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Introduction

Virena is a wireless cloud-based system that allows you to manage patient de-identified data, in near
real-time, for improved operational efficiencies. Virena is simple, secure, HIPAA compliant, and available
with Quidel automated testing platforms. Virena connects Sofia, Sofia 2 and/or Solana instruments to
the Quidel cloud (myvirena.com) via a secure, cellular 4G LTE network. As tests are run throughout the
day, Virena transmits de-identified data, in near real-time, to the Quidel cloud (myvirena.com) where it
is stored, processed and made available to your organization.

-5-2-8

Registering as a New User

Using one of the following internet browsers:
M Internet Explorer version 11 or above

B Chrome latest Version on Windows 10.

Enter the URL https://www.myvirena.com in the address bar and press enter.
On the resulting log-in page, click “Sign up now”

-
-n \Arena

Connected Visibility

Providing better healthcare through improved information, stronger operational efficiencie

Signin
or

Den't have an account?Sjan up no

For technical support, please contact 800-874-1517
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This will take you to the user registration page.

-
L] \/I rena

Virena User Registration

inus. Plsasa check your spam

Far technical support. pleass contact B 517, aption 2, then option 1.

Usemame
New Password
Confirm New Password
Email Address

Send verification cade
Fisst Name
Last Name
Requested Organization
Requested Facilty
Phone

Create Canoel

On this page, enter your personal information including the username and password you would like to
use to access the website.

Username

Password

Email Address

First Name

Last name

Requested Organization (The organization is the parent company and the facilities are the satellite
offices where the instruments are located).

Requested Facility (location you are at)

Phone

For security purposes, we need to verify your e-mail address. A verification code will be sent to the
entered e-mail address. In case you do not receive the e-mail immediately, please check your spam
folder. The e-mail with the verification code is sent from “Microsoft on behalf of myVirena Prod
msonlineservicesteam@microsoftonline.com”

Once you submit the request, an administrator will verify this information and then formally assign you
to the appropriate organization and facility within the system. Once your request has been approved,
you will receive an e-mail within 2-3 business days containing a link to activate your account.

Activate your account by clicking on the link. You will now be able to log-in to the website using the
username and password you entered above.
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Reset password/change e-mail address

If needed, your password and e-mail address can be changed. A valid user name and the associated e-
mail address are required. If you do not know your user name and/or e-mail address, please contact
your Organizational Administrator or Quidel Technical Support.

To change your password please click on the “Forgot your password?” link on the log-in screen.

-
o \/\rena

Connected Visibility

Providing better healthcare through improved information, stronger operational B_]ssw
fficienci and

community

For technical support, please contact 800-874-1517

-
s  Viena

Virena Password Reset

Toresel your password, please complete the following information, then pres *Send
Verification code

For technical support, please contact 800-574-1517, option 2, then option 1.

Username

Email Address

Send verification cada

Continue. Cancel
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Please enter your “username” and e-mail address, then click “Send verification code.” If the user name

and the e-mail address do not match, an error message will be displayed. An e-mail with the verification
code (valid for 5 minutes) will be sent to the entered e-mail address.

We use a verification code to confirm that the e-mail address is valid for additional security.

-
| \ﬂrena

Virena Password Reset

To reset your password, please complete the following Information, then press “Send
Vermcation code”

Plesase check your spam of junk folder If you 6o not receive your veriication Code in your intox

For technical support, please contact 800-874-1517, option 2, then option 1

Username

Verification code has been sent to your inbox. Please copy it 1o the input box
below
Email Address

Verification code

Verify code Send new code

Continue Cancal

Enter the verification code.

On the next screen click “Change e-mail” to change your e-mail address (this will trigger another
verification code) or click “Continue”, to reset your password.

-
® Virena

Virena Password Reset
Ta reset your password, please complete the following information, then press “Send
erification code

Please Check your Spam or junk fokdef If YoU 00 Hot FECEIVE Your Verfication code In Your INbox

For technical support, please contact BOD-874-1517, option 2, then option 1

Username

Email Address
[

Send verification code

Continua Cancal
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Enter and confirm new password and click “Continue.”

-
s Virena

Virena Password Reset
Tore . piease compiete the following i

For technical support, please contact B00-874-1517. option 2, then option 1

Username

Verification code has been sent to your inbox_ Please copy it to the input box
alow
Emall Address

Verification code

Verily code Send new code

Once the new password has been confirmed, it can be used to log-in to myvirena.com.

