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Getting Started

Introduction

Welcome to eQAP real-time peer review. This inter-laboratory statistical service, available through the Roche
Diagnostics USA website, offers our customers access to a peer analysis program by providing secure web-
based access to customer data and reports.

Enjoy the benefits of:
+ instantaneous reporting - receive up to the minute, live, quality control information the moment you
log on

« error checking for data entry - the centralized database manages and error-checks all data entries,
flagging any results outside established parameters

+ extra data entry - simply provide data in summary format, submit via daily entry, or download files
saved from the cobas b 123 POC system and cobas b 221 blood gas system

+  customized reports - receive a detailed custom report, highlighting inter-laboratory and peer group
statistics.

Overview
Our On-Line Peer Analysis program is an internet-based system for review of Quality Control and Linearity
information.

Contact Information
For questions regarding data entry in the eQAP real-time peer review group reporting, contact the Roche
Diagnostics Customer Support Center at 1-800-526-2272.

Accessing Roche Diagnostics USA
eQAP peer group reporting program is available through the Roche Diagnostics USA website.

If you are not currently registered, instructions can be found at: usdiagnostics.roche.com/en/document/Login_
Registration_instructions.pdyf.

eQAP User’s Guide 1
version 10



Getting Started

Accessing eQAP

Enroll an instrument in eQAP
L. Log in to Roche Diagnostics USA.

RocheDiagnostics USA  Roche.com  Site Map Cnntﬂct

Home Products Documentation Training & Education  News & Events  Support

Sign in to My Account

3
Email address: I'V-’ re H(.’Tf.’ to HeIp
Get in touch with our sales and support teams
Password: via web, email, phone, or fax.
Forgot your password? = Find Your Roche Rep
Signin

> Need to register?
> Has your Roche Sales Representative set up an Evaluation account for you?
> Has your email changed since your last login?

. .
2. Click Quality Assurance Program (eQAP) from the Support menu.
Roche Diagnostics USA  Roche.com  Site Map  Contact  Welcome Patrick Gallagher (Not you?) My Account  Sign Out
. - . Q
Home Products Documentation Training & Education  News & Events =~ Support
28 Support Overview
Services & Resources Roche Support Network
Overview Overview
Quality Assurance Progran{‘geOAP] Sales and Support Teams
Help Videos Customer Engagement
Daily Prep Videos Awards and Recognition
Contact Information
Affiliated Sites
Our emphasis on extraordinary customer service — delivered by talented, Related Links
dedicated people — uniquely positions Roche Diagnostics to lead the way C Bpeaspan e
in research and development of creative solutions for unmet medical - Overview
d - Quality Assurance Program (eQAP)
neeas. - Help videos
- Daily Prep Videos
- Contact Information
- Affiliated Sites
= Roche Support Network
—- Overview
- Sales and Support Teams
- Customer Engagement
- Awards and Recognition
2 eQAP User’s Guide
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Getting Started

3. Click the Enroll an Instrument in eQAP link. For questions regarding instrument
enrollment, contact Roche Technical Support at 1-800-526-2272 ext. 13555, for assistance.

Roche Diagnostics USA Rochecom  Site Map Contact  Welcome Patrick Gallagher (Mot you?) My Account  Sign Out

Home Products Documentation Training & Education News & Events  Support

Support » Services & Resources

Services ¢ Resources

Overview Quality Assurance (2QAP) Help videos Daily Prep Videos Contact Information Affiliated Sites
Quality Assurance Program (eQAP)

Roche Diagnostics has partnered with a third party service to provide our Blood Gas & Electrolytes customers with high quality, online, QA statistics.

B Access eQAP

For questions regarding data entry in the eQAP real-time peer review group reporting, contact the Roche Diagnostics Technical Support Center at 1-800-526-2272.

B Enroll an instrument in QAP

> QAP System Requirements

> aQAP Frequently Asked Questions

4, Enter the instrument model number. Click Next.

eQAP
Online Quality Assurance Program Enrollment Form
To access eQAP for your blood gas instrument, you must first have that instrument enrolled in the program. Enrollment is quick and easy... to

begin the process, just complete the required information below and click "Next >>".
You will receive a response to this request within two business days.

Instrument Enrollment

Instrument Model:

| Next »> |

eQAP User’s Guide
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Getting Started

5. Enter the information in the appropriate fields of the Enrollment form.

eQAP

Page 2 of 3

> Serial No.:

Sequestor Information

Instrument Model:

> Control Material:

Control Level 1

Online Quality Assurance Program Enroliment Form

In order to enroll your COBAS B 123 , we need the following information.
Required information is indicated by a red asterisk (*)

COBAS B 123

12345 =
AUTO-TROL Plus B ¥ |*

> No. of boxes / year: T
> Lot Numbers:
|21412345] | =
6. Complete the Enrollment form contact information. Click Done once the form is completed.
eQAP

Request Date: 2014-01-24
| Dane |
7. Click the Close Window link to return to the eQAP main menu.

Online Quality Assurance Program Enrollment Form

Almost done! Just review and complete the infomation below and we'll process
your request. You will receive a response within twe business days.
Required information is indicated by a red asterisk (*)

Instrument Enrollment Information

Instrument:

Account No.:

Institution:
> Street
> City
> State
> Zip
> Contact Person:
> Department:
> Phone number:
= Fax number:
> Email Address:

COBAS B 123 ( Currently installed )

|55123456

|Roche Diagnostics Test Account

|9115 Hague Road

|Ind\anapﬂ\|s

Jin

[46250

|Ruche Support

|Lab
(ie. location of instrument)

[317.521.2000

[p17.521.1234

|rochasuppurt@ruche.cum
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Getting Started

Log in to eQAP and enter data

L. Click Quality Assurance Program (eQAP) from the Support menu.

Roche Diagnostics USA  Rochecom  Site Map  Contact  Welcome Patrick Gallagher (Not you?) My Account  Sign Out

Home Products Documentation Training & Education  News & Events =~ Support

28 Support Overview

Services & Resources Roche Support Network
Overview Overview
Quality Assurance Progran{%eGAP] Sales and Support Teams
Help Videos Customer Engagement
Daily Prep Videos Awards and Recognition

Contact Information
Afflliated Sites

Our emphasis on extraordinary customer service — delivered by talented, Related Links
dedicated people — uniquely positions Roche Diagnostics to lead the way e pan e
in research and development of creative solutions for unmet medical - Overview
f . : - Quality Assurance Program (eQAP)
needs. - Help Videos

- Daily Prep Videos
- Contact Information
- Affiliated Sites

= Roche Support Network
- Overview
- Sales and Support Teams
- Customer Engagement
- Awards and Recognition

2. Click Access eQAP from the eQAP screen.

If a new or additional analyzer needs to be added, refer to the previous section.

