen Q%" : Cepheid 50 Female Urine
Collection kit & URINE/A-50 2-30°C
Male Urine
2-30°C

* Recommended by the manufacturer according to theirinstructions for use

# Neat urine storage from ResistancePlus® MG Neat urine stability Technical Bulletin. Transport neat urine specimens according to standard laboratory
techniques

A Transport and storage conditionsrecommendedin the cobas® 6800 MG/TV assay

# Store and transport dry swab specimens according to standard laboratory techniques

Storage time

35 days*

<90 daysA
<90 daysA

Female Urine:

<45 days

Female Urine:

<3 days
Male Urine:
<45 days

2 SpeeDx



Sample collection, storage & transport

Manufacturer Transport & Storage

Specimen types Collection Device Unity Qty

Cat No. Storage time

Temp (°C)

Female: o
' Xpert® Vaginal/Endocervical Cepheid o <
vegacl SEn e e Calletion [ % SWAB/A-50 >0 2-30%C =60 days
Cervical swab . (
elSRRE=Taale[[SAN Xpert® Swab Specimen R Cepheid o <
Rectal swab Collection kit f-_h SWAB/G-50 >0 2-30°C =60 days
. : 2-25°C <48 hours
FLOQSwab™ in 3 mL of UTM™ [ Copan
. 50
media 306C <-70°C 248 hours
Female: PR 50 o
. -8° < ays
VOg'hcl Selo Dry swab added to cobas® Roche
Cervicalswab PSRN o 06466281190 100 o
Male & Female: : ' 15-30°CA <90 days”
Urethral swab
Rectal swab
Dry swab, resuspendedin 3 mL N/A N/A N/A - #

of PBS

* Recommended by the manufacturer according to theirinstructions for use

# Neat urine storage from ResistancePlus® MG Neat urine stability Technical Bulletin. Transport neat urine specimens according to standard laboratory techniques
A Transport and storage conditionsrecommended in the cobas® 6800 MG/TV assay

# Store and fransport dry swab specimens according to standard laboratory techniques

2 SpeeDx



Sample collection, storage & transport

Xpert® Urine Specimen collection kit

2

Diract patiant to provide first-
catch unne (2080 rrl) nto a unne
collectoncup.

MNote: The patient should not
have wimniad forat east 1 hour
prior. Patent shoul not clearse
the gental area pnor %o mliectrg
specEnen.

The Xpert® Unne Specrmen
Collection kit contains

© Lage trarsfer pipstte

@ Urre Transport Beagent tubs

Open the package of
dsposable transfer ppstte
provided in ths kit

Bearmove the yellw cap from
the tareport tube.

Urine Specimen Collection (First Catch)

6

Transfer approsirmatedy 7l of
urine fesrmthe bottam of the
collection cup inta the transport
tube, using the desposable tarster
pipette. The corset wlume &
ratked by the black dashed ine
onthe trarsport sagent tubs
labsl

Replacs the yellow cap
onthe trarsport tubs and

tighten secumely.

Irvert the transpont tube
34 tirres Yo ensure that the
spsciren and eagent ars
well reesd

Rstumn the tube as instructed by
your doctor nuse or cas-p oy oS,

Note: Heakh car provickr s houkd
kbel the trarspornt tube with the
samplke gentiicaton information,
including date of the wllecton,
as mequed

I:EJ
|

Cepheid
URINE/A-50

301-2888, Rev. A
March, 201520



Sample collection, storage & transport

Xpert® Vaginal/Endocervical Specimen collection kit

Patient-Collected Vaginal Swab Specimen Collection

Wash hancls bator starting and
urdress ﬁurmha wan! down,
Om&xmg Gently otate the swab for 10 - 30 seconds
: znkmm Xpert® Sevab 1 Ersurethe swab touches the walls of the vagine
] Trnsport Fleagert tube and o so that m!wsab&otbadt';yihmb"
Inchvidually wrapped coliscton Withckaw the swab ard continus o hold it in
swab. Sot the tube asde befor your hand

begnrmg o colect sarrple
Ciscard the s swab ©

Whis halding the swab in the same hand, uscsw
the cap from the Xpect Swab Transpon Reagant
tube, Do not spil the contents of the tuba. i the
cortents of the tube are spiled, recjusst a new
caolecton bt Immediately phce the collection
swab into the trarsport magent tube

Al Ammme 1 the cortents of the tube ars spiied

- on your skin, wash the atfectsd ama with soap
ardd watee i the contents of the tubs are splashed
n youreyes, immedassly flush your eyes with
water. Notfy yourdotar, rume or cara-provicar
f irtation devebps. ¥ the comeants of the tube are
spillad, vourtest msut rray be mvalidatad. Co not
tale intermaly

Open the coliction swab

wiappse by pesing opan ths top

of tha wrappat

i Rerove the swab, taking care

Z et to tauch the tp ot lay i
clown i the soft tp B fouched,
the swab 5 & down, or the
swab 5 doppec], mouest & new
colkction kot

Identifyirg the scomline on the colection swab
shaft, carsfudly beak the swab shaft against
the sle of the tube at the scoreine. if nooded,
gently wtate the swab shaft to complete the
brealage Decard the top portion of the swab