User Roles

When you are granted access to the website, the Quidel Administrator will assign you a role depending
upon your organizational affiliation and intended use of the website. The list of participating facilities,
user roles and associated contact names for each role are documented within the customer agreement.
If you would like to add or delete users, the Organizational Administrator (identified on the contract)
must contact Quidel Technical Support via an e-mail or phone call to technicalsupport@quidel.com or
800.874.1517. When adding or deleting an authorized user, please provide the authorized user’s first
name, last name, e-mail, phone number and facility name.

We have divided the roles into two categories: Healthcare Provider and Public Health.

Healthcare Provider Roles

Organizational Administrator

Defined in the customer agreement, this is the key contact person for each healthcare organization.;
This person determines the member facilities and authorized users for the customer organization. Any
changes to the organization’s facilities or users must be made in writing or via e-mail to Quidel. Users in
the Organizational Administrator’s role are able to see all the test results that originated from facilities
owned by the organization to which the user belongs.
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Authorized User

Defined in the customer agreement, these users are authorized by the Organizational Administrator to
access the data generated by the organization. Authorized users are only able to see the test results that
originated from facilities owned by the organization to which the user belongs.

Public Health Roles

De-identified results are automatically sent to myvirena.com which are then forwarded to registered
Public Health agencies nightly. Public Health agencies also have the option to log-in to myvirena.com to
gather public health data. Public Health roles are limited to viewing de-identified patient results and
cannot view quality control, calibration or invalid results. Data from customers who “opt out” of data
sharing are not provided or made available to public health agencies.

Country
Users in the Country role are only able to see those results that originated from facilities within the
user’s country.

State

Only users located in the United States and its Territories can be in the State role. These users can only
see results originated from facilities within the user’s state or territory. The users will not be able to see
the names of other organizations contributing to the data.

County
Only users located in the United States can be in the County role. These users are only able to see those
results that originated from facilities within the user’s county.

Managing My Organization
The Organizational Administrator can manage organizational information (e.g. address), facilities and
users. The information is found in the Admin Tab.

Virena Summary

) wmd

1 & Q O selected3iDays  / (MultpleAssays)  / Pavent / Quidel Demo Organ.. © s resuts @

Patient Tests Connected Instruments News.

595 0%

invalid § 0o 259

The New MyVirena

expand expar
W v
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Manage Organizations
By selecting “Organization” the list of all organizations that you have access to administer will be

displayed.

-
we  Vrena Summary

m @ Q O selected122405y5 '/ Quidel Demo Organ... *

Patient Tests Connected Instruments News
Dates The New MyVirena
invalid 5 00

By clicking on the facility name, you will be able to edit the facility information.

3 (C
QOrganization Edit @J \(g)
Admin Holly Fei

= |
on Virena
Edit Organization
UNITED STATES

Quidel Dema Organization

Demo 12544 High Bluff Dr

Hardy Whitten

858-646-8086

5an Diego

Hardy.whitten@quidel.com California
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The following information on the screen can be edited:
Name of the facility

Description of the Organization

Contact Name

Work Phone

Mobile Phone

E-mail

Address

The other fields can only be updated by contacting Quidel Customer Service.

To ensure that correct address is entered, an address validation is provided by clicking on the Verified

button next to the zip code. Once click it will turn green to show it is verified.

-
[ \ﬁrena Organization Edit

Edit Organization

San Diego

California

UNITED STATES

Demao 12544 High Bluff Dr

@ ©

Admin fally Fies

After updating and saving changes, a note will be shown indicating that all transmitted test results

associated with this organization will be updated accordingly to ensure data consistency.

After the address is verified, the button color will change to green.

After updating and saving changes, a note will be shown indicating that all transmitted test results

associated with this organization will be updated accordingly to ensure data consistency.

Manage Users

If the organization has multiple users, the Organizational Administrator can manage and approve user

accounts by clicking on “User Management”
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[ Virena

M @ Q O selected1224Days  / Quidel Dema Organ... *

Summary

Patient Tests

595

nvalid §

Connected Instruments.

0%

00

News

The New MyVirena

To find user type in their name in the search bar.

-
«8  Virena

User Search

By clicking on the “Name” the user detail will be displayed and can be edited.
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- |
.. \/|rena User

HO

Edit User Account

The following fields can be updated:
B First Name

Last Name

Phone

Facility

Active status

Accessing Test Result Data

Initial log in will take you to the home page. To access the test result data, simply click the icon E

By selecting a filter and dragging it into the bar above the filters, you can select which filter type to use.
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-
Le  Vrena Test Results

@ £ Q 9D Sselected1224Days  / Quidel Demo Organ... * esdresults @ E

<o 0 o o d
N EE
S5k E Y

B
&

S8R 8 YR

© ¢ ¢ 0 0 0 0 0 © 0 © 0 ©C 0 ©

2016-10-02 Facilty 5 Demo Quidel Patent Strap As

Search Criteria Basics
Criteria available for searching are in the “Filter” section above the results. Any criteria in which you
enter or select a value for will return matching results.