NOTE

RocheDiagnostics USA  Rochecom  Site Map  Contact  Welcome Patrick Gallagher (Not you?) My Account  Sign Out

Q
Home Products Documentation Training & Education  News & Events  Support
Support = Services & Resources
Services & Resources
Qverview Quality Assurance (eQAP) Help Videos Daily Prep Videos Contact Information Affiliated Sites
Quality Assurance Program (eQAP)
Roche Diagnostics has partnered with a third party service to provide our Blood Gas & Electrolytes customers with high quality, online, QA statistics.
For questions regarding data entry in the eQAP real-time peer review group reporting, contact the Roche Diagnostics Technical Support Center at 1-800-526-2272.
5 .
eQAP User’s Guide 5
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Data Entry

Selecting the Header Information

Prior to entering your monthly data you must first select the appropriate instrument, data entry month and
QC Product criteria.

2l PeerQC - Microsoft Internet Explorer |LHE| 7\
File Edit “iew Favortes Tools Help -
A .. . =
- [ s . - a4
@rak - () » ,,E ‘) ;:J Sesrch ¢ Favoritss <) B dga [ o Py, 8
Address ‘@ http: ffdev.peerqe.comfdev_roche/StartPage/StartPage. aspx?FUllReset=08L ocaleyMessageToDisplay=2ProductPK v| Go  Links > @ -
DEMO HOSF .
125 Main Strest [ oobasb 221 ¢ Omr s | [pecember %] (2008 a] User jefl
Anytoan WA 01234 [ setect instrament i | [monthiy 2o 5]
Sxlee Instrument 1D
Data Entry Qs Product: - ots:
Reporting
Lets Get Started...
Setup 1) Select the Instrument Model and ID
US Patent? 027 531
&) Done B Internet

Selecting the Instrument
The first thing that must be selected is the instrument Model. This pull-down lists all instrument
models that are registered for your hospital account.

Once you select your instrument model you must select the specific Instrument ID for that model.
This pull-down list displays the instrument’s name, serial number or other unique identifier.

Selecting the Month and Year

Next select the Month and Year for which you are entering data. The system allows you to go back
and enter, edit or view historical data.

Select Monthly QC from the Select Function pull-down menu if you are entering QC information. To
enter Linearity material, select Linearity and refer to the “Entering Linearity Data” section.

The header information must be filled out completely and in order before QC
Product and Lot are selectable.

NOTE

Selecting the Product and Lot

Once you complete all of the instrument parameters you need to set the QC or Linearity Product and
Lot filter criteria. The product pull-down list contains all of the individual QC or Linearity products
that you are currently using. The Lot pull down menu displays the lot numbers that you are currently
using for the selected product.

The level is displayed at the end of the lot number for easy distinction between the levels.

6 eQAP User’s Guide
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Data Entry

QC Data

Data Entry Methods
Now you may select your preferred method of data entry by clicking the link on the left side of the
site. You may choose:

Data Import

. Summary Data
. Raw Data.
eQAP User’s Guide 7

version 10



Data Entry

Data Import

Data Import is available for customers who prefer to utilize the data management capabilities

of their instrument. This method requires saving the monthly QC data to a
diskette and then uploading the file from a PC with web access.

How to Import Monthly Data

USB device or

L. Make the appropriate instrument and reporting period selections in the header area,
and select the QC product with lot information. Select Data Import from the left menu.
[Engisn [+]
ROCHE TECHNICAL SUPPORT - - — .
9115 Hague Road [ cobas b 221 [ [awgest [5] [2012 [5] User.
L;i::apnlls IM 46250-0457 5099 El Monthly QC El
Data Entry QC Product: AUTO-TROL FLUS B [_T_] Lots: 214007221 [_T_]
Summary Data
Haw Data
Monthiy Lets Get Started...
- Summary .
Linearity [
Setup =
Edit Lot
New Lot
Remove Lot

A =
&

5) Select a task from the menu to the left

*US Patent 7,027,931

cobas b 221 blood gas system and the cobas b 123 POC system.

Select the type of file to import. The system supports files that were exported from the

English -

1 TEST HOSPITAL User: International
7 Jackson Road cobas b 123 - May - 2012 ~ Support
Devens MA 01432- US A Test #2 - Monthly QC +
Data Entry QC Product: AutoQC - Lots: 214128021 -

Summary Data

Raw Data Data Import

Data Import . .
Reporting 1) Select the type of file that will be imported.

Monthly Select File Type -

Summary

Setup 2) Select the file using the '‘Browse' button below.

Edit Lot

New Lot

Remove Lot

3) Submit the file by clicking 'Submit File’ below.

*US Patent 7,027 931

eQAP User’s Guide
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Data Entry

3.

your PC where the file is stored.

4.

Organize
B Desktop
4 Downloads
== Recent Places
i3 SharePoint Sjte:

Share with =

Burn

Select the file and click Open.

