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TRADEMARKS AND PATENTS

Sievers and Eclipse are trademarks of Veolia and may be registered in one or more countries.

Microsoft Windows®, Windows 7®, Windows 8®, Windows 10®, Microsoft®, and Excel® are registered
trademarks of Microsoft Corporation.

The platform described in this manual is covered by one or more patents issued to and owned or pending by
Veolia, including the following:

US 9678079B2 and any of their non-US counterparts

US 10082505B2 and any of their non-US counterparts

US 20190018013A1 and any of their non-US counterparts
US 9880166B2 and any of their non-US counterparts

US 10302642B2 and any of their non-US counterparts

US 10352934B2 and any of their non-US counterparts
and other patents pending

CONFIDENTIALITY

The information contained in this manual may be confidential and proprietary and is the property of Veolia.
Information disclosed herein shall not be used to manufacture, construct, or otherwise reproduce the goods
disclosed herein. The information disclosed herein shall not be disclosed to others or made public in any
manner without the express written consent of Veolia.

DECLARATION OF CONFORMITY

A copy of the Declaration of Conformity for this product is available in the Library on our website.

STANDARD LIMITED WARRANTY

Veolia warrants its Sievers products for defects in materials and workmanship. Veolia will, at its option, repair
or replace instrument components that prove to be defective with new or re-manufactured components. The
warranty set forth is exclusive and no other warranty, whether written or oral, is expressed or implied.

WARRANTY TERM

The Veolia warranty term is thirteen (13) months ex-works, or twelve (12) months from installation or start up
by Veolia certified service personnel. In no event shall the standard limited warranty coverage extend beyond
thirteen (13) months from original shipment date.
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WARRANTY SERVICE

Warranty Service is provided to customers through telephone support, Monday - Friday, from 8:00 a.m. to
5:00 p.m. (Mountain Time), excluding all company and legal holidays. Telephone support is provided for
troubleshooting and determination of parts to be shipped from Veolia Analytical Instruments to the customer
in order to return the product to operation. If telephone support is not effective, the product may be returned to
Veolia for repair or replacement. In some instances, suitable instruments may be available for short duration
loan or lease.

Veolia warrants that any labor services provided shall conform to the reasonable standards of technical
competency and performance effective at the time of delivery. All service interventions are to be reviewed

and authorized as correct and complete at the completion of the service by a customer representative, or
designate. Veolia warrants these services for 30 days after the authorization and will correct any qualifying
deficiency in labor provided that the labor service deficiency is exactly related to the originating event. No other
remedy, other than the provision of labor services, may be applicable.

Repair components (parts and materials), but not consumables, provided in the course of a repair, or
purchased individually, are warranted for 90 days ex-works for materials and workmanship. In no event will
the incorporation of a warranted repair component into an instrument extend the whole instrument’s warranty
beyond its original term.

Consumabiles (e.g., dilution standards, verification solutions) are warranted to the extent of their stated shelf
life, provided these items are maintained within the stated environmental limitations. Warranty claims for
consumables and verification standards are limited to the replacement of the defective items, prorated from the
time of claim to the expiration of shelf life.

SHIPPING

A Return Material Authorization Number (RMA) must be obtained from the Technical Support Group before any
product can be returned to the factory. Veolia will pay freight charges, exclusive of any taxes and duties, for
replacement or repaired products shipped to the customer site. Customers shall pay freight charges, including
all taxes and duties, for all products returning to Veolia. Any product returned to the factory without an RMA
number will be returned to the customer.

LIMITATION OF REMEDIES AND LIABILITY

The foregoing warranty shall not apply to defects resulting from improper or inadequate installation,
maintenance, adjustment, calibration, or operation by customer. Installation, maintenance, adjustment,
calibration, or operation must be performed in accordance with instructions stated in the User Manual. Usage
of non-recommended maintenance materials may void a warranty claim.

The remedies provided herein are the customer’s sole and exclusive remedies. In no event shall Veolia be
liable for direct, indirect, special, incidental or consequential damages (including loss of profits) whether
based on contract, tort, or any other legal theory. The User Manual is believed to be accurate at the time of
publication and no responsibility is taken for any errors that may be present. In no event shall Veolia be liable
for incidental or consequential damages in connection with or arising from the use of the manual and its
accompanying related materials. Warranty is valid only for the original purchaser. This Limited Warranty is not
transferable from the original purchaser to any other party without the express written consent from Veolia.
Veolia specifically disclaims the implied warranties of merchantability and fitness for a particular purpose.

LIMITES DE CORRECTION ET DE FIABILITE

La garantie susdite ne s’applique pas aux défauts résultants d’une installation, d’'une maintenance,

d’un réglage,d’un calibrage ou d’un fonctionnement inapproprié, opéré par I'utilisateur. L'installation, la
maintenance, le réglage, le calibrage ou le fonctionnement doit étre réalisé conformément aux instructions
du manuel de I'utilisateur et de maintenance. La mise en oeuvre de procédures de maintenance non
recommandées peut annuler toute disposition de garantie.
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Les procédures de correction indiquées dans le présent document sont les seuls remédes du client.

Le groupe Veolia ne saurait en aucun cas étre tenu pour responsable de tout préjudice direct, indirect
ou spécial de quelque nature que ce soit (y compris, les pertes de bénéfices), qu'il soit fondé sur un
contrat, sur un acte dommageable ou sur une autre théorie 1égale. Le manuel de 'opérateur et de
maintenance est aussi précis que possible au moment de la publication et la responsabilité du groupe
ne saurait &tre engagée pour les éventuelles erreurs qu’il pourrait contenir. Le groupe Veolia ne saurait
en aucun cas étre tenu pour responsable des préjudices accidentels ou de quelque nature que ce soit,
dus a l'utilisation du manuel ou de la documentation connexe. La garantie ne s’applique qu’a I'acquéreur
d’origine. La garantie limitée ne peut étre transférée par I'acquéreur d’origine a une autre partie sans
I'autorisation expresse écrite du groupe Veolia. Veolia exclut tout particulierement les garanties implicites
de commercialisation et d’adaptabilité dans un but spécifique.

SAFETY WARNINGS—ENGLISH

This symbol is found on the Analyzer and in the operating manual. This symbol indicates safety notes and
instructions. Read these precautions before using the Analyzer for the first time.

+ The Eclipse Analyzer is rated IP 21 for incidental exposure to water.

+ The Analyzer should be installed on a clean, level surface at least 24 in. (610 mm) deep, 16 in. (406 mm) wide,
and free of obstructions up to 12 in. (305 mm) high to allow for the lid to fully open. This is referred to as the
clearance envelope for the Analyzer.

+ Select a location away from direct sunlight and extreme temperatures. Avoid operating at temperatures
greater than 30 °C (86 °F) or lower than 17 °C (63 °F), as temperatures outside this range can prevent correct
operation.

» Total weight of the Analyzer is 22 Ibs (10 kg).

» The power switch and power cord connection are located at the back of the Analyzer. Maintain a clearance of
at least 4 in. (102 mm) from the back of the Analyzer to allow for ease of disconnecting the Analyzer from power
when necessary.

The Analyzer is to be connected to a properly grounded electrical source through an IEC 320 C13 power

cord. Protective earthing connection is made through the IEC 320 C13 power cord with no provisions for
other means of earthing the Analyzer.

Analyzer Operation
If the Eclipse Analyzer is used in a manner not specified by Sievers Analytical Instruments, the safety
protection provided by the instrument may be impaired.
» Do not place anything on top of the Eclipse Analyzer.
* Do not lean on the Eclipse Analyzer.
» Do not place or store anything within the Analyzer’s clearance envelope while the Analyzer is in use.
* Do not place potentially hazardous materials within the Analyzer’s clearance envelope.
* Do not stay within the Analyzer’s clearance envelope for longer than necessary for operational reasons.

The Eclipse Analyzer contains rotating devices and heating elements which may pose a hazard if proper
precaution is not taken.

» Do not insert microplates or diagnostic plates other than those approved by Sievers into the Analyzer.

+ Do not insert anything into the Analyzer injection port openings while a Microplate or diagnostics plate is
rotating.

» Never insert anything other than a pipette tip into the Analyzer injection port openings.

» The Analyzer contains two heating elements which may be hot to the touch. The Analyzer will remain locked
until the heating elements have reached a safe temperature, however use precaution when cleaning the interior
of the Analyzer.

» Do not move the Analyzer while it is running.

* Never open the Analyzer lid until the Microplate or diagnostic plate has stopped rotating and this is confirmed on
the screen.

» Do not remove or open the injection port cover while the Analyzer is running an assay or a diagnostic plate test.

Sievers Eclipse User Guide
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Both the Eclipse Microplate and the aluminum Microplate packaging might have sharp edges. Use caution
when handling the Microplate, either in the package or after removal from the package. Although the
Eclipse Microplate is a closed system, and therefore less susceptible to contamination, you should always
employ aseptic techniques when performing endotoxin testing.

This symbol on the instrument indicates that the product is China RoHS Il compliant.

AVERTISSEMENTS DE SECURITE—FRANCAIS

Ce symbole se trouve sur I'analyseur et sur plusieurs pages du manuel d’utilisation. Ce symbole indique
des remarques de sécurité et des instructions. Lisez ces précautions avant d’utiliser I'’Analyseur pour la
premiére fois.

« L'analyseur Eclipse est classé IP 21 pour I'exposition accidentelle a I'eau.

+ L’analyseur doit étre installé sur une surface propre et plane, d’'une profondeur minimale de 610 mm 824 po),
d’une largeur de 406 mm (24 po), et libre de toute obstruction jusqu’a une hauteur de 305 mm (12 po) afin
de permettre au couvercle de s’ouvrir complétement. C’est ce que 'on appelle la zone de dégagement de
'analyseur.

« Choisissez un endroit & I'abri de la lumiére directe du soleil et des températures extrémes. Evitez I'utilisation a
des températures supérieures a 30 °C (86 °F) ou inférieures a 17° C (63 °F), car les températures en dehors de
cette plage peuvent empécher le bon fonctionnement de I'appareil.

* Le poids total de I'analyseur est de 10 kg (22 Ib).

+ L'interrupteur d’alimentation et le cordon d’alimentation sont situés a I'arriére de I'analyseur. Conservez un
espace libre d'au moins 102 mm (4 po) a I'arriere de I'analyseur pour permettre de brancher et de débrancher
facilement I'analyseur du secteur si nécessaire.

L'analyseur doit étre connecté a une source électrique correctement mise a la terre via un cordon d’alimentation
CEl 320 C13. La mise a la terre est intégrée au cordon d’alimentation CEl 320 C13, I'analyseur ne dispose pas
d’autre méthode de mise a la terre.

Utilisation de I'analyseur

Si I'analyseur Eclipse est utilisé d’'une maniere non spécifiée par Sievers Analytical Instruments, les
protections de sécurité de I'instrument peuvent se voir affectées.

* Ne posez jamais d’objets sur I'analyseur Eclipse.
* Ne vous appuyez jamais sur I'analyseur Eclipse.

* Ne placez et ne stockez jamais rien dans la zone de dégagement de I'analyseur lorsque celui-ci est en cours
d’utilisation.

* Ne placez pas de matiéres potentiellement dangereuses dans la zone de dégagement de I'analyseur.

 Ne demeurerez pas vous-méme dans a zone de dégagement de I'analyseur plus longtemps que strictement
requis a des fins opérationnelles.

L'analyseur Eclipse contient des dispositifs rotatifs et des éléments chauffants qui peuvent constituer un
danger si les précautions appropriées ne sont pas prises.

* Ne pas insérer de microplaques ou de plaques de diagnostic autres que celles approuvées par Sievers dans
I'analyseur.

* Ne rien insérer dans les orifices du port d'injection de I'analyseur au cours de la rotation d’une microplaque ou
d’'une plaque de diagnostic.

* Ne jamais insérer autre chose qu’'un embout de pipette dans les ouvertures du port d’injection de I'analyseur.

« Lanalyseur contient deux éléments chauffants qui peuvent étre chauds au toucher. L'analyseur reste
verrouillé jusqu’a ce que les eléments chauffants atteignent une température de sécurité. Prenez toutefois des
précautions lorsque vous nettoyez I'intérieur de I'analyseur.

* Ne déplacez jamais I'analyseur lorsqu’il se trouve en fonctionnement.

* N’ouvrez jamais le couvercle de I'analyseur avant que la rotation de la microplague ou la plaque de diagnostic ne soit
terminée et que la confirmation s’affiche a I'écran.

* Ne retirez pas et n’ouvrez jamais le couvercle du port d’'injection pendant que I'analyseur exécute un essai ou un test
sur plaque de diagnostic.
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AVVERTENZE DI SICUREZZA—ITALIANO

Questo simbolo si trova sull’Analizzatore e nel manuale d’uso. Questo simbolo indica le note e le
indicazioni di sicurezza. Leggere queste precauzioni prima di usare I'Analizzatore per la prima volta.

» L’Analizzatore Eclipse ¢ classificato IP 21 per I'esposizione incidentale all’acqua.

« L’Analizzatore deve essere installato su una superficie pulita e piana di almeno 610 mm (24 poll.) di profondita,
406 mm (16 poll.) di larghezza e privo di ostacoli fino a 305 mm (12 poll.) di altezza per consentire I'apertura
completa del coperchio. Ovvero I'ingombro per I'’Analizzatore.

* Individuare una posizione lontano dalla luce diretta del sole e dalle temperatura estreme. Evitare I'utilizzo a
temperature superiore a 30 °C (86 °F) o inferiore a 17 °C (63 °F), poiché le temperature che non rientrano in
questo range potrebbero ostacolare un funzionamento corretto.

* |l peso totale dell’analizzatore € 10 kg (22 Ib).

« Llinterruttore e il collegamento del cavo di alimentazione si trovano sul retro dell’Analizzatore. Lasciare
uno spazio di almeno 102 mm (4 poll.) dal retro dell’Analizzatore per scollegare facilmente I’Analizzatore
dall’alimentazione quando necessario.

L'Analizzatore deve essere collegato a una sorgente elettrica adeguatamente messa a terra attraverso un
cavo di alimentazione IEC 320 C13. La messa a terra € effettuata attraverso un cavo IEC 320 C13 senza
disposizioni per altri sistemi di messa a terra dell’Analizzatore.

Funzionamento dell’Analizzatore

Se I'Analizzatore Eclipse viene usato in modi non specificati da Sievers Analytical Instruments, la
protezione di sicurezza fornita dallo strumento potrebbe essere compromessa.

» Non poggiare niente sopra I'’Analizzatore Eclipse.

* Non accostarsi all’Analizzatore Eclipse.

» Non mettere o conservare niente all'interno dell'ingombro dell’ Analizzatore mentre & in funzione.
* Non inserire materiali potenzialmente pericolosi all'interno del’ingombro dell’Analizzatore.

* Non trattenersi all'interno dell'ingombro dell’Analizzatore per un tempo superiore a quanto necessario per motivi
operativi.
L'Analizzatore Eclipse contiene dispositivi rotanti ed elementi riscaldanti che potrebbero rappresentare un
pericolo se non vengono adottate le dovute precauzioni.

» Non inserire micropiastre o piastre diagnostiche diverse da quelle approvate da Sievers nell’Analizzatore.

* Non inserire niente nelle aperture della porta di iniezione dell’Analizzatore mentre una micropiastra o una
piastra diagnostica ¢ in fase di rotazione.

* Non inserire oggetti diversi dalle punte delle pipette nelle aperture delle porte di iniezione dell’Analizzatore.

» L’Analizzatore contiene due elementi riscaldanti che potrebbero essere caldi al tatto. L' Analizzatore restera
bloccato finché gli elementi riscaldanti non avranno raggiunto una temperatura sicura, tuttavia fare attenzione
durante la pulizia degli interni dell’Analizzatore.

* Non spostare I'Analizzatore mentre & in funzione.