Hotd the swab in your bard,
s plcing your thumb ard forfinges
=5 inthe middle of the swab shaft

- " shatt Avoid splshing conterts on the sken
Washwith soap ard water § exposed
Ra trea t rt tuba and tghten the .
e e Cepheid
Carefuly sert the swab into your "‘“‘"‘*”‘"‘”“::"“"dw”"d“”‘ SWAB/A-50
4 © vagina about & e ftwe inches) o ook ool '
X ins e the cpening of the vagin. o Note: Headth cam provder shoud rven or gertl
shabe the tube 34 tires to elute mstenml fom 301-1827,Rev. E

the swab Svord fxaming. Labsl the trans pod
tube with the sarmples dentification informaton,
e hcling date of the callection, as requisd

February, 2019




Sample collection, storage & transpori

Xpert® Vaginal/Endocervical Specimen collection kit

Endocervical Specimen Collection

The Xpert VagralEndecencal
Specynen Colection kit contars

O Indivdual Colecton Kit
@ Cleaning Swab

Partially pasi open the ckanig
swab wapper and rermove the
swab.

Ratrowe excass mucus fiom
the carvical os and surunding
mucosa using the lams
irdiwvchaly wapped clssnrg
swab @

Dscard the swab,

Open pakage @ that contars
the prk-capped Xpert Swab
Transgort Resgent tube ard the
indwichally wapped colectan
swab. Set the tube asie belor
beginning to colect sample.
Open the colixtion swab
wrapper by peeing cpen the
top of the wapper. Remae
the swab, taking cams et 1o
touch the tp of ky tdown

If the soft tip & tauched, the
swab B &d down, or ths swab
& dopped, we & new Xpert
\agirel/Erdocenvical Specimen
Colecton Kt

Hold the swab in your fand,
placrg your thumb and fosfings:
in the midce of the swab shaft

Insert thecollecton swab nte the
erdeceneal caral Gently rotate the
swab cl hwise for 10-30) seconds nthe
endoceneal caral

Withclmaw the swab camfuly,

Whie holding the seab in the same fand, unscrew -
the cap from the Xpert Swab Tmnsport Reagent
tube Do not spil the contents of the tube. if
the conterts of the tube are spiled, use a new
colection k. Immedhately phce the colection
swab inte the tanspant reegent tubs.

WARNING: If the contents ©f the tubs am spild
oh youw skin, wash the affectsd asa with scap
and wassr, If the contents of the tube am spashed ‘
inyour eyes, immediately flah your eyes with
watsr. Notify your coctog murss or cam-provider

if imtation dewsbops, f the contents of the tubs are

spiled, your test rasudt sy be ivaddated, Do nat
takes intemaly

Iddentity the scomsding on the colleton
swab shaft, Casdully brsak the swab

shaft agarst the scle of the tubes at the
scoredire., ¥ nesded, gently mtade the swab
shaft to complete the breakage Dscard
the top portion of the swab shaft

Use cam to awod splashng the contents.

Washwith soap and water ¢ exposed.

Ha-cap the swab trarspot esgent tubs
and tightsn the cap sscusly Irvset ar gantly
shake the wbe 34 tires to sluss rratsnal
from the swab Avord feamng

Label the trarsport tubs with the sampks
ckntificaton inforrraton, includng dsts of
the colection, & mouimed

Cepheid
SWAB/A-50

301-1826 Rev. C
April , 2017



Sample collection, storage & transport

Xpert® Swab collection kit

Clinician-Collected Rectal Swab Specimen Collection
For use with Xpert® Swab Specimen Collection Kit — Catalog #SWAB/G 50

Weash hands bafore starting
Openthe individual collection
package €@ that contans the
pnk-capped Xpert Swab
Transport Reagent tube and
individually wrapped collaction
Swab. Setthe tube aside before
beginning fo colect sample.
Discard the arger swab

n

While holding the s#ab in the same hand
unscrewe the cap from tha Xpert Swab
Transport Reagent lube. Do not spil the
contents of the tube If the conterts of the
tube are spilled, use a new collection kit
Immeadiately placa the cobection swab Into
the transport reagant 1ube

WARNING . If the contents of the tube are
spilled onyour skin, wash the affected area
wih soap and water. If the contents of the
tube are splashed in your eyes, immediately
flugh y our @vaswith water,

Opan the collection swab e ; ]
wrapper by pesing open the y Identify ing the scoreine on the collection
top of the wrapper. Remove the N awab shafl, carefully break the syab shaft
swab, taking cara hot 1o toueh 1) .M"‘s against the side of the tube at the scareline
the tip or [y f down - A and discard tha top portion of the swab -
: Ui shaf. If neaded, pently rotate the swab shaft ™
If the soft tip is touched, the J\ to complete the breakage Avoid splashing
swab is |atd dowm, or the swab ' contents on the skin. Wash with soap and
:tdmpped, use anew collection 5 S water if exposed
Hold the swab in your hana,
placing your thumb ard = Re-cap the transport tube and tighten the cap
forefinger in the middle of the / securely
swab shaft acrossthe scoreline o -
y -(" /
[ 7 Y
= .
Invart of ganlly shake the tube 3 4 times 10 alute material Cepheld
fromthe swab. Avol feaming Label the transport tube with -