New folder
=
*  Name Date modified Type
| export 3/21/2012 11149 A..  File folder
L b, TSR 2/27/2012 9:06 AM  File folder

Select the Browse button. This opens a window allowing you to browse to the location on

Size

- Libraries

=|=] = |

@@v“ » Computer b sie (E) P export

- | +3 | ‘ Search export bl ‘
.*. Documents
& Music Organize S Open ~ Print Burn New folder - [l Q
5. Pictures |4 Downloads *  Name Date modified Type
!, Videos < Recent Places
= o ) April 17 download combitrol 12 and 3 only.csv 4/17/2012 9:24 AM  Microsoft Exce
i3 SharePoint Sites - B .
. Computer c_1433 20120215T084538.csv 2/15/2012 7:46 AM___ Microsoft Exce
P -
<§ 0SDisk (€ 3 Libraries @ Choose File to Uplo
= sie (E) %, Documents = | . » Computer » sie(E) » export |44l Search export yel
. & Music
2 iten| o Organize * New folder - T @
- J5, Pictures -
-— | ! Videos g Name Date modified Typ
| Libraries
D . iﬂ April 17 download combitrol I2 and 3 on.. 4/17/2012 924 AM  Mic
p -, Documents
& Computer - i &) qc_1433_20120215T084538.csv 2/15/2012 746 AM  Mic
~§ OSDisk (C: <& Music
sk (C) S \ﬂg qc_1433_20120307T075225.csv 4/17/2012 922 AM  Mic
e 5 Pictures
> sie (E) iv,d %4] qc_1433_20120307T091804.csv 3/7/2012 818 AM  Mic
& videos
& export #h) qc_1433_20120307T094302.csv 3/7/2012843AM  Mic
I TSR 4] qc_1433_20120321T124849.csv 3/21/2012 1149 A..  Mic
“ miceetam€ AL DT & Computer
L)S] qc_1433 ~§ 0SDisk (C
‘“ Microsoft < sie (B)
= nierstem$ (\RIDMSDAT4) (U3
| Adobe = || 1 I b
File name: gc_1433_20120307T075225.csv - lAII Files (*.%) 'l
i Open ] l Cancel ]
. . . . o
5. After selecting the appropriate QC file from the Browse menu, click Submit File.

2l PeerQC - Microsoft Internet Explorer

Fle Edit ‘Wew Favorktes Tools  Help e
O © BB G| Lo o @3- % m - LK B
Address [ 8] httpi/ldev.peerac comidey_roche/Inpart{Import aspx ~| Go  Links 7 @y~
Ol [cobas 221/ OMNI & ~|  [December | (2008 |  Yseriefl
— [Beme s x31263321 v [Momtwac )
Qc Product: [2uTo-TROLPLUS B ~| Lots [21as0701-1 -
Data Import
1) Select the type of file that will be imported.
cobas b 2210MNI S v
Select File Type.
IR sobas B2 IONNL S he '‘Browse' button below.
cobas b 123
Roche OMHILink | |(Browse_ ]
Ripu s i 3) Submit the file by clicking "Submit File' below.
[ [_SubmitFile_] |
"US Patent 7,027,831
&) bore @ tniemet
AP g id
eQAP User’s Guide 9
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Data Entry

6. The following information screen appears, summarizing the data that was found to import:

A PeerQC - Microsoft Internet Explorer, [=[=1[E3]
w

Fle Edit Wiew Favorites Took Help

Qo - (D X [F] @B Osewen lprmenss €8 g3- i W - | )@ 33

address [ )] httpidev peerac comidev_roche(TmportiFlesummary aspx ~| Go Urke Z @~
[cobarb 221 /ommi s S [oesemer 9] [2008 ]  Vseriem
[vema s xatzsaz15 %] [wontniy ac ]
Qc Product [AuTo-TROL FLUS B ~| Lot |21as07041 ~|

The imported file contains the following data. Please confirm the lot
number and reporting period listed below before proceeding with import.

Instrument(s): NiA

Lot(s): 21450901, 21450801, 21450702, 21460704
Date(s): 200612
:»IZ:.:\?; Lot Lots are selected for import individually. Additional lots may be

imported by repeating this procedure.

"US Patent 7.027.931

Proceed with import Ca

& oone © 1ot

Click the Proceed with import button to proceed, or Cancel to return to the main screen. Only
the lot currently selected at QC Product and Lot is imported.

If there is no matching lot contained within the data file to that selected at QC Product and Lot,
the message, “the file contains no relevant data” is displayed.

The following screen displays if data fails to import:

English F
User: International
1 TEST HOSPITAL
7 Jackson Road cobas b 123 =1 [May [*] l2012 [+ Support
Devens MA 01432- US A Test #2 ’T‘ Monthly QC ,7
Data Entry QC Product: COMBITROL PLUS B [* Lots: 214112163 [=]
aumnsary Data
aw Data
Linearity Data Import
Data Import
Reporting . .
Monthly 1) Select the type of file that will be imported.
Summary Cobas b123 Monthly QC [¥]
Se-tu;-: | - B .
Edit Lot 2) Select the file using the '‘Browse' button below.
New Lot
Remove Lot Browse..

3) Submit the file by clicking 'Submit File’ below.

*US Patent 7,027,931 —
Submit File

NOTE: The file must contain the following fields in the following order: Serial Number, Date,
Operator, QC Product, Level, QC Lot, Operator Comments, Sequence Number, Analyte, Results,
N/A, Units, N/A, Reject. File Import Error

Problem Processing actual data in the file: ErrorCode:Index was outside the bounds of the array.

10
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Data Entry

7. Click the Submit button to save the imported data into the database. A pop-up window appears
confirming the successful download of data.

You may view the actual raw data imported by selecting Raw Data under Data Entry
@ options. Data may be edited in the Raw Data screen.

NOTE
English
ROCHE TECHNICAL SUPFORT
Dacember 2011 i
9115 Hsgue Rosd
Indianapolis IN 462500457 Monthly QG
USA
Data Entry QC Product AUTO-TROL PLUS B Lots: 214009163
o E Rat. | =0 Cum. | Cum. -
Analyte Unit Lot Points Mean SO Validation Message g
pH pH 3 7.567 0000 |0.000
pCO2  |mmHg 3 2373 | 0.05 000 |o.00
pO2 mmHg 3 13397 0.76 0.00 0.00 I
THb  |gidl 3 2070 000 |0.00
ozHD (% 000 |o.00
HHB (% 000 |o.00
“US Patent 7,027,931 R
Edit || Submit || Cancel || Close Hext Lot

LG Product: AUIU-THUL FLUS B - Lots S1aUEL1

Al Message from webpage

Data saved successfully. Te review or edit individual data points, select

¥ raw data.

3 |1aaa |c.ns |

coro e | | |
8. Click OK to confirm.

9. Click Next Lot, at the lower right of the screen, after completing data entry for each lot number
(Next Lot button becomes inactive after last lot is selected).