» Non aprire il coperchio dell’Analizzatore finché la Micropiastra o piastra diagnostica non ha finito di ruotare e
questo & confermato sulla schermata.

+ Non rimuovere o aprire il coperchio della porta di iniezione mentre I'’Analizzatore sta eseguendo un test o un
test della piastra diagnostica.

L'imballaggio della Micropiastra Eclipse e della Micropiastra di alluminio potrebbero avere bordi appuntiti.
Prestare attenzione quando si prende la Micropiastra, sia all’interno dell’imballaggio o dopo la rimozione
dall'imballaggio. Sebbene la Micropiastra Eclipse sia un sistema chiuso e quindi meno suscettibile alle
contaminazioni, devono essere adottate sempre tecniche asettiche durante I'esecuzione di test delle
endotossine.

Sievers Eclipse User Guide
DLM 85000-04 EN Rev. A 9 © 2024 Veolia



YA 1L

BEFF SRR N BRI E TP E 2. AT SR ZEWMINTE T ERER IR, 75 R
HI,

« Eclipse/r BT IR #S590NIP 21, FIE/REEAK .

o OPHTAUN ZHAE R /D24 55~F (610 mm) IR, 16955) (406 mm) T BTG @R m Lo i FJ712
g~ (305 mm) AT ISR, PARfE M A s T AR AT . LIk e AR B i Ta) B

o NG RIS BA G B A i i P I A B . B E R T30°C (86°F) EAINT17°C (63°F) il e T #EAE T4,
BL g s, FEE 4 9 A 70 A ASCIE o A
o HTACHE E R 9228 (10 kg) .

o HEFOCHT YR ESKAE I T A B TS T o 0 A O TR B A 220455~ (102 mm) [UTa] B, DAEAE 6 B 25 5 i
T A L

H.

T HIIEC 320 CA3HLIELNRE 7 BT CE L 2 IR s | . FIIEC 320 CA3HLIRABEAT PRI P 4%,
AT BT,

S LB IAT SR BT S AT A T RoHS 1T AwdfEs

TR
WALl Sievers Analytical Instruments#i i€ () 5 304 FHEclipse /4%, T AT E 23 AL AR R AL 22 £ (R
B8

* iHZ){EEclipse 7 A b THIBCE AT &

« E 71 5EEEClipse T .

o TEEF AT, 1B ZIHAT AT S RO S A 4SO L TR B

o BV TE SE IS RIS 23 BT A3 Bl ) TR R A

© VEZIR T AR D R TR 43 B AR [ P T B PN 45 B R e 0 B I ]

Eclipse /M M ASCRAT e i s AN oe i, WRAIERH, FWReSERAKEE.

* HIH R 2 Sievers it HE I FLAR B2 WRAE A 2T
o EPFUREGS R e, 15 ZPR AT ZR PR A BT A EEA T
© DIZPRsER T BEMMEAR Sk Z AR A VU AN 70 T A RTE N 1

o IHTPCRA IR TTE, ATRERARA, AR EIAOTIFR AR 2 e AT, o IUREFBUERS . T
TN RIS REAEH /N

© HREEEAT AR
o FERRFUARERS Wb 45 1k i@ e IR AE Ui EAS BN Z 6T, YIZT IR e A
o AEDHTPGSATINA BSOS Wt B, 3§20 BREE T IREA D 87

EclipsefltfLAR A5 AR A R AT RE A BRI I8 25 o £ B3 rh Al folt £ L AR B AL 2R R A LA S 3 AR/
Lo REEclipseffLBGEE MRS, 53250, HAEBT N R RN, NIGZRATLHEAR.

Sievers Eclipse User Guide
DLM 85000-04 EN Rev. A 10 © 2024 Veolia



i

o)

~

T

D
KJ

—_

oJ

—

[—

X

=

=
T

LIEFESLICEH.

LICt.

b

o
=

HOF &

0
H OI=O{&LICH

0l

012
=
o

AE 2B N0
b2 &0l Olcdet

[¢]

=<

al

OF

R0

ioll

P
O

=221 A
=5 =
el
=)

0l 0

A DY AL

=

SR &dE = UsLICH

=

|£ Sievers Analytical InstrumentsOlA 7

F

iy

A e
<101 JITHXI DHAIAIR.

ot=

21219t M

P DFAAIL.

-
=

oll

un

x
It

*

&IoHAl OHY Al 2.

A OHEAIL.

clOIELt

Iz

=

2 oola=

LS

oF

ot Xl

SdI0IEDt
EHIIE SIIX OHYAIL.

O
[l

L &IE

E

clol

Iz

=

0
J

* SMJ|0 SieverstilA &
Ot A2

» 001322

* =&t

i

elE MNtK Z20 =4

|

tHOIA =

k=1

clOlEJE 3l&= 811 0[210

* =&J1JF ZAHLE

A_.W_a___
o 35 %0
~ ol 0
7 K 0
K <
il

Mw%
Lo U
o4 9
E._lﬂﬂm_

™ o
I =

& 0roI=2231d0l
O UAU ZZ=0A HHet 0
g AAE”0IERZ @

LICE.

s

=

diolEet &=0l
clOIE= HIA

=
=2

E=S
=
E=S
=

=0l
SgA 0oz

OI2g A Ool1a=z

UsLICH

0l

User Guide
© 2024 Veolia

1

S

HOF

0

= e 2z JIEE AIE

DLM 85000-04 EN Rev. A

Sievers Eclipse



CHAPTER 1: SYSTEM OVERVIEW

The Sievers Eclipse Bacterial Endotoxins Testing (BET) platform is a groundbreaking instrument for the
detection and quantitation of Gram negative bacterial endotoxins using Limulus Amebocyte Lysate (LAL) and
other lysate reagents.

Eclipse Specifications

Sievers Eclipse* Bacterial Endotoxin Testing Platform

System Specifications

BET Method Kinetic

Detection Mode Absorbance

Range 0.005-50 EU/mL
Precision < 15% CV onset time
Accuracy 50—200% of actual
Sample Type Aqueous, injected by pipette
Calibration Up to 12 months

Analysis Time

Up to 2 hours

Sample Temperature 37+1°C

Ambient Temperature 17-30 °C

Capacity Up to 21 samples in duplicate with positive product controls
Temperature Control 37+05°C

Light Source LED emitter

Fluidic Failure Detection

1450 nm emitter

Optical Accuracy

< 5% deviation from expected value

Optical Linearity

R-Value = 0.980

Optical Wavelength Filter 405 nm

Read Interval 5 seconds
Analyzer Specifications

Outputs Digital via USB

Display OLED

Power Requirement

100-240 Volts AC @50/60 Hz

T 8 A250 VAC Fuse, size 5 x 20 mm.

Fuses ONLY Littelfuse 218008 or Cooper
Bussmann S506-8-R.
. ) H: 17.5 cm (6.9 in);
Dimensions W: 35.1 cm (13.8 in);
D: 50.3 cm (19.8 in)
Weight 10 kg (22.1 Ibs)

o UL 61010-1:2012Ed.3+R:20Apr2016 UL 61010-2-020:2016Ed.3 IEC 61010-1:2010 Ed.3+C1:C2
Safety Certifications  cga c22.2#61010-1-12:2012Ed.3  CSA C22.24#61010-2-010:2015Ed.3  IEC 61010-2-010:2003Ed.2

+U1;U2 UL 61010-2-010:2015Ed.3 CSA C22.2#61010-2-020

IEC 61010-2-020:2016Ed.3

Environment

Maximum Relative Humidity

85%, non-condensing

Maximum Altitude

3,000 m (9,800 ft)

Pollution Degree

2

Sievers Eclipse
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Chapter 1 THE EcLIPSE PLATFORM

The Eclipse Platform

The Eclipse platform uses centrifugal force and pneumatic chambers to evenly distribute and mix precise
amounts of lysate, lysate reconstitution solution, and samples across 104 individual optical wells. It then
measures the amounts of endotoxins present in each sample.

The 104 optical wells comprise 26 segments:

» 5 standard curve segments (for the option to run a 3, 4, or 5-point standard curve): Pre-deposited with
Reference Standard Endotoxin (RSE) derived standard concentrations ranging from 0.005 to 50 EU/mL.
Each of these 5 segments contains 1 negative control in triplicate.

+ 21 sample segments, each with 4 optical wells, 2 of which are pre-deposited with 0.5 EU/mL Positive
Product Control (PPC).

Eclipse Microplate

The Sievers Eclipse Microplate (Figure 1-1) is a precision-crafted centrifugal microfluidic liquid handling device
designed to significantly streamline kinetic assays for the detection of bacterial endotoxins. This innovative
polystyrene microplate delivers the ability to run a fully compliant endotoxin assay with up to 21 samples per
plate.

Figure 1-1: Eclipse Microplate

Sievers Eclipse User Guide
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EcLIPSE ANALYZER

Chapter 1

Eclipse Analyzer

The Eclipse Analyzer (Figure 1-2) rotates the Microplate to distribute and mix lysate and samples into individual
optical wells in an exact 1:1 ratio. Once the solution is homogeneous, the optical well is read at 405 nm every
five seconds, resulting in high-definition analysis of the reaction.

Figure 1-2: Eclipse Analyzer

User Guide
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Chapter 1

User Interface

The Eclipse software collects readings from the Eclipse Analyzer, constructs a standard curve, and interpolates
endotoxin concentrations from the standard curve and optical density data. Figure 1-3 shows the main Eclipse

dashboard.

USER INTERFACE

Figure 1-3: Eclipse User Interface

: Main Menu (collapsed) - click any of the icons to expand the menu and

reveal the available sub-menus (see “Main Menu Selections”).

: Calendar icon - click to select a date for the field, or manually enter a

date.

: Buttons - these provide options to save, cancel, or perform other

functions described in the button text.

: Interactive elements - Many Eclipse screens feature interactive

elements other than buttons. This example shows the wells on the
Eclipse Microplate. During an assay, you can click the wells to see their
onset activity in real time.

: Status bar - shows the logged-in user, the connection status of the

Analyzer, and the local date and time.

: Tabs - allow navigation within sub-menus. A colored bar under the

name indicates which tab is currently open (Assay Details, in the
example).

: Barcode - Click this icon to use a barcode reader to scan a product

and populate the on-screen fields.

: Red fields - These fields are required. Hover over the exclamation

mark to see a description of the requirements for that field.

Sievers Eclipse
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Chapter 1 USER INTERFACE

Click this icon... ...to expand the menu

Main Menu Selections

The icons in the menu bar on the left portion of the
screen represent sub-menus. Click the top icon to
expand the menu bar and show the name of each
menu selection. Click any icon in the menu bar to
see its sub-menu options. Figure 1-4 shows the
expanded menu bar.

Figure 1-4: Eclipse Menu Bar

Assay Setup

This menu contains tools for creating and managing assay templates, products, and accessories
(see “Chapter 4: Running Assays” on page 32).

Create Assay

This screen contains options for test setup and details about samples, reagents, and accessories.

Assay Templates

This screen contains a sortable list of all available assay templates. These templates can be used as is,
or as a basis for creating other templates.

Products & Accessories

This screen contains a sortable list of products (test samples), a sortable list of accessories (pipettes, tips,
and other items), and a color-coded list of sample types that enhance the visibility of assay data.

Calculators

This screen lets the user calculate endotoxin limits, Maximum Valid Dilution volumes, and other values
relevant to products and assays.

Sievers Eclipse User Guide
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Chapter 1 ANALYSIS PROGRESS

Analysis Progress

This menu contains graphs showing the current assay’s results as they progress in real time
(see “Analysis Progress” on page 51).

ECO-Graph

This screen shows a visual representation of the Microplate wells as they progress towards onset.

Kinetic Curve

This screen shows traditional assay progress as absorption over reaction time.

Standard Curve

This screen shows the standard curve of the assay in progress.

Back Calculations

This screen shows the concentration of the sample, accounting for dilution.

Results

This menu contains assay results and trend information (see “Results” on page 54).

Assay Results

This screen shows a printable, sortable list of all completed assays in a Work Group.

Product Trend Graph

This screen shows trends associated with endotoxin testing over time. The data is available graphically or
in a spreadsheet.

Sievers Eclipse User Guide
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Chapter 1 PHARMACOPEIA

Pharmacopeia

This menu contains system testing for regulatory compliance and analyst qualification
(see “Chapter 5: Pharmacopeia” on page 70).

Product Validation

This screen shows shows a list of product samples that are eligible for validation review or that have been
validated.

Analyst Qualification

This screen shows which users are qualified and unqualified. Analysts cannot run Eclipse assays until
they have been qualified.

Microplate Uniformity Test / Microplate Uniformity Results

The Microplate Uniformity Test verifies the uniform measurement of test samples and Positive Product
Controls (PPCs) across the Microplate.

The Microplate Uniformity Results screen shows a sortable list of the results of Microplate Uniformity
Tests. See “Microplate Uniformity Test” on page 75 for more information.

1:1 Ratio Verification Test

The 1:1 Ratio Verification Test verifies that Eclipse is able to mix product samples and lysate reagent in a
1:1 ratio. See “1:1 Ratio Verification” on page 77 for more information.

Diagnostics

Tools for verifying the platform’s health and performance.

Analyzer

This screen lets you update the Eclipse firmware and calibrate the buttons on the Analyzer’s lid to your
preferred firmness setting.

Optical Verification

The Optical Verification test uses a special diagnostic plate to verify the optical accuracy and intensity
of the Eclipse Analyzer, which are crucial to the accuracy of BET assays. Regular verification of the
optics ensures continued assay precision and accuracy. See “Optical Verification” on page 119 for more
information.

Temperature Verification

The Temperature Verification test uses a calibrated diagnostic plate designed specifically to verify that
the operating temperature is within compliance. See “Temperature Verification” on page 122 for more
information.

Sievers Eclipse User Guide
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Chapter 1 MANAGEMENT

Management

Administrative tools for user accounts, the Eclipse database, audit trail, and more.

My Account

This screen contains tools for managing your password and signature. See “My Account” on page 82
for more information.

Settings

This screen contains system preferences and defaults, lysate settings, and 21 CFR Part 11 compliance
settings. See “Settings” on page 83 for more information.

Users & Work Groups

This screen shows a sortable, exportable, printable list of all current and past users and Work Groups,
whether active or inactive. Use this menu to reset passwords, change user status, and change roles and
permissions. See “Users & Work Groups” on page 94 for more information.

Default Permissions

The Default Permissions screen lets you assign default permissions for the Analyst, Supervisor,
and Administrator roles; however, each individual user’s permissions, regardless of assigned role,
are fully customizable. See “Default Permissions” on page 105 for more information.

Database

This screen provides tools for backing up your current database, restoring a previous version, or archiving
the database. See “Database” on page 111 for more information.

Error History

This screen shows a sortable, exportable, printable list of all errors that have occurred on the Eclipse
platform. See “Error History” on page 114 for more information.

Audit Trail

This screen contains complete list of all activities taking place on the Eclipse platform. This information is
an important part of compliance and data integrity. See “Audit Trail” on page 115 for more information.

Eclipse

Software version information about Eclipse, links to online user manuals, and technical support
contact information, as well as the Lock button, which lets you lock the Eclipse program.

Sievers Eclipse User Guide
DLM 85000-04 EN Rev. A 19 © 2024 Veolia



CHAPTER 2: INSTALLATION

This chapter provides installation instructions for the Sievers Eclipse platform. If you need additional
assistance, please contact your local service provider or Sievers Technical Support.

Step 1: Unpack and Inspect the Analyzer

Unpack the shipping carton and verify that the shipment contains all of the items in the Packing List,
below. Remember to save the original shipping materials in case you need to return the Eclipse Analyzer.