Carstully Insent the swabd the sample idertification infamation, including date of the SWAB/G 50
agproximatel 1 cmbeyond the colection, as required
anal sphinctar (sa that the fibar 8 Specimen should be transporied at 2-30 'C 301-1790, Rev. A
:‘p‘sta'e ";l"’"‘-’e’ visible), and Prior 10 testing, specimen may be stored for up 1o 50 days at Decem b'er 261 2
otate gertly. 2.30°C ’

2SpeeDx



Sample collection, storage & transport

cobas® PCR media (urine)

SPECIMEN COLLECTION

DE

1. PIPETTE: Mix and transfer
the urine into the cobas® PCR
Media tube using a disposable
pipette (not provided).

NOTE: Urine can be stored at
2'C 10 30°C for up to 24 hours
prior to transferring into the
cobas® PCR Media tube.

2. TRANSFER: The correct
volume of urine has been
added when the fluid level
is between the two black
lines on the tube label

-

\\\

3. CAP: Tightly re-cap
the cobas™ PCR
Media tube.

4. MIX: Invert the tube 5 times to
mix. The specimen is now
ready for transport and testing.

Roche
06466281190

Doc Rev. 5.0

2SpeeDx



Sample collection, storage & transpori
FLOQSwab™ in 3 mL of UTM™ media

1. Open the UTM kit package and remove the medium test tube and the internal bag containing the sterile swab.

2. Take the sterile swab out of its bag and collect the clinical specimen; to prevent the risk of contamination, make sure that the

swab tip comes into contact with the collection site only.

Cl < ~
T ( ) ~ ] .) | )
AN _F —— Y =

4 { ’. / -;'ﬁ’l-f{. ‘ o NI

[ N7 AN SN
'./ /‘:1_'1'-_ " "7
e \ i~ ‘-2“

/ N\ D

S H

Do not touch the applicator in the
area below the breakpoint
indication line

During specimen collection hold
applicator above the breakpoint
indication line, in this area

,,/’ ‘\\\\\
i )

t

Molded breakpoint with
colored indication line

Copan
306C

44C Rev.03 Date 2019.02

2 SpeeDx



Sample collection, storage & transport
FLOQSwab™ in 3 mL of UTM™ media

3. After collecting the specimen, unscrew and remove the cap from the test tube taking care not to spill the medium.
4,

Insert the swab into the test tube until the breakpoint is level with the test tube opening.

= - s % fe—
\ AV —3°* —~ / ~
A e
FORAD & NI, &
/ — Y [ B AD AN - Ny N
/ / 'l =/ - (N‘-( \| |7 et ~—
AV 14 I oA A GY ’,{“- (r/li’,:fj
) (2 A —%

e

Do not touch the applicator in the
area below the breakpoint

indication line

During specimen collection hold
applicator above the breakpoint
indication line, in this area

-~ -

~—

/’ =y
" \\
- — ~

\.\‘

| |

!

Molded breakpoint with
colored indication line

Copan
306C

44C Rev.03 Date 2019.02
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Sample collection, storage & transport

FLOQSwWab™ in 3 mL of UTM™ media

5. Bend and break the swab at the breakpoint holding the test tube away from your face and discard the excess part.

6. Screw the cap back onto the test tube and hermetically seal it.
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Do not touch the applicator in the During specimen collection hold
area b_o%ow lba bfeakpoin: applicator above the breakpoint
indication line indication line, in this area
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Molded breakpoint with
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44C Rev.03 Date 2019.02
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Sample collection, storage & transport

FLOQSwWab™ in 3 mL of UTM™ media

7. Process the specimen contained in the UTM within 48 hours from collection storing the test tube at 2 - 25°C.

8. Before processing, vortex for 20 seconds in order to encourage specimen release from the swab and homogenize the

medium.
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area b_e:ow lba b(eakpoin: applicator above the breakpoint
indication line indication line, in this area
el R S S TTh
l/ ‘\’ | l )
Molded breakpoint with
colored indication line

Copan
306C

44C Rev.03 Date 2019.02

2 SpeeDx



ResistancePlus® MG FleXible Kit Contents

Overview

» The ResistancePlus® MG FleXible kit will consist of 2 boxes that will be shipped together

Sh|pp|ng S’roroge

Assay reagents
] Cartridge labels 10 Ice gel packs -25°Cto -15°C
MG FleXible mix label (optional)

Cartrldges

reagents
2 Cartridges 10 Room temp 2-28°C

» When stored under the recommended conditions and handled correctly, activity of the kit
is retained until the expiry date stated on the label (~12 months from date of production)