10. After all data is imported, click Summary to run a monthly report.

Ifthe pop-up blocker is ON, you may need to temporarily allow pop-ups. Click on the
Ppop-up message at the top of the screen and select “temporarily allow pop-ups.”

NOTE
. . T
For information on how to generate a monthly report, refer to the Printing Reports
.
section.
NOTE
I@neerqc ] B v B v # v Pager Sefetyv Tookv @
1 Pop-ups temporariy allowed. To abways allow pop-ups from this e, click hre.. X
Engin [v]
ROCHE TECHNICAL SUPPORT User
9115 Hague Read cobss 221 OMN § [¢] [pecember [¢] (2011 [7]
e oy = B [emel
Data Entry QC Product: AUTO-TROLPLUS B E Lots: 214009183 E
Summary Data I
Raw Data Analyte Unit Method Rat. fgﬂ Points Mean S0 Validation Message .‘,‘;”"W r‘;ﬂ" b
o pH 3T
mnig Br s 1
kg 3 a7 ot B
Remove Lot THE n
“usPatent 700781 O
Hib
Hh 4
Edit Submit Cancel Close Nextlot

eQAP User’s Guide
version 10
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Data Entry

Summary Data

Summary data entry is the entry method for those customers who have used the instrument
or calculated their own Mean and Standard Deviations using a data manager or manual
method.

Entering Summary Data
The data entry screen is where you enter all of your QC data for that particular instrument.

How to Enter Summary Data

1. In the Data Entry section on the left side of the screen, click Summary Data, then
click Edit located at the bottom of the data entry grid.

2. For each analyte, click in the Points field. Enter the total number of QC samples run

during the month for the respective analyte.

Press the TAB key to advance to the Mean field.

Enter your calculated mean for the month.

Press the TAB key to advance to the SD field.

Enter your calculated 1 SD.

Continue entering your data for all analytes of the selected lot number.

Click Submit located at the bottom of the data entry grid and click OK.

Click Next Lot after completing data entry for each lot number. Repeat steps 1-9 until

data for all lots is entered (Next Lot button becomes inactive after last lot is selected).

W ooNN AW

2 PeerQC - Microsoft Internet Explorer

Fle Edt %ew Favorites Tools  Help ko
A .. 3 WA ~
Qo - O R [A G Do frrow @3- - L E B
Address |@ http:jfdev.peerge.comfdey_roche/SummaryData/SummaryData_ManualEntry, aspxrEditMode=081seDatalmporter = V‘ Go Links ** @ -
DEMD HOSP User jeff
123 Main Street
Anytown M 01234
Data Entry QG Product: Lots
_ Rgt. _ S Cum.  Cum.
Analyte Unit Method Rgt. " Points Mean SD Validation Message Mean sD
PH pH 1 7492 .00l 0.000 0.000
Reporting
PCO2  mmHg 0.00 000
POz mmHg 0.00 0.00
Setup
U5 Patent7.027.931
Submit [ Cancel ] Hext Lot ]
&) Done & Internet

@ For information on how to generate a monthly report, refer to the Printing Reports

section.
NOTE

12
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Data Entry

Raw Data

Raw Data entry is for those customers who do not have the capabilities to process summary
statistics. This system is meant to replace the “old” method of plotting daily QC results on a
Levy-Jennings chart. With this method customers can log on after they run their controls and
enter the data into our system, where it will be stored in our database.

Entering Raw Data
The Raw Data Entry Screen is where all of your individual QC values are calculated into
mean and SD values.

How to Enter Raw Data

1.

NG e

NOTE

In the “Data Entry” section at the left side of the screen, click Raw Data, then select your
analyte.

Click Edit located at the bottom of the data entry grid, then click in the first field of the
Value column.

Enter your individual value and press the TAB key on your keyboard to advance to the
next field.

Continue entering your data.

Click Submit when you finish entering values for all analytes or pick the next analyte.
Repeat steps 2 through 5 for all remaining analytes.

Click Next Lot after completing data entry for each lot. Repeat steps 1-9 until data for all
lots is entered. (Next Lot Button becomes inactive after last lot is selected).

The Raw Data screen is designed to display data points, mean and SD only
when that particular analyte is selected. To view an update of the calculations
for each parameter added in the Raw Data screen, click the Summary Data link
under the data entry header.

3 Peer(C - Microsoft Internet Explorer []=1/E3)
File  Edit Wiew Favortes Tools  Help w

Qe - @ - [¥] [B] T0| JO search Slpravories £3) - B LB S

Address [ ] http:/idev.peerqc.com/dev_roche(RawDakaEntry{RawDat sEntry. aspx v B oo ks > @n-

English -

DEMO HOSP User: jem
123 Main Strest

Anytown WA 01234
Data Entry QC Froduct, Lots:
Analyte Unit Method  Rgt.  Rgt.Lot #  Value Validation Message ~ #
PH PH

pCOZ mmHg
Reporting pO2 mmHg

Setup

“US Patent 7,027,831

~
CGum. Mean: Cum. SD: 25D High: 250 Low: Points:3 Mean:7.19 5D CI.I]CI1D7

eQAP User’s Guide
version 10

13



Data Entry

Validation Message
As you enter data, the system automatically checks each entry to ensure that values entered are correct.
If a value falls outside of the range a message appears in the column on the far right of the data entry
grid. This is to provide you with a means of correcting possible transcription errors before saving
your data. If a message does appear, verify that the value entered is correct and make any necessary
changes or continue entering data.

Error Detection
To help ensure quality, our system uses the manufacturer’s insert ranges to check for errors.
Any value that falls outside of this range are excluded from the peer group calculations. This
protects the integrity of the peer group by preventing erroneous data from corrupting the

group.

Example: If the insert ranges are 7.150 - 7.210 any value above or below the range is excluded
from the peer group.

NOTE

When using the Data Import feature, you must scroll to each parameter to see

the warnings on screen for values that are out of range.

All excluded values are periodically reviewed for possible trends in QC
degradation. This involves looking at each entry that was excluded and
searching for possible errors in the insert ranges.