Packing List

» Eclipse Analyzer

* Injection Port Cover

» USB Drive containing Eclipse software
» Power cord

+ USB communication cable

Step 2: Select a Location for the Analyzer

Place the Analyzer in a location that meets the requirements set forth in “SAFETY WARNINGS—
ENGLISH” on page 7.

Step 3: Connect the Analyzer

To connect the Eclipse Analyzer:

Install the Injection Port Cover on the Analyzer lid. Orient the cover as shown in Figure 2-1.

2. Ensure that the power button on the back of the Analyzer is set to OFF and connect the power
cord from the Analyzer to an electrical outlet.

3. Connect the USB cable from the Analyzer to the workstation.
Turn on the workstation.
5. Turn on the Analyzer by toggling the power switch to the “On” position.

Figure 2-1: Injection Port Cover

Sievers Eclipse User Guide
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Chapter 2

INSTALLATION STEPS

Step 4: Install the Eclipse Software

Eclipse has three configuration options: Standalone, SQL Server Database Only, and Client Only.
Depending on the configuration you choose, Eclipse will store the assay database either on a local
SQL Server Express instance or on your company’s SQL Server. The Client Only configuration
accesses an existing Eclipse database on another workstation or server.

Before installing Eclipse, be sure your system meets the minimum requirements shown in

Table 2-1.
Minimum Recommended
oS Windows 10 v1607 Windows 11
Windows Server 2016 v1607 Windows Server 2019
.NET Framework .NET 4.72 or later
Processor i5 or later i7 or later

Memory at least 8 GB RAM 16 GB RAM

Drive at least 25 GB free HDD 25 GB free SSD or better

SQL Server (if applicable)

SQL Server 2014, 2016, 2017, 2019, or 2022

Monitor

1080p or better resolution

Table 2-1: System Requirements

Sievers Eclipse
DLM 85000-04 EN Rev. A
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Chapter 2 EcLipse CONFIGURATION OPTIONS
H E HE E E N EEE N EE N NN E N EEEEEEEEEGHN

Eclipse Configuration Options

Eclipse offers three configuration options: Standalone, SQL Server Database Only, and Client Only. Read
the description of each configuration below to determine which is suitable for your environment.

The USB drive that contains the Eclipse software also includes software installation guides for each
configuration. Be sure to follow the installation guide that is appropriate for the chosen configuration.

Standalone Install

In Standalone configuration, Eclipse runs on the workstation connected directly to the Eclipse Analyzer
and creates a local database to store assay results. This installation can run alone, or with client
workstations. Eclipse can also be installed on Windows Server OS.

If you plan to use client workstations with a Standalone-configured installation, you must also perform a
Client Only configuration on the client workstations.

Installation Guide: Eclipse Software: Standalone Configuration Installation Guide (DIN 85002-XX EN)

SQL Server Database Only Install

In SQL Server Database Only configuration, Eclipse runs on a SQL Server instance that is accessed by
client workstations.

If you choose a SQL Server Database Only configuration, you must also perform a Client Only
configuration on the client workstations.

Installation Guide: Eclipse Software: Client/Server Configuration Installation Guide (DIN 85000-XX EN)

To upgrade an existing Client/Server installation

If you are upgrading an existing Client/Server installation, see the Eclipse Software: Client/Server
Upgrade and Troubleshooting Guide (DIN 85001-XX) for instructions.

Client Only Install

In Client Only configuration, Eclipse runs on the workstation and connects to an Eclipse database that
resides either on the site’s SQL Server or a Standalone-configured Eclipse workstation.

Installation Guide: Eclipse Software: Client/Server Configuration Installation Guide (DIN 85000-XX EN)

After choosing a suitable configuration, proceed with installation of the Eclipse Software using
the appropriate software installation guide.

Sievers Eclipse User Guide
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CHAPTER 3: SYSTEM SETUP

This chapter provides instructions on your initial setup of the Eclipse platform. To help you learn to navigate
the Eclipse menu structure, these instructions are expanded to show button and menu locations.

NOTE: For system setup, you must right-click
the Eclipse icon and select Run as
Administrator.

The first time you run Eclipse, the Initial System
Setup screen (Figure 3-1) appears. When you click
Next to proceed, you will be prompted to create a
default Work Group and a System Administrator for
the Eclipse platform.

Figure 3-1: Initial System Setup Screen

Initial Setup Steps

Step 1: Create a Default Work Group

Eclipse lets you organize personnel into Work
Groups, which help you manage users, assay
templates, and products across different locations
and functional groups. You will create a default
Work Group when you run Eclipse for the first
time. You can place all Eclipse users in this Work
Group, or create additional Work Groups as needed to
organize the Eclipse users in your organization.
1.  On the Create Work Group screen
(Figure 3-2), enter the Work Group Name,

Laboratory Location, and any comments you

want to include.

. ) Figure 3-2: Create Work Group Screen
2. Click Next to proceed with the setup.

Sievers Eclipse User Guide
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Chapter 3 INITIAL SETUP STEPS

Step 2: Create a System Administrator Profile

The Create Administrator screen appears (Figure 3-3). Here, you will create the System Administrator
profile. This profile is responsible for three functions:

» Creating the first group of Eclipse users during initial setup
» Creating Work Groups
* Managing passwords

NOTE: The System Administrator profile

does not create or run assays, qualify

analysts, or perform any other Eclipse
functions. Therefore, it is recommended that you
choose a user from your company’s IT department
for this role.

The username of this profile is Administrator by
default, and cannot be changed.

1. Enter the Administrator’s first and last name,
and create a password for the profile.

2. Click Finish to continue to the Users & Work  Figure 3-3: Create System Administrator Screen
Groups screen for the next step.

Sievers Eclipse User Guide
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Chapter 3 INITIAL SETUP STEPS

Step 3: (Optional) Enable Active Directory Support

Eclipse 2.0 and above supports the use of Active Directory (AD) to manage Eclipse user profiles and
access. If you enable AD support for Eclipse, the following conditions apply:

* Only users with the Edit User permission can enable AD.
* Once enabled, AD support cannot be disabled without reinstalling the Eclipse software.
» All Eclipse users must log into Eclipse using their AD username and password.

* Any Eclipse user created prior to AD activation will be converted to AD at the next login. The
previous Eclipse username and password will be permanently disabled.

 If you restore an Eclipse database backup that was saved prior to enabling AD, you will lose your AD
configuration and any associated audit trail entries.

To enable Active Directory support

1. Navigate to Management > Users & Work Groups and select the Active Directory tab
(Figure 3-4).

Figure 3-4: Active Directory Screen

2. Click Enable Active Directory.

Sievers Eclipse User Guide
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Chapter 3 INITIAL SETUP STEPS

3. Click Yes on the confirmation dialog box (Figure 3-5) to confirm that the current user will have to
log in with an Active Directory username and password.

Figure 3-5: AD Confirmation Dialog

4. Enter the Active Directory domain and user credentials (Figure 3-6), then click Accept.

Figure 3-6: AD Domain and User Info

5. Click Accept on the confirmation dialog box.

Sievers Eclipse User Guide
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Chapter 3 INITIAL SETUP STEPS

Step 4:

(Optional) Create Additional Work Groups

NOTE: Depending on the size of your organization, you may need only the default Work Group. If
you require no further Work Groups, skip to “Step 5: Create User Profiles” on page 28.

The Users & Work Groups screen has two tabs (Figure 3-7). The Users tab is open by default.
Select the Work Groups tab.

Click Add (at the bottom left of the
screen).

On the New Work Group screen,
enter the Work Group name and
Laboratory Location (required), and
any optional comments you want,
then click Accept .

. . Figure 3-7: Users & Work Groups Tabs
A dialog box appears, asking you

to confirm the creation of your
new Work Group. Click Create to
continue. The new Work Group now appears in the list of Work Groups.

Repeat Steps 2 and 3 to create additional Work Groups as needed.

Sievers Eclipse User Guide
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Chapter 3 INITIAL SETUP STEPS

Step 5: Create User Profiles

Eclipse user profiles fall into one of three default user roles: Analyst, Supervisor, and Administrator.

» Analysts typically create assay templates, run assays, and create/view reports based on assays.

» Supervisors typically have the same permissions as Analysts, with additional access to reporting
functionality, the ability to change some default settings, comment on the audit trail, and qualify
Analysts.

» Administrators have access to user and Work Group settings, database management functions,
error reporting, and audit trail information. By default, Administrators don’t have the ability to create
Or run assays.

NOTE: You can customize the default permissions to suit your business needs.
“Default Permissions” on page 105 for a full discussion of Eclipse permissions and customization
options.

1. Onthe Users & Work Groups screen (Figure 3-8), click the Users tab, then click Add in the lower
left corner of the screen.

Fiaure 3-8: Users & Work Groupns Screen

Sievers Eclipse User Guide
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Chapter 3 INITIAL SETUP STEPS

2. The New User screen appears (Figure 3-9). It has two tabs: User Information (open by default) and
Permissions.
3. Under the User Information tab, complete the Username, First Name, and Last Name fields (the
Middle Name field is optional).
4. Select a primary Work Group from the list. If you want to assign a secondary Work Group, click the
appropriate check box under Secondary Work Groups.
5. Select a User Role from the drop down list (Figure 3-10).
6. If you select a user role other than Analyst (the default), confirm that you want to update the user’s
permissions to the default for the new role by clicking Yes on the dialog box.
NOTE: All Eclipse default user roles are fully customizable, as are individual permissions for each
user. See “Chapter 6: Management” on page 81 for more information.
Click Accept to proceed.
8. Repeat Steps 2—7 to create additional user profiles.
NOTE: The first time these users log into Eclipse, they will be prompted to create a password.
Figure 3-9: New User Information Figure 3-10: Selecting a User Role and
Permissions
Sievers Eclipse User Guide
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Chapter 3 INITIAL SETUP STEPS

Step 6: Create an Administrator Profile

The System Administrator you created in “Step 2: Create a System Administrator Profile” on page 24
should be used only for initial system setup, to create new Work Groups, and to manage passwords
if another Administrator is unavailable. Therefore, you need to create user profiles with administrator
permissions for each of your Work Groups.

NOTE: For compliance purposes, Administrators should not create or run assays.

Click the Menu icon and navigate to Management — Users & Work Groups.

2. Select the user you want to make Administrator, then click Edit (Figure 3-11). The Edit User screen
appears with the User Information tab open by default (Figure 3-12).

NOTE: Ensure that this user has default Administrator permissions before continuing.

Figure 3-12: Administrator User Information

Figure 3-11: Selecting the Administrator

3. Ensure that the primary Work Group is correct, the appropriate Secondary Work Groups are
selected (if applicable).

4. Ensure that the User Role is set to Administrator. If changing from a different User Role, accept
the default permission changes.

Sievers Eclipse User Guide
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Chapter 3 INITIAL SETUP STEPS

5. Ensure that the User Status is set to Active.

6. Select the Permissions tab to continue (Figure 3-13).

Figure 3-13: Special Administrator Permissions

7. As Figure 3-13 shows, only the default Administrator permissions are selected. For this special
Administrator role, select all non-production permissions.

8. Put a check mark next to all selections under Users, Work Groups, Database, Errors, Audit Trail,
Edit Preferences, Edit Defaults, and Edit 21 CFR Part 11, then click Accept.

Sievers Eclipse
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CHAPTER 4: RUNNING ASSAYS

This chapter includes information and step-by-step instructions for setting up and running assays using the
Sievers Eclipse Bacterial Endotoxin Testing Platform.

NOTE: You must be qualified as an analyst to run an assay in Eclipse. See
“Analyst Qualification” on page 72 for more information.

The Assay Setup Menu

Use the following selections from the Assay Setup
menu to set up and run an assay:

Create Assay. Create a new assay template by
defining the materials, samples, and accessories
to be used. When you're finished, you can run the
assay immediately, or save the new template for
later use by your Work Group.

Assay Templates. Select an existing assay
template to run, or use the existing data as a
starting point for a new template.

Products & Accessories. View and add the
products (sample materials to be tested),
accessories (pipettes, tips, other items), and
sample types currently recorded in the Eclipse
platform.

Calculators. Use automatic conversion
calculators to conveniently determine volumes
required for a specific dilution factor, an endotoxin
release limit, a maximum valid dilution, or a

minimum valid concentration.

Sievers Eclipse User Guide
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Chapter 4 PREPARE MATERIALS AND SAMPLES

Step 1: Prepare Materials and Samples

Before you begin, review the following list to help organize the materials and samples needed to set up
and run an assay.

Equipment Preparation

Set up the Analyzer and install/configure the software as described in
Chapter 2 and Chapter 3 of this User Guide.

The Microplate is manufactured with endotoxin standards (50 EU/mL, 5 EU/
mL, 0.5 EU/mL, 0.05 EU/mL and 0.005 EU/mL respectively) embedded in
plate Segments 22, 23, 24, 25, and 26, each in triplicate. Each segment
22-26 also contains a single negative control.

Eclipse Analyzer and Software

Eclipse Microplate

Pipettes and Pipette Tips Capable of accurately dispensing 55 uL and 1 mL quantities

(Up to 21 samples to be analyzed in Segments #1-21)
User-defined Samples Ensure that all the sample types, products, and accessories planned for use
are pre-entered/scanned into Eclipse.

Lysate Reagent 1mL

(55 uL for each of Segments #22-26, for negative controls and to
Lysate Reconstitution Solution | reconstitute standards pre-embedded in the Microplate).

(Lysate Reagant Water) Reserve enough solution to mix with reagent, per manufacturer’s
instructions.

Laboratory Sample Rack Needed for preparing samples.

Set aside the pipette tips for use later in this procedure.

2. Prepare the user-defined samples (up to 21 samples for use in Segments 1-21) and place them in
a laboratory sample rack. Allow time for dilutions.

3. Turn on the Analyzer and computer, and launch the Eclipse software.

Sievers Eclipse User Guide
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CREATE PRODUCTS

Chapter 4

Step 2: Create Products

Products are the samples to be tested on the Eclipse platform. To run assays on products, you must
first enter them into the Eclipse software. You can create these product descriptions in advance in the

Assay Setup > Products & Accessories menu.
Creating a list of products in advance will:
» Make the product information available to others in your Work Group.

» Eliminate the need to re-enter product information every time you run an assay or build a
template.

Follow these steps to create a list of products and descriptions for use by your Work Group:
1. Navigate to Assay Setup > Products & Accessories and select the Products tab.
2. Click New.

The New Product screen (Figure 4-1) is divided into two sections: Product Details and
Additives. You can enter the Name (required), Description, Manufacturer, and measurement

criteria for your sample here.

Figure 4-1: New Product Screen

User Guide
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Chapter 4 CREATE PRODUCTS

3. Enter a name for your product. This field is required.

4. Choose a Sample Type from the list (Figure 4-2).
You can choose from Clean Steam, Final Goods,
In Process Sample, Raw Material, and Water
for Injection. You can also create new sample
types that are relevant for your application (see
“Creating Custom Sample Types” on page 38 for more
information).

NOTE: The Sample Type you choose is a label to aid in
organization—it does not otherwise affect the assay.

5. (Optional) Enter information in the Description and

Manufacturer fields. Figure 4-2: Choosing a Sample Type

6. Inthe Work Group list, choose the Work Group for which the product will be available (only Work
Groups that the user belongs to will appear).

7. If dilution is required for the product, enter dilution information in the provided fields.

Product Details
» Maximum Valid Dilution: The maximum allowable dilution of a sample at which the endotoxin limit
can be determined.
* Endotoxin Release Limit (ERL): The maximum allowable amount of endotoxin in a sample.
* ERL Units

* ERL by Volume/Dilution Ratio: The dilution factor for the product (e.g., enter 100 for a sample diluted
1:100). By default, this value is set to 1.

* Product is Validation Eligible: Check this box if you intend to validate the product (see
“‘Validating Products” on page 71 for more information)

Sievers Eclipse User Guide
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Chapter 4 CREATE PRODUCTS

Additives

If you dilute or otherwise modify your product sample,
complete the following fields as necessary:

» Sample Diluent Type (Figure 4-3): To select a
diluent type, you must enter a value >1 in the
Dilution Ratio field.