2 SpeeDx



ResistancePlus® MG FleXible Kit Contents

Box 1 Contents

Contents

Box # Cap Colour , Description Quantit
P (10 reactions) P Y
. Mastermix containing components necessary for gPCR including
- AR IhEs AT 28 dNTPs, DNA polymerase and buffer <O
; Mix containing oligonucleotides” for amplification and detection of
MG+235 (GX) Mix, 20x M. genitalium, 23S rRNA mutations and internal control x50 L
1 # Internal control cells containing internal control DNA template to
ISR EORIOIESlis monitor extraction and amplification efficiency [PHIO0TRE
N/A ResistancePlus® MG FleXible Cartridge labels containing Lot-specific barcode, Master Lot 10 units
Labels* number, expiry date and ADF information
N/A MG FleXible Mix Label Label to identify combined MG FleXible Reaction Mix (optional use) | 1 label

" Oligonucleotides are PCR primer pairs (including PlexPrimer® primers), PlexZyme® enzymes and fluorescent probes
# Store template tubes separately from oligo mixes, i.e. template or nucleic acid handling room
* Do not dispose of cartridge labels

Store Box 1 between -25°C to -15°C . 2 SpeeDx



Stability and Storage of Box 1 reagents

» The contents of Box 1 should be stored between - 25°C - 15°C

» The tube of Internal Conftrol cells (Red cap) has been validated to withstand up to

8 freeze-thaw cycles

» The remaining tubes will be used to prepare the combined reaction mix which is described in

Section 4aq.

2 SpeeDx



ResistancePlus® MG FleXible Kit Contents

Box 2 Contents

Box # Cap Colour Contents Description

Quantity

- Single-use cartridge for sample processing, nucleic
2 N/A Carfridges acid amplification and detection

10 units

Store Box 2 between 2 - 28°C
Cartridges should be appropriately disposed as clinical waste after use

2 SpeeDx



ResistancePlus® MG FleXible Cartridge

Lid

Sample Chamber

Reaction Chambe

Reaction Tube —m

Store between 2°C-28°C gSpeer



GeneXpert® Instruments

-

GeneXpert®
Module

GX-1 GX-ll GX-IV

The test can be run on the full GeneXpert® modules:

GX-l, GX-ll, GX-IV, GX-XVI, Infinity-48s and Infinity-80

2 SpeeDx
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ResistancePlus® MG FleXible Procedure

1. Obtain cartridge labels from Box 1.

Check the MASTER LOT number matches between the cartridge labels, Box 1 (reagents) and Box 2

(cartridges).

4 N

Cartfridge labels

2 SpeeDx

ResistancePlus® MG FleXible
o "

D6US 17207 2122238900000000
-

LS-IV0168 V3 g yyyy-mm-od

f Box 1

Box 2

~

ResistancePlus® MG Flexible Cartridge

[REF| 52A-2000410

- /

FI ex l b' € for GoneXpert’ System

kl:ﬁ] PIN: 2000410-R

Y
&

[“S¥ nnnnnn
yyyy-mm-dd

‘EL@E M Enwoy

ResistancePlus™ MG FleXible
= . -
(¥ 10 X
WEF] S2A-2000410 (] yyvvmm-cd
It e yYYy-mem-dd
=
a (01) 0 6 52224 00033 2
W nannnnn
T C € B] S
02 cA
57
[ Prex Mastormen. 2¢ I 1 x4k | W
MG+235 Mix, 20¢ [ 1004
nterma Cortrol Cells { 100 pl.
{FesistancoPlia MO FleXitlo labos { +0 Latets r
[ MG Faxithe Mix Lusel { Label -
£C REP! MedE oy
Prinses Margriatplantsosn 33 - Sute 123
2505 AM The Hage
Tha Netwrtands
UK Resporsible Person
GpaeDnx Lit
Acre House, 1115 Wilkam Road
London. NW1 1 ER
LSIVO183 va Em

Frinses Margrietplantscen 33 - Sulle 123 C Gm;u ‘ég

2585 AM The Hagus
The Noftwrtands

UK Responsible Person:
5 i

Acre House, 11715 Willam Road
London, NW1 3 ER

PR 20000 CARTY

w nAnnnnn

B Py L
B 157 ot brvvonon Camtos
Do, NSW D015 Aaradd

Tar 0 20000 418

LSv0 |y

X}'(
Fad
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ResistancePlus® MG FleXible Procedure

2. Affix cartridge label to the front of the cartridge.

Note: Ensure label on cartridge is straight.

3. Take out and Thaw reagents including the internal
control.

Note: Reagents should be completely thawed before
use

2 SpeeDx



ResistancePlus® MG FleXible Procedure

4. Vortex tubes for 5 - 10 seconds to mix contents and cenftrifuge for 5 - 10 seconds at a low
speed to collect liquid in the bottom of the tube.

2SpeeDx



ResistancePlus® MG FleXible Procedure

5. Pipette 44 uL of MG+23S(GX) mix (Brown lid) into Plex Mastermix tube (Blue lid).

Return and tighten lid of the Plex Mastermix tube (Blue lid). This is now your

combined Reaction mix.

Discard the empty MG+23S (GX) fube (Brown lid)

After transferring contents

& xé\
&
e
P4
N =
\_ m \-,T'. )

2 SpeeDx



ResistancePlus® MG FleXible Procedure

6. Vortex the combined reaction mix (Blue lid) for 5- 10
seconds.

Centrifuge for 5 - 10 seconds at low speed to collect liquid in

the bottom of the fube.