Example: If, out of a possible 20 analyzers reporting Ca values on Lot # A,

15 were reporting outside of the insert ranges, Bionostics would notify the
manufacturer of changes recommended for insert ranges to accurately reflect
the lot performance. After investigation, if values are verified as needing a
change, customers will be notified.

‘2l PeerQC - Microsoft Internet Explorer

File Edit VYew Favorites Tools  Help

Fz

@ Back - () x] |B] @a O search Shg Fevorites B | (- d ] - L) o, 3
fddress @] httpsidev. pesrac. comjdey_rochefLinearity/LinearityEntry aspx ~| Go  Linke > @y -

DEMO HOSF User: jeff

123 Main Street

Anytown MA 01234

Data Entry QC Praduct: Lots:

s Analyte Unit Method A & Vale Validation Message
EH; 1 7470
t pCoz

Reporting POz z 7182
THE
G2b z 7190
COHb 4 7940  Fange:7.150-7.210

Setup MetHb

lit L e+ 5 |

EUN
Catt s
N B
. el

SUS Patent 7,027,831 Siu o
L= a8 ~

Target Low: 7.150 Target High: 7.210 Points: 4 Mean: 25.161 SD:35.96
&] Done & Internet
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Data Entry

Printing Reports

You may run your monthly report at any time during the month to compare values against the peer
group. All reports are calculated live so that your peer group is up to date at the time that you print it.

To run a monthly report click the Monthly Summary link on the left side of the web page. Note that
the report may take several minutes to generate.

Roche Quality Report I
Report Period : December 2011 InstrumentModel: AL CMNI 3
Data Submitted : Summary Data Serial Number: 443
QclLot# QCProduct.
1 AUTO-TRCL Covel
nz AUTOTRCL COvel
@0 AUTOTReL cover
st y
December 2011 STATISTICS CUMULATIVE STATISTICS PEER GROUP STATISTICS
I 1. o e
Lot o | m Ro vm o wmmse  oe ot | N e @ e e st | x e m oo o
W im | = T w7 o i am | w s eas  samoss  on 4 |Gws oas o am &
v | s s ows s ue Ay | w o we weoms w0 on ne o wn e
paw | ow v aw ome owe  om  am | e we  ows  omsows s on |ms o ow s e
o 1w | = e an e e e | w nm an nmons  m s e ne e o
[ B T e T I I
sow | ow w9 om  wm wn o | w en on  wmen  ex  w |wu un o w o
= 1w | = wo am ms am s om | m s a6 mees en v |oes ma s s 6
[ S T T
pam | ow v s wn s 0w | we wi o nvomw a6 s | wm o s
e im | = W m wa wn w | w ne  m vmoas e o |es as a6 o
Ve | s weem o wa g w o om | o mn e wman i e |w w21 .
paw | ow b aw  meose  am e | s nm  an  nmoos s oo |ww o se e wm ow
@e  om | = wn em wmmowa an om | m an om msewn e 4w |we e om s a0
I I P
s | ow o om s s am  ow | e mae ow  asenss  as en |nos om o om s
o m | = ws om wa wm om om | w wm o mmww 1 ox |ow sm s 1w
I O e YA
pam | = i om ww wms on o | e wa ox  wawn  n o |ow we o s s
s
A7 et v o s 134350 80 oot
:
. HGHGHAE ot s ot o o 20 oo v o o
.U o 4 ot on I 3 b b T,
P — ooz .
Page 1of 2
Roche Diagnostics Corporation 9115 Hague Road  Indianapobs, IN 46250-0457 Tel: S00-526-2272 Sales: 800-526-2272 Fax: Prirtedt On: February 14, 201
oo 55 St o

Be sure to save a copy of the report.

NOTE

To print, click Summary to run a monthly report.

e TS ) e e e s e
[ﬂ Pop-ups temporarily allowed. Ta always allow pop-ups fram this site, :hzkheveml x
BT
ROCHE TECHNICAL SUFFORT e

9115 Hagus Road
Ingianspalis IN $5250-0457
5098

cobas b 221/ OMNI S

[=]
[=]

|

Moty G5 [=]

2011

[=]

Data Entry
Summary Data
Aumimar

Qc Product

Data Import
Reporting

“US Patent 7,027 831

AUTG-TROL FLUS B

Lots: 21400816-3

Edit  Submit Close  Mext Lot

]
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Data Entry

Linearity Data

Entering Linearity Data
1. Select Linearity from the Select Function menu.

rosoft Internet Explorer

Eile Edit “iew Favorites Tools Help

Deack - (D @ @ ’\/h psaar:h '\;F\\?Favuntes £ B- :\?_ = - )& S
v | B o

Address @] htp:fjdev.peerac. com/dew_roche/StartPage /StartPage. aspx

Links ** @ -

DEMO HOZP
123 hiain Strest | cobas b 221/ Omml 5 ~| [danuan e
[Seme rrm vzmaazis @ [remvo: @
|

User: jefl

Data Entry

Lets Get Started...

New Lot
Remove Lot

5) Select a task from the menu to the left

*US Patent 7,027,931

Anytown MA 01234
[setect Function
Manthly OC
aC Product [auToTROL PLUS B ~|  Lots|urrery

Internet

&1 Dane

menu listings.

rosoft Internet Explorer

File Edit ¥iew Favorites Tools Help

@t - © [ (2] €| Do eroens @3- % 1 - L E B
=2

Address | @] http:fjdev.peerac. com/dew_roche/StartPage/StartPage.aspx

al

Go  Links ™ @ -

Select the Linearity Product, Kit lot and Lot number from the QC Product and Lot

Enaglish ~

DEMO HOSF
123 Msin Strest [sobasb 221/ OMHI S ~ | [danvan | [zo07 ] User: jefi
rortonn WA 01259 | peme r xg1z538213 v |Linsaity 1~

[cooximss ventication Material v | Lats: [21as1800 ] [Selestiat w0

Data Entry QC Praduct:

Lets Get Started...

Linearity
Setup

Edlit Lot

Hew Lot

fremous Lot 4) Select the product and lot

"US PatentT 027931

&] Dane

4 Internet
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Data Entry

Select the Linearity link located under Data Entry in the left column.