+ Diluent Manufacturer

+ Use Glucan Blocking Buffer (check box)
» Use Dispersing Agent (check box)

» Use Heat Inactivation (check box)

Putting a check in Glucan Blocking Buffer or Dispersing
Agent will allow you to enter manufacturer information
for the additive.

8. Click Accept to create the new product.

Figure 4-3: Glucan Blocking Buffer Check Box

9. Repeat steps 1-8 for each new product you want to create. As you add new products, they will
appear in the Product list:

Sievers Eclipse User Guide
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Chapter 4 CREATE ACCESSORIES
Step 3: Create Accessories

Accessories include: Dilution Tubes, Pipettes, Pipette Tips, Timer, Vortex Mixer, Other.

Follow these steps to create a list of accessories and descriptions for use by your Work Group:

1. Navigate to Assay Setup > Products & Accessories and select the Accessories tab.
2. Click New.
3. Select an accessory type from the Type list. Options include:

* Dilution Tube

* Pipette

* Pipette Tip

» Timer

» Vortex Mixer

» Other

4. (Optional) Enter the Manufacturer, Serial Number, Lot Number, Expiration Date, and Calibration
Due Date. Include any additional information in the Comments field.

5. Choose the Work Group that will use the accessory from the Work Group list.
Click Accept to create the new accessory.

Repeat steps 1-6 for each new accessory you want to create. As you add new accessories, they
will appear in the Accessories list (Figure 4-4):

Figure 4-4: Accessories Tab
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Creating Custom Sample Types

Eclipse has a default list of Sample Types for describing the

product samples to be tested (Figure 4-5):
+ Clean Steam
» Final Goods
* In Process Sample
* Raw Material
» Water for Injection

Sample Types are labeled with colors to visually
differentiate samples in the ECO-Graph and Kinetic
Curve graphs during the assay process (see

‘Analysis Progress” on page 51). You can use the default
sample types, or create new ones that are customized for
your needs.

CREATING CUSTOM SAMPLE TYPES

To create a new Sample Type for your
Work Group
1. Navigate to Assay Setup > Products &

Accessories and select the Sample Types tab
(Figure 4-6).

Click New.

3. Enter the sample type name and choose a color
from the list.

4. Click Accept to create the new Sample Type.

Figure 4-5: Sample Types Tab

To edit an existing Sample Type
1. Navigate to Assay Setup > Products &
Accessories and select the Sample Types tab.

2. Click Edit, then edit the name and/or the color for
the sample type.

3. Click Accept to save your changes.

To delete a Sample Type

1. Navigate to Assay Setup > Products &
Accessories and select the Sample Types tab.

2. Click Delete.
On the dialog box that appears, click Delete.

Figure 4-6: Choosing a Custom Sample

Color
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CREATE AN ASSAY TEMPLATE

Step 4: Create an Assay Template

An Eclipse assay template defines the reagents, samples, and accessories to be used for your assay.
Once saved in the Eclipse platform, assay templates are available for use by other users in the Work
Group, either as-is or with modifications.

If you want to load an existing assay template, see “Loading an Existing Assay Template” on page 46.

Navigate to Assay Setup > Create Assay. The Create Assay screen is divided into five tabs: Assay
Details, Samples, Sample Details, Accessories, and Read Only Settings.

Assay Details Tab

The Assay Details tab (Figure 4-7) displays general assay information under four sections: Assay
Settings, Lysate Reagent, Lysate Reconstitution Solution, and Microplate.

Figure 4-7: Assay Details Tab

Assay Settings

1.

Enter the name of your assay in the Assay Name
field (Figure 4-8). By default, Eclipse fills this field
with a name based on the date/time when you began
creating the assay. You can enter any text you want,
but be sure to follow your organization’s naming
conventions so that other Analysts will be able to
easily find and use your new template.

Select an option from the Standard Curve Option
list. The Assay Type field and the Optical Density

Threshold setting reflect the lysate reagent you
choose in the next step.

Figure 4-8: Assay Settings
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CREATE AN ASSAY TEMPLATE

Lysate Reagent

3.

Select a reagent from the Lysate Reagent list (Figure 4-9).

The manufacturer for the selected name automatically
appears in the Manufacturer field. If you choose a reagent
of unspecified manufacture (TAL, Other Lysate1, Other
Lysate 2), type the name in the Manufacturer field. If you
have a bar code reader, click the bar code symbol to scan
the reagent into Eclipse.

In the Lot Number field, type the reagent lot number.

Be sure to type the number exactly as it appears on the
reagent packaging to avoid an error message when you
run the assay. If you use a bar code scanner, this field will
be correctly populated.

Click the calendar icon at the left of the Expiration Date
field to select the reagent’s expiration date, or type it
into the Expiration Date field. Eclipse automatically
reformats the date to the system default. For example,

if you type “February 12, 2023” Eclipse will reformat it to
“12 Feb 2023” (or the default format set by your system
administrator).

To incubate the Microplate before the assay begins, click
the Enable Preincubation check box (Figure 4-10).

Lysate Reconstitution Solution

7.

10.

Select a solution type from the Lysate Reconstitution
Solution list (Figure 4-11). If you have a bar code reader,
click the bar code symbol to scan the solution information
into Eclipse.

In the Manufacturer field, type the name of the
manufacturer for the lysate reconstitution solution.

In the Lot Number field, type the lot number for the lysate
reconstitution solution. Be sure to type it exactly as shown
on the solution’s packaging to avoid an error message
when you run the assay. If you use a bar code scanner,
this field will be correctly populated.

Click the calendar icon at the left of the Expiration Date
field to select the solution’s expiration date, or type it into
the Expiration Date field. Eclipse automatically reformats
the date to the system default.

Figure 4-9: Lysate Reagent Names

Figure 4-10: Enable Preincubation

Figure 4-11: Lysate Reconstitution
Solution
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Microplate

11. Type the serial number and lot number of the
Eclipse Microplate to be used in the appropriate
fields (Figure 4-12). As with the Lysate Reagent and
Lysate Reconstitution Solution sections, the bar
code symbol lets you scan this information directly
into Eclipse.

NOTE: Remember to use the correct format as
shown on the plate’s packaging to avoid error
messages at the start of the assay.

12. Click the calendar icon at the left of the Expiration
Date field to select the plate’s expiration date,
or type it into the Expiration Date field. Eclipse Figure 4-12: Microplate Information
automatically reformats the date to the system
default.

13. (Optional) When you have completed the fields in the Assay Details tab, click Save as Template
to make these settings available to other users in your Work Group.

14. Click Next to proceed to the Samples tab, where you will enter your product samples for testing.
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Step 5: Select Sample Products for Testing

Samples Tab

The Samples tab (Figure 4-13) features 21 configurable rows for entering the materials to be tested.
These rows correspond to the 21 available segments—each with 0.5 EU/mL PPC predeposited—on the
Eclipse Microplate (Segments 22—26 contain embedded PPC).

Figure 4-13: Assay Samples Tab

NOTE: Figure 4-13 shows an assay that was loaded from a template. See
“Loading an Existing Assay Template” on page 46 for more information.
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Methods of Entering Samples into the Eclipse Software

» Use pre-configured samples (from “Step 2: Create Products” on page 34)

» Configure new product samples for a single use (see
“Create a New Product Sample for a One-time Assay” on page 45)

Use a Pre-Configured Product Sample
This section describes how to set up an assay for products that have already been created in
“Step 2: Create Products” on page 34.

Each Work Group has its own unique list of products. You can view only products created within
your primary or secondary Work Groups.

A. Select an available row in the Samples section and select the type assigned to the pre-
configured sample from the Sample Type list (Figure 4-14).

Figure 4-14: New Sample - Sample Type

B. Inthe Product Name field (Figure 4-15), start typing the name of the sample, or click the
dropdown to see a list of existing products.

NOTE: To see a list of all products within a Sample Type, enter an asterisk (*) in the search field.

Figure 4-15: New Sample - Product Name
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C. Select the correct product from the list. Eclipse automatically populates the following fields
with the pre-configured product data:

+ ERL (Endotoxin Release Limit)

+ ERL Units

* Product Concentration

* Dilutions (defaults to 1)

* Dilution Ratio

+ Devices, if applicable

» Extraction Volume (mL), if applicable

D. Inthe Sample ID field, type an identifier for the sample.
E. Revise any of the populated fields (with the exception of Sample Type), as needed.

F. Repeat steps A—E to add more pre-configured samples, if needed. Figure 4-16 shows an
example list. Note that you can put the same sample into more than one segment by typing a
value into the Dilutions field for that sample.

G. Continue to Step 15 on page 45.

Figure 4-16: Completed Samples
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Create a New Product Sample for a One-time Assay

This section describes how to set up an assay for new sample products. If you want to choose
from a previously created sample, see “Use a Pre-Configured Product Sample” on page 43.

There are two different methods for creating a new product sample:

* From the Assay Setup — Products & Accessories menu

* From the Samples tab of the Create Assay screen

A. To create and use a new product configuration, select an available row in the Samples section
(Figure 4-16 on page 44) and complete the following for the new sample.

Sample Type — Select a type from the list.
Product Name — Type a new name.
Sample ID — Type an identifier.

Lot Number — Type the lot number.

Expiration Date — Type the expiration date for the lot, or use the arrows to advance
to a future date, or use the far right arrow to select a date from the calendar.

ERL — Established endotoxin release limit.

ERL Units — Select a unit value from the list.

Product Concentration — If applicable, complete this field.

Devices — Number of devices tested during each extraction.

Extraction Volume (mL) — Include the volume used for each extraction.

Dilutions — Type a number for this value. Eclipse will reserve that number of plate
segments for testing those dilutions.

Dilution Ratio — Type a number for this value.

B. If you want to use the same sample settings in multiple segments, click the three-dot icon to
the left of the sample line and select Copy. Click the #ee icon to the left of the sample line you
want to paste the sample into and select Paste.

15. Click Next to continue.

16. (Optional) If any samples have been modified by additives, go to the Sample Details tab (Figure
4-17) and enter the relevant manufacturer, lot number, and expiration date for each, then click
Next to continue.

Figure 4-17: Sample Details Tab
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17. Enter any Accessories you want to include with the test. See
“Step 3: Create Accessories” on page 37 for more information.

18. Click Start Assay.

19. Follow the on-screen instructions to inject LRW, samples, and Lysate reagent into the Microplate.
See “Microplate Handling and Loading” on page 47 for instructions on handling the Microplate
and loading it into the Eclipse Analyzer.

Loading an Existing Assay Template
1. Navigate to Assay Setup — Assay Templates.
2. Select the template you want to use and click Load.

3. Enter the serial number of the Microplate to be used for the assay and make any additional
changes necessary to the template.

Click Next.

Enter the sample information and click Next.

Add any accessory information you want to include in the Accessories tab.
Click Start Assay.

Follow the on-screen instructions to inject LRW, samples, and Lysate reagent into the Microplate.
See “Microplate Handling and Loading” on page 47 for instructions on handling the Microplate
and loading it into the Eclipse Analyzer.

© N o a s
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Microplate Handling and Loading

To ensure correct operation and accurate analysis, you should use care when handling the Microplate.

Both the Eclipse Microplate and the Microplate packaging might have sharp edges. Use
caution when handling the Microplate, either in the package or after removal from the
package.

Additionally:

* Do not expose the Microplate to bright light/sunlight, extreme temperatures, or extreme humidity/wet
conditions.

» The Eclipse Analyzer measures the contents of the Microplate optically. Handle the plate by the edge
when possible to keep the surface clean and the optical wells free of visual defects.

» Keep the Microplate in its original packaging until you are ready to perform an assay.

* When loading the Microplate into the Analyzer, avoid contact with the Analyzer until the center hole
is aligned with the spindle. Scratches on the surface of the Microplate can affect readings.

To load the Microplate into the Analyzer:

NOTE: Use gloves when handling the Eclipse Microplate to prevent cross-contamination and help
ensure optical clarity during the assay.

1. Verify that the Analyzer is powered on and connected, and that the status displayed on the lower
portion of the Eclipse Ul is Insert Microplate (Figure 4-18).

Figure 4-18: Analyzer Status - Insert Microplate

2.  Open the lid of the Analyzer by pressing both buttons simultaneously. The lid will lift without
assistance.

3. Open the Microplate packaging.
Carefully remove the Microplate from the packaging, handling it by the edges.

Insert the Microplate into the Analyzer face-up (the word ‘LAL’ should be readable towards the
center of the Microplate, and the injection ports should protrude upwards from the surface),
aligning the center hole with the spindle key on the base of the Analyzer. The Microplate is
correctly loaded when it is resting on the spindle securely.

6. Close the lid of the Analyzer by pressing down on the front center of the lid until it clicks.
When you close the lid, the Analyzer will register the Microplate and begin to warm it to operating

temperature. Do not interrupt this process or attempt to inject samples or water into the Microplate while it
is in motion.
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The Injection Port Cover

The injection port cover is a sliding panel on the lid window that enables the correct injection of water,
samples, and lysate reagent. It has two holes—one for injecting samples and LRW into Segments
1-26, and another for injecting lysate reagant. When the software instructs you to inject liquids into the
Microplate, an LED will light at the appropriate position for correctly aligning the injection port cover.
Simply slide the door left or right so that the hole is above the lit LED (Figure 4-19 and Figure 4-20).

Figure 4-19: Injection Port Cover: Figure 4-20: Injection Port Cover:
Inject Reagent Inject Samples

After injection, slide the cover to the closed position (neither hole is exposed). The Analyzer will not spin
the Microplate until the injection port door is in the correct closed position.
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Making Microplate Injections

The Eclipse software will guide you through the process of injecting LRW, samples, and reagent into the
Microplate. When you start an assay, the screen will show which Microplate segment is awaiting injection,
and what material is to be injected. Figure 4-21 shows Segment 22 awaiting injection of 50 L LRW for
the embedded standard endotoxin:

Figure 4-21: Injecting the Microplate

Make sure the injection port cover is aligned so that the hole is open over the LED.
Load the pipette with the correct tip and material to be injected.

Gently insert the pipette tip vertically into the injection port, using the weight of the pipette to seat
the tip in the port.

NOTE: The Microplate injection ports are designed to guide the pipette tip into the correct position
for injection. Do not hover over the injection port.
Fully depress the pipette plunger to deliver the material into the injection port.

5. Keeping the plunger depressed, withdraw the pipette tip from the injection port. Do not release the
plunger until the tip is free of the Microplate, or you will pull the liquid back into the pipette.

6. Advance the Microplate to the next Segment by pressing the right-hand button on the Analyzer or
by clicking the right-arrow button on the screen.

If you need to return to a previous segment for any reason (before you inject the last sample), click
the segment number at the lower portion of the screen.
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7. Repeat the process for all Microplate Segments to be loaded.

8. If Microplate pre-incubation was chosen during setup, follow the on-screen instructions to close the
lid, click the right arrow button, and begin pre-incubation.

9. When instructed to inject lysate reagent into the injection port (Figure 4-22), you must move the
injection port cover all the way to the left to access the port.

10. Inject the lysate, then click the Start Analysis button.

Figure 4-22: Lysate Injection
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Analysis Progress

The Analysis Progress Menu

Use the following selections from the Analysis Progress menu to show
the current status of the assay being run:

ECO-Graph. A dynamic look at the progress of the injected materials
towards the threshold OD.

Kinetic Curve. Log-Log graph displaying the kinetic onset times of
standards and samples.

Standard Curve. A summary of standards onset times with their
Coefficients of Variation. Standard Curve metrics are also displayed.

Back Calculations. Summary of sample data collected during the assay.
Includes CVs for both samples and PPCs, calculated endotoxin values,
and dilution information.