/. The combined Reaction mix is now sufficient for 10
reactions

Note: Combined Reaction mix can be stored between

-25°C to- 15°C for up to 8 weeks or no more than

8 freeze-thaw cycles

Note: Do not prepare aliquots

/

¢ @
ol N

&

)

(
| |
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ResistancePlus® MG FleXible Procedure

8. Open cartridge lid and pipette 44 uL of combined

Reaction Mix (Blue lid) into Reaction Chamber (Left).

Insert tip vertically as far as it will go inside chamber

before expelling liquid.

9. Gently tap bottom of cart on bench to settle liquid

and prevent any air bubbles.




ResistancePlus® MG FleXible Procedure

10. Open the sample tube lid, slowly compress the bulb

of the transfer pipette provided, insert the pipette [ i;,;l N
into the sample tube and slowly release the bulb to 7 <)
fill the transfer pipette above the 1 mL mark on the = \
pipette shaft.
\ l’.‘“:>_
The aspirated sample should not contain air bubbles. \_ L { )

2 SpeeDx



ResistancePlus® MG FleXible Procedure

11. Slowly compress the bulb to dispense the sample

from the transfer pipette into the Sample Chamber

of the cartridge (right).

Note: Excessive force can create bubbles.

Gently pipette to avoid unnecessary bubbles

2 SpeeDx



ResistancePlus® MG FleXible Procedure

12. Pipette 10 yL of Internal Control Cells (Red lid)
info Sample Chamber (Right).

Note: Ensure pipette tip is correctly immersed in the

sample before expelling the liquid

Note: The Internal Control Cells can be stored
befween -25°C fo -15°C and undergo no more than

8 freeze-thaw cycles

(#8 « ah

2 SpeeDx



ResistancePlus® MG FleXible Procedure

13. Close the cartridge lid. Do not mix or shake cariridge

Note: The cartridge should be loaded within 30 minutes of

preparation

14. Place in the GeneXpert® instrument.

Start test
Note: The cartridge should be loaded within 30 minutes of

preparation

2 SpeeDx



Centrifugation steps

Centrifugation steps are required to collect liguid af the bottom of the tube before use. These can

be performed on a small benchtop centrifuge which commonly used by labs for PCR/molecular

tests and are designed to fit tubes between 1-2 mL in volume.

Examples are shown below with their maximum speeds:

Microcentrifuges — Max speeds of approx.
15,000 rom (21,000 x Q)

Minicentrifuges — These are much simpler and

usually don't have programmable speeds,

but reach a maximum speed of approx. 12,500 x g

2 SpeeDx



Storage of Reaction Mix

» Reaction Mix should Always be made for 10 reactions at a time

(10 reactions per kit)
» Residual volumes of Reaction Mix should not be pooled info another tube

» To store residual combined MG FleXible Reaction Mix, contents can remain in the
Plex Mastermix tube (Blue), and the tube can be relabelled using the MG FleXible Mix Label

(Box 1). Record the date of preparation in the space provided on the label.

» The combined MG FleXible Reaction Mix can be stored between
- 25°C to - 15°C for up to 8 weeks. It is recommended that freeze/thaw cycles be limited to

less than 8.

2 SpeeDx



ResistancePlus® MG Flexible

Work flow Summary

Hands on time for 1 sample : ~5 minutes Run time: 2 hours, 11 minutess

Label the Mix kit Transfer Add Internal Load and run
cartridge reagents and sample to conftrol cartridge
add to cartridge
cartridge
(Y - -
.;‘\/ ) .
i} [}. oud

Sample to Result: ~2 hours, 15 minutess

2SpeeDx



ResistancePlus® MG S2A Positive Control Kit

Cap Colour Contents (2 each) Description Quantity

White MG, 235 rRNA wild fype Pgsi’rive conftrol template for the detection of M. genitalium, 23S rRNA 2% 100 pL
wild type
Green MG, 235 IRNA A2058G Positive con’rro.l template for the detection of M. genitalium, 23S rRNA 2% 100 L
A2058G mutation
Orange MG, 235 IRNA A2059G Positive con’rro.l template for the detection of M. genitalium, 23S rRNA 2% 100 L
A2059G mutation
MG. 235 rRNA A2058T Positive con’rrgl template for the detection of M. genitalium, 23S rRNA 2% 100 L
A2058T mutation
Yellow MG, 235 IRNA A2058C Positive con’rro.l template for the detection of M. genitalium, 23S rRNA 2% 100 L
A2058C mutation
Neutral Dilution Buffer Diluent 10x 1 mL

Shipping and storage conditions

Components Units Shipping Conditions  Storage Conditions

1 ResistancePlus® MG S2A Positive Control Kit | 2 each control | Ice gel packs -25°Cto-15°C

2 SpeeDx



ResistancePlus® MG S2A Positive Control Kit

»  External Conftrols (positive and negative controls) should be run in accordance to customer

Institution’s protocols.

» The ResistancePlus® MG S2A Positive Control kit is recommended as positive control material for

nucleic acid amplification.

» A known negative specimen is recommended to be used as a negative control.