Searching by Time-period
To search for results for a specific time period, choose “Dates” option on the left column and fill in the
time-period information.

Searching by Assay(s), Result Type(s) and Facilities

These criteria are special in that you can select more than one at a time. To select multiple criteria,
simply Select the filter for the desired criteria and drag to the filter bar above the filter list. To unselect
items, simply click the X.

Additional Filters
Additional Filters can be chosen from the filter bar. Country, State, County, Organization Assay, Serial
number, Operator and Patient age can be selected.

Executing a Search

After entering your search criteria, you may initiate the search by clicking the Search for Results icon
located on the top blue bar. This will retrieve all the results that match the criteria you entered and
display them in the results grid, located below the search panel.

Q

Search for Results icon
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Resetting the Search Criteria
To quickly clear your results and reset all search criteria, you may click the Reset Search Filter icon on the
top blue bar.

O

Reset Search Filter icon

Viewing Results
Once you have retrieved a set of results, you can view more detail by clicking on the results.

Viewing Result Details
Clicking on any part of the selected result entry will reveal result details .

-
w8 Virena Test Results

pd 1224 Days | / Quidel Demo Organ... ' 7 rasults B

Dates Tadiy 1Deme g
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This will bring up a list of tests run.

Test Results

)( Faclity name I Result Type )( asszy I Result I Seria) Number )( Oparatar )( Patentage ]
Dates ® “Faciiny 1 Dema Quidel (| rEcards)
Facilty 2 Demo Quide! (240 racords)
Facility 3 Demo Quidel (54 recards)
ResultTyDe | raciity 4 Dema Quidel (25 records)
orgsfac @ | Facity 3 Demo Quidel (134 ecords)
Facility 7 Damo Quidel (94 racords)
Location Facillty 8 Demo Quidel (32 records)
Operator
Zip Code
Serial

Clicking on the test results will bring up a list of the test run at that facility.

20161001

Facility 2 De...

20161001

20161001

20161001

20161001

20161001

20161001

20161001

20161002

20161002

20161002

20161002

20161003

2016-10-03

2016-10-04

2016-10-04

2016-10-04

20161004

2016-10-04

Facility 2 De...
Fagility 2 De...

Facilty 2 De...

Facilty 2 De...
Faciity 2 De..
Facilty 2 De..
Facilty 2 Oe..

Fagilty 2 De..

Facilty 2 De..

Faciity 2 Oe..
Failty 2 De..
Facilty 2 De..
Faclty 2 De..
Faciity 2 D..

Faility 2 De...

FluAsB

FlussB

Positive Co... FluAsB
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After clicking on the test, the result and additional information will appear.

LOINC Code: loine_strepas

Strep ae

Test Detail

Paent i Cassette Lot Numder.
[ 7338
Test Fisg E
azzay Type 8
Fun Dese (UTC): 20161000
TrangmiEsion D4R (UTCY 16-10-01
Storage DAt ana TIMe (UTCE  2016-10-01TI7O7S5.707T

Order Number:

Instrument Detail

Insirumens Type: safa Firmeare Revision
Serial Number 17347 Contact Name: Technical Support
Registration sate [UTC)  2016.060371503 aer & technicaisupportBquisel com
Organization Quidel Demo Orga Contset Phane Number: 5008741517

Comment

Pared Deviee Type: wR2t

Facility Detail

Faciity Neme.

Sorting Results
The results grid can be sorted by filter. To sort by a column in ascending order, click the filter. To sort in
descending order, click the filter again.

20161001 Facilty 2De... Patent

2016-10.01 __patient

20161001 Facllty2De.. Patient
20161001 Faclity2De.. Paent  Strep.
20161001 Facility 2 De.. Patient Strep..
20161001 Faciity2De.. Patient  Strep.
20161001 Faciity2De.. Paent  Strep..
0161001 Facly2De.. Patlent  FuAB
20161002 faciy2De.. Pavent  Strep.
2016-10-02 Facility 2 De... Patient Strep...
20161002 Faciity2De.. Patient  Fuasd
20161002 Faciity2De.. Patient  Strep..
20161003 Facilty2De.. Patient  Strep.
20161003 Faciy2De. Pament  Strep.
2016-10-04 Facllity 2De.. Posttive Co... Strep...
20161004 Faclity2De.. Paent  Strep.