ECO-Graph

When an assay is running, the ECO-Graph (Figure 4-23) shows a

histogram displaying optical density of the wells being analyzed in real-time. Note that the Sample
Type color (see “Creating Custom Sample Types” on page 38) is shown to help differentiate between
samples. Each numbered segment is further broken into individual wells. Hover the cursor over a
segment or well to display its information.

Figure 4-23: ECO-Graph
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Kinetic Curve
The kinetic curve shows a traditional graph of Optical Density over Reaction Time (seconds).
1. Navigate to Analysis Progress > Kinetic Curve while an assay is in progress.

2. Select a segment or well to see a kinetic curve of the sample’s onset progress. Figure 4-24 shows
the kinetic curve for Segment 6:

3. When you have selected the segments or wells to be viewed, you can zoom in and out by clicking
on the screen and dragging up or down to see the information you need.

Figure 4-24: Kinetic Curve
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Standard Curve

The standard curve graph (Figure 4-25) lets you visualize the onset time, %CV, and endotoxin concentration of
the reference standards.
Navigate to Analysis Progress > Standard Curve (available only for the assay that is currently running).

Figure 4-25: Standard Curve

Back Calculations

This screen (Figure 4-26) shows the Onset Time, %CV, Raw Endotoxin Concentration, and (if applicable)
Dilution Adjusted Concentration of your samples.

Navigate to Analysis Progress > Back Calculations (available only for the current assay).

Figure 4-26: Back Calculations
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Results

The Results Menu

Use the Results menu to show all of the data about completed assays,
apply signatures to results, print and export reports, see the audit trail, and
view the Product Trend Graph.

The Results screen (Figure 4-27) contains assay results and product trend
data for all assays run within the user’s Work Group(s).

Navigate to Results > Assay Results to see a list of the current Work
Group’s completed assays.

Assay Results

Click the filter button (indicated by arrow in Figure 4-27) to sort and filter
the Assay Results list by:

» Assay: Name, Date Started, Analyst
* Product: Name, Lot Number, Manufacturer

» Valid/Invalid result

Figure 4-27: Results Screen
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Each line item in the Assay Results list contains the following information:

Date of the assay

Whether the result was Valid or Invalid

Assay Name

Analyst who ran the assay

Work Group for the assay

Number of samples tested

Number of accessories used during the assay

Whether the assay has been reviewed and approved, and the audit trail reviewed (a check mark
indicates that the action has been taken)

When you click an individual assay result, several options become available in the lower of the screen
(Figure 4-28):

Print

Export

Review/Approve Result (or Review Audit Trail)

Remove Signatures (if assay has been signed)

Load Filters (if you have saved a filter set for the results)

es : | ets you Open Archive, Apply Polynomial Regression, Edit Result, Mask Wells, or Save Filters

Figure 4-28: Results Screen

Sievers Eclipse User Guide
DLM 85000-04 EN Rev. A 55 © 2024 Veolia



Chapter 4

RESULTS

Print

Click Print, then select one of the five report
types available from the list that appears
(Figure 4-29):

Assay Detail Report
Assay Result Report
Assay Audit Trail Report
Sample Details Report
Assay Raw Data Report

Assay Detail Report

The Assay Detail Report shows
overall assay information, assay
results for chosen samples,

related audit trail entries and the
corresponding signatures for assay
review, approval, and audit trail
review.

1.

Choose Assay Detail Report
from the list, then click Accept to
continue.

Select the Products to display
by checking the box next to the
Product, or click the None or All
buttons (Figure 4-30), then click
Accept to continue.

Figure 4-29: Report Types

Figure 4-30: Product Selection
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Figure 4-31 shows the first page of an Assay Detail Report. This page is organized into the
following sections:

* (1) General assay information, such as the assay name and type, the Analyzer serial
number, the analyst performing the assay, and time/date information.

* (2) Standard Curve & Negative Control Results

* (3) The Standard Curve

* (4) Microplate, reagent, and LRW information

Figure 4-31: Assay Detail Report
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Page 2 of the report shows assay results for the selected standards and the negative controls (up
to 5, respectively). Figure 4-32 shows the information for Segment 22 (pre-loaded with 50 EU/mL
endotoxin). The mean onset time, endotoxin concentration, and %CV are shown, as well as a box
displaying the onset time and endotoxin concentrations of the three individual wells in the segment.

Figure 4-32: Assay Detail - Standards

The next several pages contain detailed Products Results (Figure 4-33), as well as a list of the
Accessories used during the assay.

Figure 4-33: Assay Detail - Products
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After the Product Results and Accessories portions of the report, the Related Audit Trail Entries
appear (Figure 4-34). Here, every action taken on the assay is logged and saved for future
reference—the initial completion of the assay, every signature and signature removal, and every
report generated. Audit information is time stamped, and includes the Eclipse username and
Windows user and machine that accessed the information.

Figure 4-34: Assay Detail - Audit Trail

The last page of the Assay Detail Report contains the signatures of the assay reviewers and

approvers (Figure 4-35). See Creating Products for information on reviewing, approving, and
signing assay results.

Once you have reviewed the Assay Detail Report, you can perform several actions to print, sign (or
remove signature), or apply polynomial regression to the assay.

Figure 4-35: Assay Detail - Audit Trail
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Assay Result Report

The Assay Result Report is a condensed one-page report that contains general assay information,
standard curve & negative control results, and the acceptance and EU concentration information of
the sample products.

Choose Assay Result Report from the Report Type list (shown on page 56), then like the
Assay Detail Report, select the products to display and click Accept to continue.

Figure 4-36 shows a sample Assay Result Report.

The Assay Result Report allows the same set of actions from the Print Preview as the Assay Detall
Report.

Figure 4-36: Assay Result Report
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Assay Audit Trail Report

The Assay Audit Trail Report shows every action taken on an assay from start to completion, and
every instance where a user viewed, printed, or otherwise interacted with the assay. It lists the date
of the occurrence, assay details and comments, the action that occurred and who performed it,
and Windows login information.

Choose Assay Audit Trail Report from the Report Type list (shown on page 56) and click
Accept to continue.

Figure 4-37 shows a typical Assay Audit Trail Report.

You can print the report or add/remove signatures from the Assay Audit Trail Report.

Figure 4-37: Assay Audit Trail Report
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Sample Details Report

The Sample Details Report displays information about the samples used in an assay, including:

* Dilution and Diluent

* Manufacturer

* Lot Number

+ Sample ID

» Description

» Date Created/Modified/Expires

The Sample Details Report does not contain any assay results or other calculations—it is simply a
list of the product samples assayed.

Choose Sample Details Report from the Report Type list (shown on page 56), then like the
Assay Detail Report, select the products to display and click Accept to continue.

Figure 4-38 shows a typical Sample Details Report.

Figure 4-38: Sample Details Report
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Assay Raw Data Report

The Assay Raw Data Report displays the raw optical readings taken during the assay. It is very
large—several hundred pages—and lists every reading taken from every well in every segment.

Choose Assay Raw Data Report from the Report Type list (shown on page 56) and click
Accept to continue.

Figure 4-39 shows an example of an Assay Raw Data Report.

Figure 4-39: Assay Raw Data Report

Export

Click Export to save the assay result data in Excel, CSV, or XML format. You can also select whether or
not to include raw optical readings.

Review/Approve Result (or Review Audit Trail)

The option that appears on this button depends on the status of the selected assay.
* Review Result —The assay needs to be signed by the analyst who ran the test.
* Approve Result —The assay result needs to be approved.
* Review Audit Trail —The audit trail for the signed, approved assay needs to be reviewed.

See “Electronic Signatures” on page 107 for more information about signing assay results.
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Remove Signatures

The Remove Signatures button becomes available once the assay has been signed by at least
one user. You must have the Add/Remove Signatures permission to perform this action (see
‘Permissions” on page 103 for more information).

1. Select the assay to remove signatures from.
2. Click Remove Signatures.

3. On the dialog box that appears (Figure 4-40), enter a reason for removing the signatures in the
Comments field.

4. Click Load Signature. In the dialog box that appears, enter the username and password of a user
with permission to Add/Remove Signatures.

5. Inthe dialog box that appears (Figure 4-41), click Remove.

All signatures will be removed from the assay. The Review Result button becomes available on the
Assay Results list.

Figure 4-40: Remove Signatures (1) Figure 4-41: Remove Signatures (2)

Load Filters

When you save a filter set for the Assay Results list (see “‘Assay Results” on page 54), you can
activate it by clicking Load Filters.
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eee (More button)

The More button, indicated by eee, reveals several options for assays in the Assay Results list:

Open Archive

Apply Polynomial Regression
Edit Result
Mask Wells

Save Filters

Open Archive

To see archived assays and other data:

oo

Navigate to Results > Assay Results

Click eee.

Select Open Archive.

Navigate to the location of the archived.SCA file and click Open.

Apply Polynomial Regression

To apply polynomial regression to an assay result:

o g s~ w2

Navigate to Results > Assay Results

Select an assay that has not been reviewed or signed.

Click eee.

Select Apply Polynomial Regression.

On the dialog box that appears, click Load Signature.

Enter the username and password of the analyst who ran the assay and click Sign.

Edit Result

To change an entry, add an accessory or sample detail, or otherwise alter the template of an
already completed assay:

o bk~ o=

Navigate to Results > Assay Results
Select the assay to be edited.

Click e and select Edit Resullt.

Make your changes to the assay.

You can navigate through the assay using the tabs at the top of the screen, or by clicking <
Back and Next >.

Click Save to confirm your changes, or click Cancel to leave the assay unchanged.
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Chapter 4 RESULTS

Mask Wells

Segments 22-26 are embedded with three replicate endotoxin standards each. Regulations
require two replicates per standard. If needed, you can mask one of the replicates and recalculate
the curve with only two replicates.

NOTE: Masking a standard only applies to routine testing, not pharmacopeia testing such as lysate
qualification, analyst qualification, etc.

1. Navigate to Results > Assay Results
2. Select the assay to be edited.

3. Click = and select Mask Wells. A screen showing the five standards and the negative control
appears (Figure 4-42):

Put a check mark in the box next to the well(s) you want to mask.
Click Accept.

In the dialog box that appears, enter the reason for the change.

N o o bk

Click Apply Masks to recalculate the curve with the well(s) masked.

Figure 4-42: Mask Wells - Standards

Save Filters

If you apply filters to the Assay Results list, you can save the resulting filtered list by choosing this
option.
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PropucTt TREND GRAPH

Product Trend Graph

The Product Trend Graph allows users to graphically present testing trends over time against
customizable alert and action limits.

1. Navigate to Results > Product Trend Graph. The setting for the X Axis is Date Started
(Figure 4-43).

2. Click Date Started to change its filter. Options include:

IV IAN A

\%

Between
Is

3. Then enter the date for the filter in the Value 1 field (if using the Between criterion, complete Value
2 as well). You can select a date by clicking the calendar icon. When you have entered the date(s),
click Accept.

4. Select graph criteria for the Y1 Axis from the Y1 Axis list. Options include:

Mean Onset Time

%CV on Onset Time

Dilution Adjusted Concentration
%CV Concentration

PPC % Recovery

Slope

Y Intercept

R Value

Click and drag to move around on the graph, and use the mouse wheel to zoom in/out on specific details.

Figure 4-43: Product Trend Graph - no settings

Sievers Eclipse

User Guide

DLM 85000-04 EN Rev. A 67 © 2024 Veolia



Chapter 4 ProbucT TREND GRAPH

Product Trend Graph Detail

You can hover the mouse cursor over a specific data point to get more information about the product it
represents.

Graph Tab

The graph controls to the right of the Product Trend Graph offer several other options to further
refine the graph, including an Alert Line and Action Line, and a Y2 Axis for displaying a second filter
type. Select the check boxes next to these options to enable them, enter filter criteria, and choose
line colors from their corresponding lists. Figure 4-44 shows a sample Product Trend Graph for
Mean Onset Time from all assays run between March and April, 2022 with all available filters
enabled:

The buttons along the lower portion of the graph provide options to print the graph, save or load
filter sets, and open the data archive.

Figure 4-44: Product Trend Graph - Filtered
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Chapter 4 ProbucT TREND GRAPH
Data Tab

The Data tab (Figure 4-45) shows a sortable, filterable spreadsheet view of the graph data. Use
the scroll bars to move vertically and horizontally around the spreadsheet, and use the < and >
buttons to move between pages. The buttons on the lower section of the screen let you print, load/
save filters, and open the archive.

Figure 4-45: Product Trend Data View
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CHAPTER 5: PHARMACOPEIA

The Pharmacopeia Menu

Use the following selections from the
Pharmacopeia menu to qualify users and verify
assay components meet regulatory requirements
for use:

Product Validation. Validate product samples as
suitable for use.

Analyst Qualification. Qualify Eclipse users to
run assays with samples.

Microplate Uniformity Test. Verify the uniform
measurement of test samples and PPCs across
the Eclipse Microplate.

1:1 Ratio Verification Test. Verify that the Eclipse
platform is able to distribute and mix samples and
lysate reagent in a 1:1 ratio.

Lysate Qualification Test. Verify that the
current lot of lysate reagent, when mixed with
lysate reconstitution solution, meets regulatory

requirements for linearity.

Product Validation

The Product Validation screen (Pharmacopeia > Product Validation) shows a list of product samples
that are eligible candidates for validation review (Validation Eligible tab, shown in Figure 5-1), or have
been validated (Validated Products tab).

Figure 5-1: Validation Eligible Tab
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Chapter 5 PRODUCT VALIDATION

Eligible Products for Validation

You can make a product eligible for validation when creating it, or you can validate existing products:
1. Navigate to Assay Setup > Products & Accessories.
2. Select a product from the list and click Edit.
3. Put acheck in the box next to Product is Validation Eligible (Figure 5-2).

Figure 5-2: Make a Product Validation Eligible

By default, Name, Sample Type, and Dilution Ratio are selected as validation qualifiers. You can
also use Release Limit and Manufacturer criteria.

4. Click Accept. The product will now appear in the Validation Eligible screen.

Validating Products
To be considered valid, a product must meet the following criteria:
» The samples passed (%CV, PPC recovery, ERL, etc.).
» The standard curve of the assay was good.
» The assay was reviewed and approved.

» The required lot count has been met (This count is configured in Management > Settings >
Defaults > Products > Lot count required for validation.)

To validate a product that has been made eligible for validation:
1. Navigate to Pharmacopeia > Product Validation
2. Select the product to be validated.
3. Click Validate. The product will then appear on the Validated Products list.
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ANALYST QUALIFICATION

Analyst Qualification

You must be qualified as an analyst to run assays with samples in Eclipse. This section details the steps
required to qualify a user as an analyst.

Required Materials

+ Lysate reagent water or other lysate reconstitution solution

* 1 mL lysate (reconstituted per manufacturer’s instructions)

* 1 new Eclipse Microplate

» Pipette and tips capable of delivering 55 yL and 1 mL volumes

Acceptance Criteria

» Temperature: 37 °C 1

» Correlation Coefficient |r| = 0.980

» Negative Control Onset Time > LLOQ Onset Time

Procedure

1.

Launch Eclipse and log in. If the user is not qualified, a dialog box will appear notifying you of your

unqualified status.

Navigate to Assay Setup > Create
Assay > Assay Details tab (Figure
5-3).

Under Assay Settings, enter the
following information:

* In the Assay Name field, enter
Analyst Qualification.

¢ Choose a Standard Curve
Option from the list.

Under Lysate Reagent, enter the
following information:

» Choose a lysate reagent from
the list.

Figure 5-3: Assay Details Tab (left)

 If preincubation is directed by the reagent manufacturer (check the Instructions for Use
included with the reagent), check the Enable Preincubation checkbox.

+ Complete the fields for Manufacturer (which auto-fills when you choose a reagent), Lot

Number, and Expiration.
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5. Under Lysate Reconstitution Solution
(Figure 5-4), enter the following
information:

+ Select a reconstitution solution from
the list.