PeerQC - Microsoft Internet Explorer,

Fle Edit Wiew Favortes Tools  Help o
- &9 o i <= , 1 . 25
(D) Back =] * E,, (h SO search g Favorites D) G- i ol 3
Address [4] http:jjdev.peerqc.comidev_roche/LinearityjLinearltyErtry.aspx (HS0rY ] v Go Links ¥ @~
DEMD HOSP :
423 Main Strest | cobas b 221/ Oomn = | [danuan | [zo0r User: jer]
rytonn his 01234 |pemo s xg1ze33218 |
Data Entry Qc Product | coox s Mss verfication Material v | Lots: [z1a51201 & |  [21951001a
- Analyte Unit Method Al & vale Validation Message ~
L] 1 =
poo2
po2 2
THE -
ozHb
COHb 4
MatHb
5
P
Remove Lot Bun i
Cats
Na b T
“US Fatent 7,027 831 cr 2
Slu @
Target Low: 7.150 Target High: 7.21 Faints: 0 Mean: S0
&) & Internst

Click Edit.

Select the analyte to enter data (e.g., pH).
Click in the first field of the Value column.
. Enter individual Linearity data values.

N o U

Press <Tab> to advance to each additional value.

NOTE

'eerQC - Microsoft Internet Explorer

Fil=  Edit

Qe - © ¥ B & 2 search S Favarites

Wiew Favorites  Tools  Help

2% #5-Ud s

address [ ] https/fdev.peerqe. comfdev_rache/LinearityLinearityEntry. sspx

v B

Links > @&~

DEMO HOSF
122 Main Strest

cobas b 221/ OMNI S

Arsgtoun s 01234 Damohe13

English »

User:

January

Linearity

Iefm

QC Product:
Analyte

PH
proz
POz
THE
02HE
COHE
MetHb
(3
BUN
Ca++
Ha

cl-
Blu

*US Patent 7,027,831

Tarpet Low: 7.150 Target High: 7.210

Edit

Method

Lots
e

# | Value

214510044

Validation Message
7470

7.182
7.190

79.10  Fange7.4507.210

Points: 4 Mean: 25.161 SD: 35.96

>

] pane

B Internet
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Data Entry

8. If you enter a value that is outside of the expected range, a Validation Message may appear.
You may accept the value, if correct or edit the entry.

[Engish [+]
ROCHE TECHNICAL SUPPORT ‘ o :
9115 Hague Road oobasb 123 | | |Apil | _ECHL User:mn
Ingianagolis IN 46250-0457 (25 tes [o] [uinesrit
Data Entry QC Product AutoCve [o] Llots:  [z1saz2m [o] [zrazesron]y]
§ Data 5 e
Analyte Unit Method = " Vil Validation =
o Messse |-
Reporting pCo2 1 7.0990
p02 2
THE 2 T7.0%80 Range:7.099-7.179
02Hb 3 74330
HHE -4
COHb 3
MetHb .
02sat g
*US Petent 7,027,931 K+
Catt f
Na 8
Glu Hilg
Lac - -
Target Low: 7.099 Target High; 7.179 Points: 3 Mean:7.11 SD:0.02
Edit Submit Cancel Close
Submitting Linearity Data
L. Click Submit after entering all Linearity values.
2. A message appears verifying you wish to save. Click OK.
3. A message appears verifying the data was saved correctly. Click OK.

Pushing the cancel button prompts you to save the data. If the data has been
saved using the submit button, click OK to leave the screen.

NOTE

Microsoft Internet Explorer

:\'.p You are ahout to save al entered data, Please make sure all data that has warnings is valid, and you intend bo submit those resules, Click Ok ko continue o Cancel to stop and ga back,

Lo H Cancel ]
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Data Entry

Creating a Linearity Data Report
1. Click the Linearity link under Reporting on the left side of the page.
2. The Linearity report displays as a PDF in a separate window.

Date Printed : 2/27/2012
Roche
Calibration Verification - Linearity Report
Instrument :ROCHE / OMNI 1
ROCHE TECHNICAL SUPPORT Report Period : January 2012 :
9115 Hague Road Instrument ID :Respiratory
Indianapolis, IN 46250-0457
Kit Lot Number : 012318 Expiration Date : July 2013 Product : CVC123
Analyte : pH Units
Linear Regression Bias
o
. ¢
02
7 ——— Lowv Range
i) &
—— High Range ‘ b
74 Wean ® Ps
—O— Data -0.2
T ——— Linear 68 7 72 74 76 78 ]
7 Your Statistics Peer Statistics
Slope: 19764 Slope: 9825
. Intercept: 1726 Intercept: 1286
68 7 72 T4 7E 78 8
Expected Your Data Variance Peer Data
Level Mean Recorded Values Mean SD CV% Exp Vs. Recorded Points Mean SD CV%
1 6.880 |6.91, 69, 6.91 6.907 005 1.08 0.027 0.391% 92 6.891 0011 257
2 7.160 | 7.145, 7.146, 7.147 7.146 001 0.8 -0.014 -0.196% 89 7.155  0.009 1.94
3 7.390 | 7.375, 7.377, 7.379 7.377 002 037 -0.013 -0.176% 86 7.395 0.009 2.07
4 7.570 | 7.555, 7.566, 7.577 7.566 009 2,05 -0.004 -0.053% 84 7.565  0.006 1.35
5 7.770 | 7.72, 7.7, 7.769 7.770 001 0.12 0.000 0.000% 87 7.762 0.008 1.80
Comments
Signature Date

If the pop-up blocker is ON, you may need to temporarily allow pop-ups. Click
on the pop-up message at the top of the screen and select “temporarily allow

pop-ups.”

NOTE

Printing Reports
You may run your monthly report at any time during the month to compare values against the peer
group. All reports are calculated live so that your peer group is up to date at the time that you print it.

To run a monthly report click the Monthly Summary link on the left side of the web page. Note that
the report may take several minutes to generate. Be sure to save a copy of the report.