2 SpeeDx



ResistancePlus® MG FleXible

Positive Control Procedure

Positive control material may be prepared using either a micropipettor or transfer pipette.

Micropipettor

1. Pipette TmL Dilution Buffer (NEUTRAL) into a Positive Conftrol tube (e.g. MG, 23S rRNA wild
type (WHITE)).

2. Return and fighten lid. Vortex and centrifuge for 5 - 10 seconds each.

2 SpeeDx



ResistancePlus® MG FleXible

Positive Conftrol Procedure

Transfer pipette

15

Open the Dilution Buffer (NEUTRAL) tube lid. Compress the bulb of the
transfer pipette and slowly insert the tip into the Dilution Buffer tube to

about a quarter from the bottom.

Gently release the pressure on the bulb to fill the transfer pipette while
slowly moving the tip to the bottom of the tube. Ensure the transfer

pipette has filled approximately up to the 1T mL mark.

Insert the transfer pipette into the Positive Control tube so that it
touches the interior wall, and gently release the Dilution Buffer from

the transfer pipette. Remove the fransfer pipette from the tube.

N

/"

MG Positive Control

1
vV

Dilution Buffer

J

2 SpeeDx



ResistancePlus® MG FleXible

Positive Control Procedure

4. Using a transfer pipette, add the diluted
positive control to the sample chamber of

the cartridge (right).

5. Run the diluted Positive Conftrol following the same procedure

as a clinical sample with the ResistancePlus® MG FleXible test.

2 SpeeDx



Warnings and Precautions

Inspect cartridge before use and handle with carel

» Do NOT use a cartridge that:
« Appears domaged
* Has a damaged reaction tube
 Has been dropped or shaken

« Displays signs of reagent leakage or crystallisation
» Do not open the cartridge lid except when adding reaction mix and sample
» Do not place the sample ID label on the cartridge lid or on the barcode label
» Do notreuse cariridges

» Do not dispose of cartridge labels

2 SpeeDx
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Assay Definition File (ADF)

» The ADF contains the instructions required to run the assay on the GeneXperi® instrument

» The ADF contains:
» The extraction protocol
A QC check (probe check)
« The thermocycling profile

» The result interpretation settings

2 SpeeDx



Probe Check

» Before the reaction commences, the starting fluorescence is measured for each target
and compared to the validated Lot Specific Parameter (LSP) range

» PASS: Fluorescence falls within validated LSP range > reaction proceeds

* FAIL: Fluorescence falls outside of validated LSP range > reaction aborted

» Probe Check failure could indicate the following:
» Incorrect mix preparation or loading;
* Incorrect reaction-tube filling;

* Probe integrity/dye stability issues

2 SpeeDx
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Importing the ADF

GeneXpert® DX software

» Select Define Assays from main menu of GeneXpert® Dx software

** GeneXpert® Dx System

User DataManagement Reports Setup Maintenance Define Assays About
~—"

M E Bl @

Create Test Check Status Stop Test View Results Define Assays

» Browse to the location of the ADF, then click the Open button on the Import Assay

dialogue box

2 SpeeDx



Importing the ADF

Infinity Xpertise software

> Select the Home icon to display the Xpertise Software Home workspace

[V A—

> Select the Setup button E=
S&wp
> In the Setup menu. select Manage Assays | @

Manage Assays

> In the Manage Assays workspace, click Import. The Import Assay dialogue

box will appear.

> Browse to the location of the ADF, then click the Open button on the Import

Assay dialogue box

2 SpeeDx



Starting the run

GeneXpert® Dx software

1. Select Create Test from main menu

~* GeneXpert® Dx System

User Data Management Reports Setup Maintenance Define Assays About
~

M 4 El

Create Test Check Status Stop Test

2. Scan/ enter Patient ID and Sample ID

3. Scan Cartridge Barcode. Barcode scan uploads:

 ADF from assay menu

« Min-max values used for checking mix integrity (Probe Check)

» Lot-specific parameters (LSP) used for normalization

2 SpeeDx



Starting the run

GeneXpert® Dx software

4. Verify Patient & Sample ID

5. Verify correct ADF is loaded 3 SN

gesscleaRilcliceiEi@Rsioecylie
populated from barcode /

/. Load the cartridge

Pallsat B Fatent D

= Sedect Module
] Reagent Lot D .,’:1291“ :
Tasthie | Specimen

[ > et hssay ResistancePis MG Tkt

| Pphatisn Dete 020057

I Cartridge SN 0000000407

Sampie Type  Othes v Other Sample Type |
Nales
Scan Cartiidge Barcode Cnced
4

8. Select Start Test, close module door

2 SpeeDx



Starting the run

Infinity Xpertise software

Orders

1. In the main menu, select Orders P

2. Select Order Test éé

Order Test

3. Scan/ enter Patient ID and Sample ID

4. Scan Cariridge Barcode. Barcode scan uploads:
« ADF from assay menu
*  Min-max values used for checking mix integrity (Probe Check)