» Complete the fields for Manufacturer,
Lot Number, and Expiration.

6. Under Microplate (Figure 5-4), complete
the Serial Number, Lot Number, and
Expiration fields.

7. Click Next. Figure 5-4: Assay Details Tab (right)

8. Add accessories (optional), then click Start Assay.

Load a new Microplate into the Analyzer and close the lid.

10. Inject 55 pL of LRW into Segment 22 (or Segment 23 if 3- or 4-point curve is selected), then click
the right arrow or press the right button on the Eclipse lid to advance to the next segment (Figure
5-5).

Figure 5-5: Sample Injection Screen
NOTE: You will need to move the injection port cover to inject samples and lysate. See
“The Injection Port Cover” on page 48 for more information.

11. Follow the on-screen instructions to inject 55 L of LRW into each of the applicable reference

standard segments. If preincubation is required:
11a. Click Start on the dialog box to confirm that you want to preincubate the Microplate.
11b. Wait for the timer to reach 00:00, indicating preincubation is complete.

12. Click Inject Lysate.

13. Follow the on-screen instructions to inject 1 mL of lysate reagent into the injection port, making
sure to align the injection port cover with the lysate injection port.

14. Close the port and click Start Analysis.

15. Wait for the assay to finish.
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Upon completion of analysis

NOTE: The assay will run for the amount of time specified in Management > Settings > Defaults
> Maximum Assay Length, even if the standards have fully onset before that time. You may abort
the test if all standards have reacted and you are confident that the negative control onset time is
greater than the LLOQ onset time.

When the assay is complete (unless a Print Preview auto-generates, in which case skip to Step 7):

1.
2.
3.

10.

11.
12.

13.

Click Accept.
Remove the Microplate from the Analyzer.

Navigate to Pharmacopeia > Analyst
Qualification.

In the Unqualified tab, select your user
profile from the Analyst list.

Select the appropriate assay.
Click Print.

Follow the assay signature procedure outlined
in “Electronic Signatures” on page 107 to
review and approve the assay and audit trail,
then apply signatures to the completed assay.

Figure 5-6: Unqualified Analysts

When the assay has been fully reviewed
and signed, log in as a user with permission
to qualify analysts and navigate to
Pharmacopeia > Analyst Qualification.

Under the Unqualified tab, select the user
to be qualified from the Analyst menu. If the
analyst to be qualified does not appear in the
list, click the Reload icon (Figure 5-6).

Verify that all three signatures have been

signed (indicated by box in Figure 5-7) and
click Qualify. Figure 5-7: Qualifying an Analyst

On the Qualify Analyst dialog box, click Load Signature.

Enter the username and password of a user who has permission to qualify analysts and click
Accept.

Click Sign to approve the qualification. The analyst now appears in the Qualified tab with a check
mark under Qualified (Figure 5-8).

Figure 5-8: Qualifyied Analyst
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Microplate Uniformity Test

The Microplate Uniformity Test (Figure 5-9) verifies the uniform measurement of test samples and PPCs across
the Microplate.

Figure 5-9: Microplate Uniformity Test Screen

Required Materials

+ Lysate reagent water or other lysate reconstitution solution
2 mL 0.5 EU/mL RSE solution

* 1mL lysate (reconstituted per manufacturer’s instructions)
* 1 new Eclipse Microplate
» Pipette and pipette tips capable of delivering 55 uL and 1mL volumes

The analyst executing the Microplate Uniformity Test must be qualified (see
“Analyst Qualification” on page 72 for more information).

Acceptance Criteria

+ Temperature: 37 £ 1 °C

» Correlation Coefficient |r| = 0.980

* Negative Control Onset Time > LLOQ Onset Time
* %CV Onset Time (Sample) < 5%

* %CV Onset Time (PPC) < 5%
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Procedure

1.
2.

= © © N o g ko

Navigate to Pharmacopeia > Microplate Uniformity Test.
Under Lysate Reagent.

2a. Choose a Lysate Reagent from the list.

2b. If preincubation is directed by the reagent manufacturer, check the Enable Preincubation
checkbox.

2c. Complete the fields for Manufacturer (auto-fills when you choose a reagent), Lot Number,
and Expiration.

Under Lysate Reconstitution Solution:

2d. Select a reconstitution solution from the list.
2e. Complete the Manufacturer, Lot Number, and Expiration fields.

Under Microplate:

2f.  Complete the Serial Number, Lot Number, and Expiration fields.

Click Next.

Enter a Sample ID in the Sample ID field.

Click Next.

(Optional) If using additives, complete the appropriate fields in the Sample Details tab.
Click Next.

(Optional) Add accessories.

Click Start Assay.

. Follow the on-screen instructions:

10a. Load a new Microplate into the Analyzer and close the lid.
10b. Inject 55 L of LRW into each of Segments 22-26.
10c. Inject uniformity sample (0.5 EU/mL RSE recommended) in Segments 1-21.

10d. (Optional) If preincubation is required, click Start on the dialog box to confirm that you want
to preincubate the Microplate, then wait for the timer to reach 00:00, indicating preincubation
is complete.

10e. Click Inject Lysate.
10f. Inject 1mL of lysate reagent into the injection port.
10g. Close injection port cover and click Start Analysis.

Upon completion of analysis

When the assay is complete (unless a Print Preview auto-generates, in which case skip to Step 5):

1.

o b~ DN

Remove the Microplate from the Analyzer.

Navigate to Pharmacopeia > Microplate Uniformity Results.
Select the assay you just ran.

Click Print.

Follow the assay signature procedure outlined in “Electronic Signatures” on page 107 to review
and approve the assay and audit trail, then apply signatures to the completed assay.
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1:1 Ratio Verification

The 1:1 Ratio Verification test (Figure 5-10) verifies that Eclipse is able to distribute and mix samples and
lysate reagent in a 1:1 ratio.

Figure 5-10: 1:1 Ratio Verification Screen

Required Materials

The 1:1 Ratio Verification Test requires the following materials:

» Eclipse 1:1 Ratio Kit (STD 85000-XX), which contains 1 vial of 1:1 Ratio Verification Sample (dye)
and 1 vial of reagent water.

* One new Eclipse Microplate

* Pipette and pipette tips capable of delivering 55 uL and 1mL volumes.

Acceptance Criteria

» Ratio Result: 1.9to 2.1

User Guide
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Chapter 5 1:1 RATIO VERIFICATION

Procedure

® N o

9.

10.
11.
12.
13.

Navigate to Pharmacopeia > 1:1 Ratio Verification Test.
Complete the Microplate section:
+ Serial Number
* Lot Number
» Expiration
Click Next.
Enter the Water Sample ID, Lot Number, and Expiration for Segments 1-13.
Enter the 1:1 Ratio Verification Sample ID (dye), Lot Number, and Expiration for Segments 14-21.

NOTE: Segments 22—26 will also hold 1:1 Ratio Verification Sample, but they are not part of the
Samples tab.

Click Next.

(Optional) Enter accessory information.

Load a new Eclipse Microplate into the Analyzer and close the lid.

When prompted, inject 55 uL of water sample into Segments 1-13.

Inject 55 pL of the 1:1 Ratio Verification Sample (dye) into Segments 14-26.
Inject 1mL of 1:1 Ratio Verification Sample (dye) into the lysate port.

Close injection port cover.

Click Start Analysis.

Upon completion of analysis

When the assay is complete (unless a Print Preview auto-generates, in which case skip to Step 5):

1.

o M b

Remove the Microplate from the Analyzer.
Navigate to Pharmacopeia — 1:1 Ratio Results.
Select the assay you just ran.

Click Print.

Follow the assay signature procedure outlined in “Electronic Signatures” on page 107 to review
and approve the assay and audit trail, then apply signatures to the completed assay.
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Lysate Qualification

The Lysate Qualification Test (Figure 5-11) assures that the current lot of lysate reagent to be used,
when mixed with the LRW solution in an Eclipse assay, meets the regulatory requirements for linearity.

Per USP Chapter 85, lysate qualification must be performed for each lot of lysate reagent.

Figure 5-11: Lysate Qualification Test Screen

Required Materials:

+ ~300 yL LRW
* 1 mL lysate reagent
* 1 new Eclipse Microplate

» Pipette and pipette tips capable of delivering 55 uL and 1 mL volumes.

Acceptance Criteria

For each of the standards segments:
» Correlation Coefficient |r| = 0.980
* Negative Control Onset Time > LLOQ Onset Time
* %CV of standards, if applicable based on global settings
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Chapter 5 LYSATE QUALIFICATION

Procedure

o

= © © N>

0.

Log in as a qualified analyst with permission to Validate Products and Start Assays.
Navigate to Pharmacopeia > Lysate Qualification Test.

Complete the Lot Number and Expiration fields in the Lysate Reagent, Lysate Reconstitution
Solution, and Microplate sections, as well as the Microplate Serial Number.

Click Next.

(Optional) Add any accessories you want to include in the test. See
“Step 3: Create Accessories” on page 37 for more information.

Click Start Assay.

Follow the on-screen instructions to inject 55 uL of LRW into Segments 22—-26.
Inject 1 mL of lysate reagent into the lysate port.

Close the injection port cover.

Click Start Analysis.

Upon completion of analysis

When the assay is complete (unless a Print Preview auto-generates, in which case skip to Step 5):
1.

o M Db

Remove the Microplate from the Analyzer.

Navigate to Pharmacopeia > Lysate Qualification Results.
Select the assay you just ran.

Click Print.

Follow the assay signature procedure outlined in “Electronic Signatures” on page 107 to review
and approve the assay and audit trail, then apply signatures to the completed assay.
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CHAPTER 6: MANAGEMENT

This chapter provides instructions for administering the Eclipse platform. It covers user accounts and
permissions, system settings, database backup and restoration, error histories, and audit trail information.

The Management Menu

Use the following selections from the Management menu to administer Eclipse settings and user
accounts:

My Account. Work with the logged-in user’s
password, signature, permissions, and other
information.

Settings. Modify preferences, system defaults,
lysate optical density thresholds and standard
curves, and 21 CFR Part 11 settings.

Users & Work Groups. View a list of your
organization’s Eclipse users and work groups, and
(with administrator-level permissions)modify them.

Default Permissions. (Administrators only) Assign
customized permission sets to each user as needed.

Database. Back up, restore, or archive the Eclipse
database.

Error History. All Eclipse errors displayed in
a filterable list, ready to be acknowledged by a
user with the Acknowledge Errors permission.

Audit Trail. The entire history of Eclipse usage within the organization, with each action
timestamped and associated with the user that performed the action.
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Chapter 6 My ACCOUNT

My Account

The My Account screen contains the current user’s:
» Password
+ Signature and Signature Image
* Name, Role, and Work Groups

* Permissions

Changing Your Password

To change your Eclipse password:

1. Navigate to Management > My
Account > Account Settings tab
(Figure 6-1).

2. Enter your current password in the
Password field.

3. Complete the New Password and
Confirm Password fields, making sure
to choose a password that adheres to
the established password rules within

the current Work Group: Figure 6-1: Account Settings Tab
* |s at least 8 characters long

* Includes at least 1 uppercase and 1
lowercase letter

e Includes at least 1 number

* Is not one of your previous 3
passwords (see “Password
Rules” on page 93).

4. Click Accept.

User Information

Navigate to Management > My
Account > User Information tab
(Figure 6-2) to see the user’s name,
role, and Work Groups (Main and

Secondary). Figure 6-2: User Information Tab
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Chapter 6 SETTINGS

Settings

The Settings menu contains three tabs to modify Preferences, System Defaults, Lysate, and
21 CFR Part 11 compliance settings.

Preferences

The Preferences tab (Figure 6-3) lets you specify regional settings such as language (English, Chinese,
Japanese, Korean) and time/date format, reporting options, and assay result display options. Which
settings are visible to the user depends on their permissions.

6 7 8
| l_
2 [
—9

| =
3

| =
4

| —
TL
Figure 6-3: Settings—Preferences Tab
1 - Date and Time Display Format T EndotomeConcentratlon Units 3 - Language
ormat
4 - Decimal Separator 5 - Analyst Qualification 6 - Reports
7 - Exports 8 - Assay Results 9 - Analysis Validity
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Work Group Level Settings

These settings apply to all users within a Work Group.

NOTE: Click Accept to confirm your changes.

Regional Settings

Date and Time Display Format
To select a date and time format for your Work Group, navigate to Management > Settings >
Preferences tab, then select the appropriate formats from the available options (Figure 6-4).

Endotoxin Concentration Units Format
Choose whether endotoxin concentration is displayed as EU or IU (Figure 6-5).

Language
Use the dropdown list to choose the language of the Eclipse software user interface (Figure 6-6).

Decimal Separator
Use the dropdown list to choose between a comma or a period (Figure 6-7).

Figure 6-5: Endotoxin Concentration
Figure 6-4: Date and Time Display Units Format

Format

Figure 6-7: Decimal Separator
Figure 6-6: Language
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Analyst Qualification

Set an interval for required analyst requalification,
and set the number of days for the requalification
reminder that the analyst will see (Figure 6-8).

1. Navigate to Management > Settings >
Preferences tab.

2. Put acheck mark in the box next to Analyst
requalification every (months).

3. Enter the number of months between analyst

S Figure 6-8: Analyst Qualification
requalifications.

4. Enter the number of days before requalification that you want to send a reminder to the analyst (or,
un-check the Requalification reminder box if you don’t want to send a reminder).

Reports

You can customize your Eclipse reports with your company’s name and logo, change the kind of report
that is generated by default, or change other report preferences by navigating to Management > Settings
> Preferences tab (Figure 6-9).

Company Name and Logo
To enter your company’s hame and logo for display on Eclipse
reports:

1. Enter a name in the Company Name field.

2. Click the magnifying glass icon to browse your PC for a
company logo or other image.

3. Drag the borders of the image so that the logo is visible
and click Accept.

The name and logo will now display on all Eclipse
reports:

Report Options
Choose whether to:
» Show curve graph in reports
» Auto-generate report after analysis

Figure 6-9: Reports Settings
* Auto-print report after analysis

Default Assay Result Report
Choose a default assay report type—Result or Detail.
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SETTINGS

Exports

Default Export Type
To choose which default file type and location to export Eclipse
assay, user, and other data to:

1. Navigate to Management > Settings > Preferences tab.

2. Under the Exports section (Figure 6-10), choose the file
type from the Default Export Type list by clicking the
button to the left of your chosen file type (CSV, XML, or
Excel).

3. Browse for a destination path by clicking the magnifying
glass icon, or type the location in the Export path field.

4. Click the check boxes under the Export path field to
choose whether to automatically open the file after export
and/or export after analysis.

Figure 6-10: Export Settings

System Level Settings

Assay Results
Choose an option for %CV calculation (Figure 6-11):
* Onset Time

* Endotoxin Concentration

Figure 6-11: Assay Results
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Analysis Validity

Define the criteria for the validity of assays and product samples, as well as termination criteria
(Figure 6-12). Red text = not user-configurable.

Invalid Assay Criteria
» Temperature is out of specification (36—38 °C)

* |r|<0.980
* Onset time of NC is < lowest standard

» Standard curve slope and Y-intercept are out of
customer-defined range

* %CV of controls are out of customer-defined
specification
Invalid Termination
» Temperature is out of specification (36—-38 °C)
* |r]<0.980

* Onset time of NC is < lowest standard

Invalid Sample Criteria . . o
* %Recovery of PPC is out of specification (50— Figure 6-12: Analysis Validity
200%)

» Endotoxin concentration exceeds the release limit (ERL must be set up and saved to each product
within the Products & Accessories library)

* %CV of controls are out of specification

Sievers Eclipse User Guide
DLM 85000-04 EN Rev. A 87 © 2024 Veolia



Chapter 6 SETTINGS

Defaults

You must have permission to Edit Defaults to see the Defaults tab and permission for each type of default
(e.g., User, Product) to see that group of settings. Figure 6-13 shows the Management > Settings >
Defaults tab screen when all Edit Default permissions are active.