Roche Quality Report . iy
Report Perio ecember 2011 InstrumentModel: AVl OMNI 3
Data Submitted : Surmmary Data Serial Number: 443
qclLot# QcProduct
pren AUTO-TRCL Covel
a2 AUTO oL cove
= HUTOTRCL Covel
atin y
December 2011 STATISTICS CUMILATIVE STATISTICS PEER GROUP STATISTICS
o o
twd on | A Ro w0 owmmse e s | N w0 awems om i | v mem @ o o
o im | = T ows 7aee oam iw am | m o ows  oasm  on 4 |G o o 2w &
I da s e ows e ow | w nw oes a0 en e ome om e e
paw | ow v e rme sae  om | s owe  ows  omsows s an |ms e om im e
o 1w | = F T T P P T BT
V| ow ny ae nmaeoww e v | wone  aw o wmwe i e ne onw e o
paw | ow w9 om wm en  on um | w e on  wmen s |ww o wn o w e
o m | = wo e mm am s on | o mn e mmos o o |ms ne am om @
D | o= S Y T
R v w5 0w | we mu e nwoww  se s | ww o w s
E T W m wa wn | w ne  m veoas e o |ew as s o
I e L
paw | ow b aw e se  am e | e nm  an  nmoos s oo |ww o se e s
@ om | = N A
v | ox e P
paw | ow T o O T P R
o om | = Wi om wa wm om  on | w wm o memw o1 o [ow me im im x
D | o= S I
s | = w0 on e ws on o | ws wn o wewn  en o |ow me o m
ot
et 94350 fum o numarimn, 4t
2 oy et
. GHGHAE ot st ot o o 20 s v o
5.V o ot on 1 s b .
P oz
Page 1of 2
Roch Diamoss Comorsion 115tagueKosd  Tndanapas, TN 462500157 o 500525272 Sls 00525272 T Pt cn: Py 14,201
oy 020 Sanegid
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Data Entry

Adding or Removing Lot Numbers

Adding New Lot Numbers

To add new lot numbers you must select the new lot number as well as the analytes that you are

reporting.

Only lot numbers that are still within their expiration dates are displayed. Only QC material can be

added. Linearity material is preloaded for all customers.

How to Add New Lot Numbers

L. Click the New Lot link under Setup on the left side of the page.

2. Select the QC Product from the pull-down menu of available QC Products.
This filters the list of lot numbers.

3. Select the Lot Number from the pull-down list of available lots.

4. Once you have selected your lots a grid appears displaying the list of available
analytes.

5. Click Edit at the bottom of the grid to activate the analyte grid.

6. Click the checkbox that corresponds to the analytes that you wish to add.
Use the scroll bar to the right of the screen to view the full list of analytes.

7. You may also select the appropriate units of measure for the selected analyte.

Method and Reagent are also displayed, but are not applicable for blood gas

Nm instruments.
8. Click Submit located at the bottom of the grid.
9. You may now click the Data Entry link to begin entering data for your new lot.

4= Q r @ hitp:/fwww.peergccom/rocheintl/Lot/LotEditaspx?New=1 LR L'!]Gmg(e

File Edit View Favorites Tools Help

U Favorites 153 _@1 MyLabOnline In the ... E‘ Pandora Radio - Lis.. (& PeerQC X - v [l ®m v Page

ROCHE TECHNICAL SUPPORT T = s
9115 Hague Rosd cobas b 221 1 OMNI § Y| |febuway ¥ |12 ¥

Indianapolis IN 48250-0457
Data Entry QC Product AUTG-TRGL PLUS B v Lots 214009203

Reporting

Setup

*US Patent 7,027,831

Englsh ¥
User:mn
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Data Entry

Removing Lot Numbers

How to Remove Lot Numbers
After selecting the Product and Lots from the QC Product and Lot filter selections,

click Remove Lot Link located under setup on the left side of the screen.
Click OK at the prompt if you are sure you want to remove the selected lot

1.

2.

Removing a lot from the drop-down menu does not affect any historical data or

NOTE

RCCHE TECHNICAL SUPPORT

‘9115 Hague Road

reports.

b123 test - Monthly QC  »

Indiznapolis IN 46250-0457

cobas b 123 - April - 2014

English -
User mn

-

Data Entry
Summary Data

Reporting
Monthhy
Summary
Linearity
Setup
Edit Lot
New Lot
Remove Lot

“US Patent 7,027,931

QC Product: .AutDQC - Lots: 21421758011

Lets Get Started...

5) Sélect a task from the menu to the left

Message from webpage M

a—
|@I Are you sure you would like to remove the selected Lot?
-

eQAP User’s Guide
version 10
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Appendix A

eQAP export cobas b 221 blood gas system

Setting the Data Export Format cobas b 221 blood gas system

To check or change the order of the data fields for the QC database export press Setup > Displays
and Reports > QC Measurement > QC Database Export.

The QC Database Export “Selected Items” list should typically be set in the
same order that they appear on the left side of the set up screen on the “Items”
list. Select items using the right pointing arrow key between the “Items” list
and the “Selected Items” list the field highlighted on the left side moves under
the line where the cursor exists on the “Selected Items” list.

NOTE

Date

Time

Material

Level

Lot number

Exp Date

Base

Equilibration Temp (Temp AQC)
Remark field

Analytes start here (e.g., pH, CO,)

WO NN AL

H
e

The order of the analytes (e.g., pH, pO,, Na) in the “Selected Items” list can be in any order as long as
they begin at item #10. List all analytes needed for import for the program. The additional fields do
not effect the import to the eQAP program.

After setting the order of the “Selected items” for export, selected QC records may be exported for
evaluation. The export is performed using Data Manager > QC Measurements > More > Export.
The files must be imported as .txt files to the program. Typically a month’s data is exported for
evaluation. Use a tab delimited file type.

Roche Lab
System 221/5 1964

i L= |

| Setup / Display & reports / QC measurement / Export data

Lat numhber
Exp. date
Basze

Equilibration temperature
Operator ID
Remark

[% [@a[G [ Sensor changing B/16/12 1P cal 1601 10712 15.49

22
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Appendix A

Exporting files from the cobas b 221 blood gas system to a USB stick or floppy disk

See section B of the cobas b 221 blood gas system Instructions for Use of the analyzer for reference
material. It shows a list of icons and the screen that must be accessed to down load the files.

You should clean up your data first by reviewing for outliers and removing bad
data points that should have been rejected.