» Lot-specific parameters (LSP) used for normalization

2 SpeeDx



Starting the run

Infinity Xpertise software

1. Inthe order test workspace:
» Verify Patient and Sample ID

* Verify correct ADF is loaded

2. Select Submit

(enter password, if required)
3. Place the cartridge on the conveyor belt

4. The Infinity instrument will automatically load

the cartridge and run the fest

2 SpeeDx
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Viewing Test

Results

1. Click View Results

2. Click View Test

R T TRl T e P |

3. Select the test
to be viewed

4. Click OK
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A3T3_PraChk c3 poed ERROR Re nceFius MG .. Aboried Enor Q7N 2AN%E 120833
c2 ipeed N gentsium N ResiesancePius MG . Done Ok 0N ING1207 46
1 ipeod N_gordaitum N ‘ResistantoPlus MG .. Done o aTHING 120719
VI_JA3TINT Low 1 fi4 pead N gerdsium D fee antePlus MG Dong OINING170642
3_WTLow_ 1 81 peed N gertadum D ResistancePlus NG .. Dane UTNANS 120601
WT Hgh_ ) B2 AT N gendaium D (ResistancePlus MG Dong K 0ININg170

WT_Hign_1 81 pees N gentxium D neeflus MG . Done oH 0rNANG 1208 49
373506 Low, A SPEReS N gentaiumD istancePlus MG Dane oK QNI 170412
A3 peed N gerdmium D . Restetancelius MG . Done 0K ornan 338
A2 igaed M_goritalum D ReziceancoPluz MG Dang ok 074213120306

A 1peed N gerdwium D ResietantePlus MO . Done 0K 01 2NE120242 |o

.
e l l Cancel
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Result Example 1:
M. genitalium, 23S rRNA mutant sample

Test Resutt Legend
Assay Name ResistancePlus MG FleXible Version 1 600 l:: %l :&::::rg:mi:ﬂ::;::m
"
L LT . genitalium DETECTED: &00 ; vl{."| 235 rRNA mutation; Primary
23S rRNA mutation DETECTED, 4
@400
E
B
& aoo
For In Yitro Diagnostic Use Only. é
200
100
Analyte Result i e ,
Analyte ct EndPt Analyte Probe i 10 20 30 40 50
Marne Result Check Cycles
Result i
M.genitaliurm 20.6 364 FOS PASS
Internal Control 20.4 627 A FPASS
235 rEMNA mutation 211 334 FOS PASS

M. genitalium DETECTED;

. M. genitalium and 23S rRNA mutation target DNA detected.
23S rRNA mutation DETECTED

« PCR amplification of M. genitalium and 23S rRNA mutation targets give Cts within the valid range
+ Internal control: Not applicable (NA) when M. genitalium is detected

* Probe check: PASS; All probe check results pass
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Result Example 2:
M. genitalium, 23S rRNA WT sample

Version 1

|| Test Result

Assay Name ResistancePlus MG Flexible

L LT, genitalium DETECTED;
23S rRNA mutation NOT DETECTED

For In Yitro Diagnostic Use Only.

Analyte Ct EndFt Analyte FProhe

MName Result Check

Result
M.genitalium 237 381 FOS FASE
Internal Control 20.6 G2 [l PASS
235 rRMA mutation 3re 257 FOS FPASS

Fluorescence

G600

00

400

300

200

Legend

[¥l || internal Control; Primary

[1e] ’% M.genitalium; Primary
¥l || 235 rRNA mutation; Primary

inferprefaion

M. genitalium DETECTED;

23S rRNA mutation NOT DETECTED

M. genitalium target DNA detected; 23S rRNA mutation target DNA not detected.

+ PCR amplification of M. genitalium target gives a Ct within the valid range; 23S rRNA

mutation target is absent or not within the valid range

» Internal control: Not applicable (NA) when M. genitalium is detected

* Probe check: PASS; All probe check results pass
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Result Example 3:

Negative sample

Test Result

Assay Name ResistanceFPlus MG FleXible Version 1

- Legend
L L, genitalium NOT DETECTED; E I% :igemtla::luz: Plfllr’m_arv
23S rRNA mutation NOT DETECTED : - vl |/ Internal Contro s Primary
¥l || 23S rRNA mutation; Primary
For Invitro Diagnostic Use Only. 400
200
Analyte Result ggg
Analyte ct EndPt Analyte Probe :
Marme Result Check 4 i
Result o
M.genitalium 0.0 1 NEG PASS = e & &% “ el
Internal Contraol 20.3 75 PASS PASS
235 rRINA mutation 0.0 4 NEG FASS

M. genitalium NOT DETECTED; M. genitalium target DNA not detected.
23S rRNA mutation NOT DETECTED * M. genitalium target absent or outside the valid range

» Internal control: PASS; PCR amplification of Internal Control gives a Ct within the valid range
* Probe check: PASS; All probe check results pass
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Result Example 4:

Invalid sample

I Legend
T Test Rt | Ayt Rt | Dot | Errrs. | Witary. | Suppart | 17 Moty primary
Assay Name ResistancaPlus MG Fleiible Version | 80 :,':‘ Zl 'z";;'“;"‘:""":"‘r"_':::y
Test Result | jyvALID ¥ C U mutation; Primary
§ 50
£x3
ForIn Vitro Dlaghostic Use anly. § 30
10 f\ I -
7 =N
Sy S——
10 | ) =
[ TestResult | Analyte Resuit | Detall | Errors | History | Support | | \
Analyte ot EndPt Analyt Probe - 10 20 30 40 50
Mame Rezult Check Cycles
Rasult
W.genitalium 0.0 =12 INWALID PASE
Intarnal Cantral 0.0 =g FalL PASS
235 fRMA mutation 0.0 -1 IRALID PASS