Figure 6-13: Settings—Defaults Tab

1 - New Users 2 - Products/Accessories 3 - Assays
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New Users

To choose a default New User Role for new Eclipse
users:
1. Choose a role from the User Role list
(Figure 6-14).
2. Click Accept to save your changes.

Products

(Optional) To choose a default Sample Type for Figure 6-14: Default New User Role

product samples:
1. Choose a Sample Type from the list (Figure 6-15).

2. Enter the Manufacturer name and the Lot count required for production validation. See “Product
Validation” on page 70 for more information.

3. Click Accept to save your changes.

Accessories
To choose a default Accessory type:

1. Choose a type from the list (Figure 6-15).
2. Enter the name of the Accessory manufacturer.
3. Click Accept to save your changes.

Figure 6-15: Default Products and Accessories
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Assays

Eclipse gives you the ability to set defaults for several assay criteria, from Lysate Reagent and Lysate
Reconstitution Solution types to maximum assay length, %CV and PPC Recovery Limits, and more.

When you have entered your preferred default assay settings, click Accept to save them.

Figure 6-16: Assay Defaults
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Lysate Settings

In the Management > Settings > Lysate tab (Figure 6-17), the Optical Density Threshold is set according
the manufacturer’s instructions for use and calculated for equivalency on the Eclipse Microplate. These
fields are editable, but please contact your Veolia representative prior to making any changes. More
information is available through technical support and published technical reports.

* You can also choose a default Standard Curve for each lysate brand.
» All Lysate settings are System Level Settings.

* When you have entered your preferred Lysate settings, click Accept to save them.

Figure 6-17: Settings—Lysate Tab
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21 CFR Part 11 Settings

The Management > Settings > 21 CFR Part 11 tab (Figure 6-18) contains security features that ensure
your Eclipse platform’s account protection and password policies comply with the regulations set forth in
21 CFR Part 11. You must have Edit 21 CFR Part 11 permissions to view or modify the settings on this
screen.

Figure 6-18: Settings—21 CFR Part 11 Tab

1 - Username Rules 2 - Password Rules 3 - Account Protection
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SETTINGS

Username Rules

To set the rules for Eclipse usernames:

1.

Navigate to Management > Settings > 21 CFR Part
11 tab (Figure 6-19).

Enter the Minimum Length and Maximum Length for
your organization’s Eclipse usernames, and put a
check mark in the box next to any required character
types.

Click Accept to save your changes.

Figure 6-19: Username Rules

Password Rules

To set the rules for Eclipse passwords:

1.

Navigate to Management > Settings > 21 CFR
Part 11 tab (Figure 6-20).

Enter the Minimum Length and Maximum Length
for your organization’s Eclipse passwords, and
put a check mark in the box next to any required
character types.

Enter a value in the Prevent reuse of last
(passwords) field to control the number of unique
passwords that must be chosen before the system
allows password reuse.

Click Accept to save your changes.

Figure 6-20: Password Rules

Account Protection

The Account Protection section (Figure 6-21) lets you set
values for:

How many days before passwords expire

How many failed login attempts before locking out the
user

How much idle time before the Eclipse program locks

Click Accept to save your changes.

Figure 6-21: Account Protection
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Users & Work Groups

Navigate to Management > Users & Work Groups to see a list of your organization’s Eclipse users and
Work Groups.

When you first set up the Eclipse platform, you created a System Administrator login to set the initial
default Work Groups, user roles, and permissions. You should have also created an Administrator whose
ongoing role is to manage these users, permissions, and other functions. See “Create an Administrator
Profile” on page 53 for more information. Administrator-level access is required to change (or even see)
most user and permission settings.

Managing Users and Work Groups

Managing Users

From the Management > Users & Work Groups screen (Figure 6-22), an Eclipse user with
administrator-level permissions can:

» Sort users by name, status, and other criteria
» Add or Edit users

* Print or export the user list

* Reset passwords and deactivate users

Figure 6-22: Management—Users & Work Groups
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Sort the User List

1.

2
3.
4

Navigate to Management > Users & Work Groups > Users tab.
Click the Add Filter icon at the upper left of the user list.
Choose a sort criteria from the list that appears (Figure 6-23).

On the window that appears, click the lists to select a Filter and Value for the criteria, then click
Accept to sort the list. Figure 6-24 shows the filter set for analysts qualified before October 4,
2022.

The filtered, sorted list of users (Figure 6-25) is ready to print or export, or you can further sort the
list by repeating steps 1-4.

Figure 6-23: Sort Criteria Figure 6-24: Filter Setting

Figure 6-25: Filtered User List

Print the User List

1.
2.
3.

4.

Navigate to Management > Users & Work Groups > Users tab.
See Sort the User List if you want to sort or filter the user list.

Click Print to print the current list to a local or networked printer or a PDF. If you want to print only
selected users, click them in the list (Ctrl-click to select multiple users), then click Print Selected.

On the Print Preview that appears, click Print, then select Send to Printer or Save to PDF.

Export the User List

1.

Navigate to Management > Users & Work Groups > Users tab.

2. See Sort the User List if you want to sort or filter the user list.
3. Click Export.
4. Inthe Export File Type window that appears, select a file type (Excel, CSV, XML) from the list,
then click Accept.
5. Choose a filename and location, then click Save.
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Managing User Profiles

This section details the options available for user management:

» Creating, editing, activating, and deactivating user profiles

* Resetting passwords and signature images

+ Editing user default settings

» Implementing account protection and username/password rules

SETTINGS

Creating new user profiles

1.

Navigate to Management > Users & Work
Groups > Users tab.

Click Add.

On the New User screen, the User Information
tab appears by default (Figure 6-26). On this
screen, fill in the Username, First Name, and Last
Name fields (required).

Select a primary Work Group from the list. If the
user will belong to any additional Work Groups,
select them from the Secondary Work Groups
list.

Select a User Role from the list.

(Optional) The new user has the default

permissions for their User Role. To add or remove
individual permissions from the new user, click the
Permissions tab, then click the check box next to

each permission that you want to add or remove.

Carefully review the information on both tabs of the
New User screen and click Accept to create the
new user.

Figure 6-26: Create New User
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Editing user profiles

1. Navigate to Management > Users & Work Groups > Users tab.
2. Select a user to edit from the list.
3. Click Edit.

User Information

The User Information tab (Figure 6-27) lets you edit the user’s Work Groups, User Role, and User
Status.

Editing Work Groups
To change the user’s primary Work Group,
choose an option from the Work Group list.

To change the user’s Secondary Work Group(s),
click the check box next to the name of the Work
Group to be added or removed for that user.

Selecting a User Role

Select a role from the User Role list. When you

change the User Role, the default permissions

for that role will be applied to the user. Any

previous customized permissions will be lost, Figure 6-27: Edit User Information
however, you can apply custom permissions from

the Permissions tab.

Changing User Status
Eclipse User Status determines whether a user is Active, Inactive, or Locked. To change User Status,
select an option from the User Status list.

Changing User Permissions

The Eclipse platform allows access to features and system settings based on permissions. Each User
Role has an associated set of default permissions (see “Default Permissions” on page 105). However,
you can also set individual permissions for each user. See “Changing Individual User Permissions” on
page 106 for instructions.

Qualifying Analysts

Before running assays, analysts must be qualified on the Eclipse platform. See “Analyst Qualification” on
page 85 for instructions.
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Resetting a User Password

1.

2
3.
4

Log in as an Administrator or other user with permission to Reset User Password.
Navigate to Management > Users & Work Groups > Users tab.
Select the user whose password you want to reset.

Click the <+« button (Figure 6-28) and select Reset Password. The user will be prompted to create
a new password upon login.

Figure 6-28: Resetting Password (°** Button)

Resetting a User Signature Image

1.

Log in as an Administrator or other user with
permission to Reset User Signature Image.

2. Navigate to Management > Users & Work
Groups > Users.
3. Select the user whose signature image you
want to reset.
4. Click Edit.
5. Below the User Status setting, if the user has
set an image for their signature, there will be
a Reset User Signature Image check box
(Figure 6-29). Click the box to check it.
Checkbox
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Deactivating a User

1.

2
3.
4

Navigate to Management > Users & Work Groups > Users.
Select the user that you want to deactivate.
Click the <=+ button and select Deactivate.

In the Confirm Deactivate dialog box, click Deactivate to complete the deactivation. The user will
now appear as Inactive in the User List, and can neither log in nor perform any Eclipse functions.

Reactivating an Inactive User

1.

I

Log in as an Administrator or other user with permission to Edit Users.

Navigate to Management > Users & Work Groups > Users.

Select the inactive user that you want to reactivate.

Click Edit.

In the User Status list, select Active:

Click Accept to reactivate the user. The user will now appear as Active in the User List.

NOTE: You can also use this method to deactivate a user—just select an active user in Step 3,
and select Inactive in Step 5.

Locking a User

To lock a user and prevent them from logging in:

1.

I

Log in as an Administrator or other user with permission to Edit Users.
Navigate to Management > Users & Work Groups > Users.

Select the user that you want to lock out.

Click Next.

In the User Status list, select Locked:

Click Accept to lock the user. The user will now appear as Locked in the User List. You can
change their status to Active or Inactive using the method described above.
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Managing Work Groups

If your organization uses the Eclipse platform in multiple departments or locations, Work Groups let you
organize users, product information, and assay data more efficiently.

Every Eclipse user belongs to a main Work Group (which is created during Eclipse setup—see “Create a
Default Work Group” on page 23), and their Eclipse activity is limited to that Work Group. However, you
can create additional Work Groups for use as main or secondary groups across the organization.

The Work Groups tab (Figure 6-30) shows a list of your organization’s Work Groups and their respective
Main Users, Secondary Users, Products, and Accessories.

Creating a new Work Group
1. Log in as an Administrator or other user with permission to Edit Users and Create Work Groups.

2. Navigate to Management > Users & Work Groups > Work Groups tab.

Figure 6-30: Management—Work Groups Tab

Click Add.

4. Complete the fields for Work Group Name,
Laboratory Location, and Comments (Optional).
For this example, “New York” is the new Laboratory
Location (Figure 6-31)

5. Click Accept.

6. On the dialog box that appears (Figure 6-32), click
Create to create the new Work Group.

Figure 6-31: Create New Work Group

Figure 6-32: Confirm New Work Group
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The new Work Group (Figure 6-33) will appear as a secondary Work Group for the user that
created it. Only this user and the Global System Administrator profile will be able to see it until

more users are added.

Figure 6-33: New Work Group in List

7. Navigate to the Users tab.
8. Select a user to add to the Work Group and click Edit.

Only users in your current Work Groups are shown. The Global System Administrator must add
you to other Work Groups if you want to add a user from a Work Group not currently in your profile.

9. On the Edit User > User Information tab, you can either:
» Make the new Work Group the main group for the user by selecting it from the Work Group list

Figure 6-34: Changing Main Work Group
* Make it a secondary Work Group by selecting a different Work Group in the list as the primary

one, which will automatically make the new Work Group a Secondary one. Add a check mark
to the Secondary Work Group to activate it for the user.

Figure 6-35: Adding Secondary Work Group

User Guide
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Editing an existing Work Group

1. Log in as an Administrator or other user with permission to Edit Users and Edit Work Groups.
2. Navigate to Management > Users & Work Groups > Work Groups tab.

3. Click Edit.
4

Edit the Laboratory Location and Comments fields (the Work Group Name cannot be modified).
For this example, the Laboratory Location has changed from New York to Tatabanya (Figure 6-36).

Figure 6-36: Editing Work Group Location

5. Click Accept. The Work Group list should display the new information.

6. To add users to an existing Work Group, follow Steps 7-9 in “Creating a new Work Group” on page
100.

If you are not planning to act as the Administrator of the new Work Group, assign this User Role to
another user. See “Step 6: Create an Administrator Profile” on page 30
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Permissions

Access to Eclipse functions is governed by permissions. The Analyst, Supervisor, and Administrator
user roles each have their own default set of permissions with different levels of system access, but an
administrator can assign customized permissions to each user, independent of their role.

Eclipse Permissions

Users:

View, Create, Edit, Deactivate, Reset User Password, Reset User Signature Image, Export, Print.

Work Groups:
View, Create, Edit, Export, Print

Sample Types:
View, Create, Edit, Delete, Export, Print

Products:
View, Create, Edit, Delete, Export, Print

Accessories:
View, Create, Edit, Delete, Export, Print

Assay Templates:

View, Save, Delete, Export, Print

Assays:
Start / End

Assay Results:

View, Export, Print

Trend Graph:

View, Print

Signatures:

Sign Approvals, Remove Signatures
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Pharmacopeia:

Validate Products, Print Product Validation Report, Qualify Analysts, Print Analyst Qualification Report

Diagnostics:

Perform Diagnostics, Upgrade Analyzer Firmware, Apply Calibrations

Database:

Archive, Backup, Restore, Open Archive File, Schedule Backup, Change Datastore Archive Location

Errors:

View, Acknowledge, Export, Print

Audit Trail:

View, Review, Export, Print

Edit Preferences:

Regional Work Group Settings, Report Settings, Export Settings, Analyst Qualification Settings, Assay
Results Settings

Edit Defaults:

User Default Settings, Product Default Settings, Accessory Default Settings, Assay Default Settings,
Lysate Default Settings, Default Permissions

Edit 21 CFR Part 11:

Username & Password Rules, Account Protection
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Default Permissions

Each of the three User Roles (Analyst, Supervisor, Administrator) has its own set of default permissions.

The list of permissions is extensive, and changes to it affect access to user settings, assay settings,
products, Eclipse diagnostics, 21 CFR Part 11 rules and settings, and system-wide preferences. When
assigning permissions to individual users or changing default permissions for a user role, be mindful of
data integrity and regulatory concerns.

From the Management > Default Permissions screen (Figure 6-37), an Eclipse user with administrator-
level permissions can view and change the default permission sets for each User Type.

Figure 6-37: Default Permissions Screen

Analysts

Analysts can (for their Work Group) create products, sample types, and accessories; start and abort
assays; view, export, and print assay results and trend graphs; perform some diagnostic and calibration
activities; and view and print error logs and audit trails.

Supervisors

Supervisors have most of the same default permissions as Analysts, as well as additional permissions
to view their Work Group’s user list; delete products, accessories, and sample types; sign approvals and
audit trails; remove signatures; acknowledge errors; edit system default settings; and qualify Analysts.

Administrators

Administrators have a default permission set that is limited to administrative functions within Eclipse—for
compliance purposes, Administrators should not have access to assays, products, or other production-
related functions. Rather, they should manage their Work Group’s users, passwords, system defaults, and
database and audit trail activities.
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Changing Default Permissions

To change the default permissions for a User Role:

1. Log in as an Administrator or other user with permission: Edit Default Permissions.

2. Navigate to Management > Default
Permissions. The three User Roles are
separated by tabs at the top of the screen

(Figure 6-38).
. ) Figure 6-38: User Role Tabs
3. Click the User Role you want to assign

default permissions to.
4. Click the check box next to a permission to enable or disable it.

The permissions you select will be available to all users who have that User Role. If you want to
change a permission for an individual, see the next section.

6. Click Save to save the default permission set for the User Role.

Changing Individual User Permissions

To add or remove permissions for an individual user:

1. Log in as an Administrator or other user with permission to Edit Users in the Work Group of the
user you want to modify.

Navigate to Management > Users & Work Groups.
Select the user whose permissions you will modify and click Edit.
Select the Permissions tab.

Click the check box next to a permission to enable or disable it.

A T

Click Accept to save the permission set for the user.
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Electronic Signatures

Electronic signatures are required to approve assay results, qualify analysts, and validate other activities
within Eclipse.