NOTE

L. Open the Data Manager file folder using the Data Manager icon in the top right corner
of the screen.

——
e

2. Pick “QC data” to display a screen similar to the one below.

et

]
EE EKIERELDN

i e ey
Wl Mmeasuremenis

Date Time Material Level| PCO; | PO,
02.9.2002 |16:17 AUTO-TROL TS + 3 | 225 |1335 |7
02.9.2002 |16:12 AUTO-TROL TS + 2 14131902 |7
029.2002 |08:10 AUTO-TROL TS + 11579 | 547 |7
0192002 |21:10 AUTO-TROL TS + 3 | 222 |1324 |7
01.9, 2002 21:05 AUTO-TROL TS + 2 | 415|890 |7
01.9 21:0 AUTO-TROL TS + 1 578 897 7
31.8. 2002 21:10 AUTO-TROL TS + 3 | 22 |1326 |7
31.8.2002 |21:.05 AUTO-TROL TS + 2 | 411|876 |7

--E€-

= Mat change 14:10 Systemcal 1502 |
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Appendix A

3. The icon for mark range E at the bottom of the screen is used to select the date range
(Typically a month’s data is exported for evaluation).

4. After picking that icon, set the date range that is needed (One month’s data e.g., 3/01/2014
to 3/31/2014). The selected lines are now highlighted in yellow.

5. Export is performed using Data Manager > QC Data > More (the right pointing arrow key)
>Export to show the Data Export icon on the next screen.

6. Pick the Data Export icon S

7. Setup the file for export:
a. The files must be imported as .txt files to the program (i.e., text file with field

delimiters).

Name the file in a manner that it is unique when imported (e.g., July2013).

Do not use compression. Turn it off so that a red dot is by the 0.

d. Use a “tab delimited” file type. You may have to select this delimiter using the right
left arrow keys near that field.

e. Use a format style of decimal point (i.e., not a comma).

o

When data is selected:
8. Press the Start button and insert the USB Stick (or for old SN the floppy disk).
This captures all lots of material run during that time frame.

9. Remove the storage medium.

24 eQAP User’s Guide
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Appendix B

eQAP export cobas b 123 POC system

See Chapter 9, Quality Control of the cobas b 123 POC system Instructions for Use, for more detailed

information. The following are abbreviated specific steps.

Setting the Data Export Format cobas b 123 POC system

1.

Specify date format as (MM/dd/yyyy), m/dd/yy, mm/dd/yy, m/dd/yyyy, or mm/dd/yyyy
for U.S. customers. For International Customers: dd/mm/yy. Include time format to

12 hour or 24 hour clock with format (e.g., 07/17/13 13:52).
To set press Utilities > Configuration > System > Date/time

Configuration

E Measurement
E Quality control
B3 calibration
System
B oate /time
G Language
-+- Connectivity
Instrument
|i Export/import
. Operators
E Security

Date / time

Time

Set time

01:58:23pm |
e Time format /
hh:mm:ss ap

Time zone

Time zone

America - Indiana / In

eQAP User’s Guide

version 10
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2. Set export to use comma delimited file.
To set press Utilities > Configuration > System > Export/import and select the delimiter to
comma. Set the decimal point format to period.

Configuration

— CSV export configuration
Measurement ~
Quality control —— Delimiter Decimal point settings

Calibration — ——
P = B
Date / time
| S Language
|+ Connectivity
|.+ Instrument
ﬁ Export/import
ﬁ CSV export
Operators
Security

Example

T "1.2%;"3.4"
v

Close

Exporting files from the cobas b 123 POC system to a USB
L. To open the database press Workplace > QC Database >

Measuring = Change
database Fluid Pack

: : N\
Calibration Change
database Sensor Cartridge

Change

QC database AutoQC Pack

Instrument - Change
database printer paper

26 eQAP User’s Guide
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2. Designate which records to import from the database.

Results

QC measurements 1 record selected

¢ |032012 01:29 | Manual Autocve |2 | 2142158502 | oK ok | ook | ok | ol

- |0320n2 01:22 {Manusl Atocve 3 | 2142155503 | ok | ok | ok | ok | nl
-narzuna nl.ﬁ?i-Manual AmaCUCI«! -2142155504 . oK - oK - oK - oK - il

- . 0372002 1257 F-Manual NI‘EOCVC. 1 . 2142155501 . 0K . QK [ Ok . 0K . n

’ .03."20:12 ll.Oli-ManuaI mwclz .2142155502 l Ok . oK - CK . OK . n

. |03/20112 09:34 Manual AutoCVE 3 | 2142155503 | OK | Ok | ok | OK | nu

E I E E ==

After selecting the QC database, a list of records appears that can be sorted. Use the search icon
that appears at the bottom of the screen to filter for the appropriate record. (This icon looks

like binoculars.) After opening the search feature filter by date and QC record type to select the
appropriate records as seen in the picture below. Any record type, date or other selection criteria
desired may be selected to obtain a specific set of records.

Rasults

Multiple search terms possible

Start time
03/01/11 02:12 pm

Leawel HQC summary resuit 2 End time
g 03/30/L2 02:12 pm
I Qc type
Manual AutoCVC

i _"f: okt h | search Cancel
k crtenas ‘ ‘

Material name Operator ID

I

eQAP User’s Guide

version 10
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3. Select records for export. Use the icons to select required records. The records are highlighted
after selection.

QC measurements

! Start ime QcC type
¢ 5

112 01:48 | Manual Auto

29 | Manual A

| Manual A

20/12 01:07 | Manual A

§ Manual Auto

Search: Intervall, Intervall, QC type

22 records selected

E marks a single record in a file; select each record and press this button to highlight

E marks all records

4. Export the records to USB stick.
Use the export icon to start the export process. The analyzer prompts through three steps

including:

+  Add the USB storage device to the instrument’s USB port:

Export to USB storage device

1

Attach storage device to USB

Transmitting data

Remove storage device from
Use

28
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+  Start the export of data.

Export to USB storage device

1 Attach storage device to USB
Copy selected data
2 to storage device
2 Transmitting data
| Start
3 Remove storage device from
Use

‘ Close
LY

+  Remove the USB storage device and close the window.

Export to USB storage device

1 Attach storage device to USB
2 Transmitting data
3 Remove storage device from
UsSB
eQAP User’s Guide 29
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Notes
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