INVALID Presence or absence of M. genitalium and 23S rRNA mutation target DNA cannot be determined. Repeat

the test. If the repeat test does not produce a valid result, collect a new sample to re-test.
* Internal conftrol: FAIL; Internal Conftrol result is absent or Ct is not within the valid range

* Probe check: PASS; All probe check results pass
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Result Example 5:

Error

| Tast Result
Assay Name ReszistancePlus MG Flaxible Version 1
Test Result |EpRpoR

[For in it Blagnastic Use oniy,

=No Data Avallabla=

| TestResult | Analyte Result | Detail | Errors | History | Support |

Analyta ct EndfFt Analyta Froba

Mlarme Rasilt Check

Result
. ganitalium 0.0 0 MO RESLILT FAalL
Internal Control oo ] MO RESULT FAIL
235 rREA mutation 0.0 0 MO RESLILT Fall

ERROR Presence or absence of M. genitalium and 23S rRNA mutation target DNA cannot be

determined. Repeat the test. If the repeat test does not produce a valid result, collect a new
sample to re-test.

* Internal control: NO RESULT
* Probe check: FAIL*; all or one of the probe check results fail. The PCC may have failed
because the reaction mix was made incorrectly, the reaction chamber was filled

improperly, or a mix integrity problem was detected.
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Result Example 6:

No Result

I Test Result ||
AssayName ResistancePlus MO Flexibla Varsion 1

Test Result ||nvALID

Faor In Witra Diaghostic Lise Oy,

<No Data Mvailable=

NO RESULT

Presence or absence of M. genitalium and 23S rRNA mutation target DNA cannot be
determined. Repeat the test. If the repeat test does not produce a valid result, collect a new

sample to re-test.

Insufficient data were collected to produce a test result (e.g. Operator stopped a test that was

in progress or system component failure occurred)

2 SpeeDx



Re-test procedure

» A sample re-test will be required when the following results are observed:
* INVALID
« ERROR
 NO RESULT

» The re-test procedure will involve:
1. Repeat the test using the original sample, if sufficient sample volume (1 mL) is available.

2. If avalidresultis still not produced or if sufficient volume is not available, collect a new sample to

re-test.
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All possible results

M.Genitalium

23S rRNA MUTATION

Within ACq

cutoffa TEST RESULT

Internal Confrol

POS R@S N/A M. genitalium DETECTED 23S rRNA mutation DETECTED
POS POS N/A NO M. genitalium DETECTED
POS NEG N/A N/A M. genitalium DETECTED
POS* INVALID" N/A N/A M. genitalium DETECTED
NEG POS N/A N/A
NEG NEG PASS N/A
NEG INVALID N/A N/A
NEG NEG FAIL N/A INVALID
INVALID POS N/A N/A INVALID
INVALID NEG N/A N/A INVALID
INVALID INVALID N/A N/A INVALID
INVALID INVALID N/A N/A INVALID
Alf the results output indicate that the MgPais positive and 23S rRNA is invalid, these samples must be re-tested on an alternative module. Refer fo
ResistancePlus® MG FleXible Technical Bulletin (R-1187) for more information
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Exporting Test Results — GeneXpert file (.gxx)

1. From Data Management menu,— " |

choose Archive Test

“* Sulect Teat{x) To e Archived

[ Cloak 1Ds
P Saloctod Touts oo | st After Archivang (Recarmennided Meethiy)

7 e | S| W e v | e [ g [T
2. SeleCT The rUn - GIIT B 500 M @) weeits M ogenisium ©  (NegistanesPs MO WO Dare b 14191448 02 S

OIS0 02 oo M genBsium D (Resiatanc o P MO IO Do b 151914 L l

Il v QYT I SR M B peods M gendium D FusistancuPis MO U0 Done OK IR

OJ1TT WY 500 A e M @enBaium D [RasistancaPius MO IUO  |Dorw ] OIS 1A 8407

OJITY L _anc M ! M genh 1D MesiatancePhis MO LD F 1914430

OJITT Y50 A) ] M9 ) [HesistancaPhis MO U0 | Dore ) OIS LA AT
QI DY %0 Al 1l M b Menintane i MO U L ) | ) :

Sabect Desatoct ‘ Suloct Duneloct Setoct Now
LU An bt ad Hahbahted Arctive

Archive Test(s)

3. SelectProceed—

A 2 test(s) selected for archive. Semp | Clespert - @i o

1Y St IPC 20101208 (54 ¥ 0x

| Cancel | Proceed

v

4. Save to desired location

PhaMeese Desesat 0 2000 0106140 11 g
Phoe o Type: | Gormipets Avchiem Thes Lgua) v

[son 1] comm

* Depending on instrument user settings some user types may or may not have rights to export.
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