Setting up Signatures

Each user has an electronic signature (first/last name)
associated with their user profile by default. You can
customize your signature text and/or add a signature
image by navigating to Management > My Account
(Figure 6-39).

To change the signature text, click in the Signature
field, enter the text you want to use, and click Accept.
Changing this text will not change the user profile
associated with the signature.

If you want to add a visual element to your electronic
signature, you can add a Signature Image.
1. Click the magnifying glass icon next to

Signature Image and browse for the image you
want to use.

2. After selecting the image, click and drag the
crop box to define the visible area for the
Signature Image, then click Accept. Figure 6-40
shows a scanned image of the user’s actual
signature.

Your Signature Image will now appear anywhere your Figure 6-39: Signature Settings
signature appears in Eclipse, such as assay result
reports Figure 6-41):

Figure 6-40: Select Signature Image
Figure 6-41: Result with Signature Image
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Signing Assay Results
To be considered complete, an assay must be signed three times, in the following order:
1. To review the result (by the analyst who ran the assay).

2. To approve the result (by a second user with appropriate permissions, except the user who ran the
assay).

3. To review the audit trail report (by any user with appropriate permissions, except the user who ran
the assay).

The Eclipse software automatically presents the correct signature option, and all three signatures are
executed the same way in the signature dialog box.

Step 1: Review the Assay Result

You can sign an assay result either from the Print Preview of the assay report or from the Results >
Assay Results screen. Regardless of

which method you choose, it is important

that you review either a paper copy or

the Print Preview of the Assay Report

before entering each signature.

Signing from the Print Figure 6-42: Print Preview Screen
Preview

1. Click Signatures at the top of the Print
Preview (Figure 6-42).

2. Click Review Result.

3. Onthe Assay Result signature dialog
box, click Load Signature to continue.

The initial Review Result signature must be
completed by the user who ran the assay.

4. Enter the testing analyst’'s username
and password and click Accept

On the Review Assay Result screen,
the Sign button is now highlighted
and the user’s signature image (if
applicable) is populated (Figure 6-43).

Figure 6-43: Review Assay Result Dialog

5. Click Sign to apply the signature. Box
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SETTINGS

Step 2:

After the assay result has been reviewed by the testing

Approve the assay result

analyst, a second user (with Sign Approvals permission) must
review the assay report and approve it.

1.

After you enter the Review Result signature, click
Signatures > Approve Result in the Print Preview

(Figure 6-44).

The signature dialog box will now display a check
mark next to the first signature line to show that the

result has been reviewed by the tester.

Enter the username and password of a user who has
permission to approve assay results and click Accept.

Click Sign to apply the signature.

Review the audit trail

On the Print Preview, click Next until you reach
Related Audit Trail Entries.

Review the Audit Trail.
Click Signatures > Review Audit Trail.

The signature dialog box will now display
a check mark next to two signature lines
to show that the result has been reviewed
and approved.

Enter the username and password of
a user who has permission to Approve
Assay Results and click Accept.

Click Sign to apply the signature.

When the assay has been completely
reviewed and signed, you can view the
signatures on the last page of the assay
result report (Figure 6-45):

Figure 6-44: Approve Assay Result
Dialog Box

Figure 6-45: Signed Assay Result Report
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Signing from the Assay Results Screen

1. Navigate to Results > Assay Results.
2. Select the assay in the Assay Results list.

3. Click the button shown in Figure 6-46. The button will display the type of signhature needed, either
Review Result, Approve Result (shown below), or Review Audit Trail.

Figure 6-46: “Review Result” Signature Button

Clicking this button performs the same function as clicking Signatures > (Review/Approve/
Review) on the Print Preview—it simply opens the signature dialog box.

When you sign the assay result, you are certifying that you have reviewed it. Before you access the
signature dialog box from the Results > Assay Results screen, review the results, either in the Print
Preview or from a paper copy.

Removing Signatures

To remove signatures from an assay result:

1. Navigate to Results > Assay Results.
Select the assay that you will be removing signatures from.
Click Remove Signatures.

On the Remove Assay Result Signatures dialog box, click Load Signature.

o M @b

Enter the username and password of a user with permission to remove signatures and click
Accept.

6. Click Remove. The signatures will be removed from the assay and the audit trail will record this
change. When you select the assay on the Results > Assay Results screen, the Review Result
option will be available. If you want to sign the assay again, repeat the steps outlined at the
beginning of “Electronic Signatures” on page 107.
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Database

The Database screen (Figure 6-47) lets you immediately back up or schedule a future backup for the
Eclipse database, restore a previous version of the database, or archive the database.

The difference between Backup and Archive is important. When you back up the Eclipse database, you
are simply creating a copy of the database that can be restored in the event of a catastrophic event.
When you create an archive, Eclipse removes the sample data and audit trail information and places
ONLY that data into a separate file. This improves the performance of the working database while
maintaining a record of all Eclipse assay data. For more information about archives, see “Archive a
Database” on page 113.

Figure 6-47: Management—Database
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Perform a Backup

To perform a backup of the Eclipse database:
1. Navigate to Management > Database.

Click Backup....

SETTINGS

2
3. Choose a location for the backup file. It will be named AIBET_Backup_[date/time stamp].scb.
4

Click Save.

Schedule an Automatic Backup

To schedule an automatic, recurring backup of the Eclipse

database:
1. Navigate to Management > Database.

2. In the Backup section (Figure 6-48), put a check mark in

the box next to Auto Backup Enabled.

3. Click the calendar icon to choose a date for the first
backup, or enter the date in the Initial Start Date field.

4. Enter a start time for the backup in the Start Time field.

Enter the frequency in days that you want the backup to

reoccur (the default is 7 days).

6. Click the magnifying glass icon to browse for a location to
save the backup, or enter the location in the Storage Path

field.

7. Click Accept to save the changes.

Figure 6-48: Auto Backup

To discontinue recurring automatic backups, deselect Auto

Backup Enabled.
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Restore a Database

To restore a previously backed up database:
1. Navigate to Management > Database.

2. Click Restore....

3. Locate the backup file and click Open. The restored database will become active again.

Archive a Database

To archive the current Eclipse instance, including all assays, users, and other data:
1. Navigate to Management > Database.

2. Click Archive....

3. Choose a location for the archive file. It will be named AIBET_Archive_[date/time stamp].sca.
4. Click Save.

About the Data Store

A full Eclipse assay compiles about 25 MB of data in the form of raw optical density (OD) readings
from each of the 104 wells on a Microplate. The final calculations on the raw data take up much
less space, but the raw OD data must still be stored for compliance purposes.

To keep the program running quickly and efficiently, Eclipse automatically archives the raw OD
readings every week into a data store that is separate from the assay data, user accounts, audit
trails, and other data that must be accessed regularly.

If you need to print the raw OD data report, you can find it in the location listed in the Data Store
Location field on the Management > Database screen.
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Error History

The Error History screen shows all Eclipse errors in a filterable list that displays:
+ Date of the error
* Error Number
» Acknowledged On
+ Acknowledged By
+ Comment
* Analyzer Serial Number
* Analyzer Firmware Version

For compliance purposes, these errors must be acknowledged by a user with the Acknowledge Errors
permission.

1.  Navigate to Management — Error History.
2. Select the error to acknowledge.
3. Click Acknowledge.
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Audit Trail

The Audit Trail is one of the most important components of Eclipse’s data integrity. It ensures that all
activity within the system is accurately and completely logged, timestamped, and associated with the user
who performed each action. It records the entire history of Eclipse usage within the organization, and
meets and exceeds the requirements set forth in CFR 21 Part 11.

To view the audit trail, navigate to Management > Audit Trail (Figure 6-49).

Figure 6-49: Management—Audit Trail

The Audit Trail shows (by date, in descending order):

Date Occurred—the date and time that the action took place
Action—a concise description of what occurred

Performed by—the user that initiated the action

Detail Information—a precise description of the action

Additional Information—details about the action, such as an assay description or the name of a
user whose profile was modified

Comment—further clarifying information, if provided at the time of the change

Windows Info—the Windows workstation and user login from which the action was initiated

You can filter the displayed audit trail entries by clicking the filter icon and choosing a filter criterion.
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Printing or Exporting the Audit Trail

To generate a printable report of the Audit Trail, click Print. You can either send the report to a printer (use
caution, the entire Audit Trail will be printed) or to a PDF file.

To export the Audit Trail to Excel, CSV, or XML, click Export.

Archived Audit Trails

To see the Audit Trail from an archived Eclipse database, click Open Archive, browse for the data file,
and click Open.
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Upgrading the Eclipse Firmware

To upgrade the firmware:
1. Navigate to Diagnostics > Analyzer.
2. Enter the location of the firmware (or click the magnifying glass icon to browse for the file).
3. Click Upgrade.

Preventative and Routine Maintenance

There are no user-serviceable parts on or inside the Analyzer. Only trained service technicians in your
region should perform service or repairs on an Eclipse Analyzer.

Inspection:

Inspect the Eclipse Analyzer lid assembly for mechanical damage before each use. If you observe any
damage such as cracks or missing or loose parts, remove power from the Analyzer, discontinue use, and
contact your local Technical Support.

Routine Maintenance:

Routine maintenance is limited to cleaning of the Analyzer. Sievers Analytical Instruments recommends a
monthly cleaning of the Eclipse Analyzer (or more frequently, if desired).

Clean the inside surfaces of the Analyzer and lid using a non-abrasive material dampened with a 70%
isopropyl alcohol or 10% bleach solution.

Caution: Do NOT use water or cleaners on the display screen, as they can damage or discolor the
display. Wipe away any condensation or spills immediately.
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Special Care:

For proper operation of the Analyzer, ensure that items 1-3 in Figure 7-1 are dry and free of dust and
debris before inserting a Microplate. Ensure that items 2 and 3 are free of fingerprints and scratches.
Perform maintenance cleaning of the Analyzer as frequently as necessary to keep these items clean.

Figure 7-1: Analyzer Floorplate

Item Description
1 Microplate support
2 Optical measurement windows
3 Temperature sensor window
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Diagnostics

Optical Verification

Optical verification verifies the Analyzer’s optical density (OD) measurement accuracy and consistency.

Required Materials:

» Eclipse Analyzer

» A calibrated Optical Verification Plate (OVP) provided by Veolia

About the OVP:

The OVP is a diagnostic tool that allows light to travel at various intensity levels through nine NIST-
traceable filters, shown in Figure 7-2. During Optical Verification, the Eclipse Analyzer measures the
intensity of the light through the filters to confirm that the platform’s optics are correctly calibrated.

Figure 7-2: Optical Verification Plate
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Acceptance Criteria:

» Deviation from expected values < 5.0%
* % Intensity @ 400—410 nm > 95.0%

Preparation:

The Optical Verification requires that the OVP be free of dust, powders, and any other small particulates
that might interfere with the measurements taken through the nine filters on the OVP.

To ensure the OVP is clean and particle-free, keep the OVP in its original packaging (inside the dust

sleeve and foam-padded box) until the software instructs you to load it into the Eclipse Analyzer in Step 5
of the Optical Verification.

Use a can of compressed air to remove any suspected particulates from the OVP filters (Figure 7-3).
Remember to clean both sides of the filters.

Figure 7-3: Using compressed air to clean OVP filters
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Procedure:

1.

Navigate to Diagnostics > Optical Verification (Figure 7-4)

Figure 7-4: Optical Verification Plate

2. In the Optical Verification Test tab, complete the Test Details section:
« OVP Calibration Doc #
* OVP Serial #
« OVP Calibration Date (available on the certificate provided with each OVP)
» OVP Calibration Due Date (available on the certificate provided with each OVP)
3. Inthe Expected Values section, use the values provided with the OVP certificate to complete
the fields for Filters 1-7.
Click Start.
The screen will display: “Insert OVP: Please insert the optical verification plate and close lid.”
5a. Load the OVP into the Eclipse Analyzer and close the lid. A dialog box will appear on
screen that says: “Injection Port state is unknown. Please open and close the Injection Port
twice.”
5b. Open and close the injection port cover twice.
5c. Click Start.
6. A progress bar will advance as the test runs. When the test is complete, remove the OVP from
the Analyzer.
7. On the Print Preview of the test results, click Signatures to sign the results of the Optical
Verification (see “Electronic Signatures” on page 107 for more information).
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Upon completion of analysis

When the assay is complete (unless a Print Preview auto-generates, in which case skip to Step 5):
1.  Remove the OVP from the Analyzer.

Navigate to Diagnostics > Optical Verification > Optical Verification Results.

Select the appropriate test from the list.

Click Print.

Follow the assay signature procedure outlined in “Electronic Signatures” on page 107 to
review and approve the assay and audit trail, then apply signatures to the completed assay.

o b~ DN

Temperature Verification

Temperature Verification ensures that the temperature of the Analyzer and Microplate is within
operating range.

Materials Required:

This test requires a calibrated Temperature Verification Plate (TVP) provided by Veolia.

About the TVP:

The TVP is a diagnostic tool that verifies the
Eclipse Analyzer’s ability to accurately measure
plate temperature. The TVP has a temperature
measurement range of 15-45 °C, 12 bits of
resolution (with 12 LEDs for output), and a
NIST-traceable calibrated accuracy of £0.1 °C.
During Temperature Verification, sensors on the
Analyzer measure the temperature on the top
and bottom of the TVP, and the Eclipse software
compares that data with the measurements
reported by the TVP.

Figure 7-5 shows:
1. Power switch
2. Battery status LED

3. Battery cover Figure 7-5: TVP Board
When the power switch is ON, the color of the battery status LED shows the amount of battery life left:

* Green—full charge
» Orange—charge depleted, replace batteries soon
* Red—replace batteries immediately

The TVP will accurately measure temperature until the LED goes out.
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To change the batteries:

The TVP is powered by two CR2016 button cell batteries. To change them:

» Use the power switch to turn off the TVP.

* Use a small cross-head screwdriver to remove the two battery cover screws and remove the battery
cover.

* Remove the spent batteries, and insert two fresh CR2016 batteries with the positive (+) sides facing
up.

* Replace the battery cover and gently tighten the battery cover screws (do not over-tighten).

Acceptance Criteria

» Temperature 37 °C %1

» Temperature is calibrated to £0.5 °C. if the test reports that the temperature is within the spec, but
outside of the 0.5 °C range, you will be prompted to apply temperature adjustment.

Procedure:

1. Log in as a user with permissions to run
diagnostics.

2. Navigate to Diagnostics > Temperature
Verification (Figure 7-6).

3. Inthe Temperature Verification Test tab,
complete the Test Details section:

» TVP Calibration Doc # (available on
the certificate provided with each TVP)

» TVP Serial # (available on the TVP
label or TVP certificate)

» TVP Calibration Date (available on the
certificate provided with each TVP)

» TVP Calibration Due Date (available
on the certificate provided with each
TVP)

Click Start.

5. The screen will display: “Please turn on
the temperature verification plate (the
LEDs will light up), insert it into the Eclipse
Analyzer, and close the lid.”

Turn on the TVP—the lights on the plate will blink.
Insert the TVP into the Eclipse Analyzer and close the lid.

Figure 7-6: Temperature Verification Screen

8. Adialog box will appear on screen that says: “Injection Port state is unknown. Please open and
close the Injection Port twice.”

9. Open and close the injection port cover twice.
10. Click Start.
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Upon completion of analysis

When the assay is complete (unless a Print Preview auto-generates, in which case skip to Step 5):

1.

Remove the TVP from the Analyzer and turn it off.

2. Navigate to Diagnostics > Temperature Verification > Temperature Verification Results.
3. Select the appropriate test from the list.
4. Click Print.
5. Follow the assay signature procedure outlined in “Electronic Signatures” on page 107 to review
and approve the assay and audit trail, then apply signatures to the completed assay.
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