20161004 Facility 2De... Negative C... FluA+8

20161004 Facility 2Da...  Patient Fuasd

20161004 Facility 2De... Pesitive Co.. FUAB
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Managing Result Filters

It is possible to add, delete or edit search “Favorites” so you can run those searches again in the future.
First select the filter parameters that you would like to place into your report. Select “Favorites” from

the left option column then “Add Favorite”. This will create a new report.

-
- Virena

M @ Q O seleced1224Days 7 Quidel Demo Organ.. ’

Summary

Connected Instruments

0%

040

News

The New MyVirena

sesresuts (&

Ll

Share filter in your organization and schedule reports
It is possible to share filters and schedule reports exports with authorized users in your organization.

When adding a “New Favorite”, a new screen will appear. On this screen you can choose to share with

your Organization.
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Schedule an automated export or report to be sent to a user
The selected filter can be used to generate a scheduled CSV Export or a chart. Select “schedule” by using
the dropdown arrow.

Add Favorite

Summary of seected fters
Datss: Sslected 1224 Days (October 151, 2016 - February 6th, 2020)
Organization: Quigel Demo Organization

Facilties: Demo 2 virena. Faciity 1 Demo Quidel, Facility 2 del, Faciity 4 Facilty 5 Demo Quidel,
Facilty & Dema Quidel, Faciity 7 Demo Quidel, Facility 8 Demo Quidel

Emais susszriptan

Nane

Repae
Dcsv O PaventssyRunDate [ Pavients By Assasy [ Panients By Faciny Assay ) Patients By Faciity Result [ Pavents sy Resuit
O Patient Result Trends [ Percent Positve Resuits [ Quality Control Report 0] Test Volume By Type

Emais

Add Favorite

O Share with Organization
Summary of seiecea fiters
Datas: Selected 1224 Days (Octber 15t 2016 - February 6th, 2020

Organization: Quidel Dema Organization
Facillties: Demo 2 Virena, Facility 1 Demo Quidel, Facility 2 Dema Quidel. Faciity 3 Demo Quidel, Facility 4 Demo Quidel, Facility 5 Demo Quidel,
Facilty & Demo Quidel, Faciity 7 Demo Quidel, Facility & Demo Quidel

Emeis susscription

. |

Beprs
Ocsv [ Patients syRunpate [ s ByAssay [ Patients By Faclity Assay [ Patients By Facilty Resuit  [] Patients By Result
[0 Patient Result Trends [ Percent fesults [ Quality Control Report [ Test Volume By Type

Emais

e
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Then choose the frequency.
B Daily —every night

B  Weekly —Sunday night so it is available on Monday
B Monthly — Every first of the month

Add Favorite

O share with Organization
Summry of selectea ficers

Dates: Selected 1224 Days (October 15t 2016 - Fabruary §th. 2020}

Organization: Quidel Dema Organization
Facilities: Demo 2 Virena, Facility 1 Demo Quidel, Fagiity 2 Demo Quidel, Facility 3 Demo Quidel, Fadilty 4 Demo Guidel, Faility S Demo Quidel

O Csv O Patients By Run Date [ Patients By Assay [ Patients By say [ Patients By Facilty Result [ Patients By Result
[ patient Result Trends [ Percent Positive Resuits (] Quality Control Repert (] Test Volume By Type

Then choose the report type.

O share with Organizston
Summary of seecced fiers
Dates: Selected 1224 Days (October 15t 2016 - February 6th, 2020)

Organization: Quidel Bemo Organization
Facilities: Demo 2 Virena, Faciity 1 Demo Quidel, Facility 2 Demo Quidel. Facility 3 Deme Quidel, Facility 4 Dema Quidsl, Facility $ Demo Quidel,
Faciity 6 Demo Quidel, Facility 7 Demo Quidel, Facilty 8 Demo Quidel

e sogripEon

[ patients By Faciity Result  [] Patients By Result
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Then enter the email address.

Add Favorite
Narme *

O share with Organization
Summery ot seiectea ficers
Dates: Selected 1224 Days (October 15t 2016 - February th, 2020)

Organization: Quidel Dema Organization
Facities: Dema 2 Virena, Faciity 1 Demo Quidel, Facility 2 Demo Quidel, Facility 3 Demo Quidel, Fadility 4 Dema Quidel, Fadilty S Dema Quidel,
Facilty & Demo Quidel, Faciity 7 Demo Quidel, Facility 8 Demo Quidel

Emais sugszripan

Wone

Gepars

O Cwv [ Patients By RunDate [ Patients By Assay [ Patients By Faciity Assay (] Patients By Facilty Result (] Patients By Result
01 Patient Resuit Trends [ Percent Positve Resuits [ Quality Control Report [ Test Volume By Type

Eman

The report will be sent as an e-mail, originating from DoNotReply@MyVirena.com and containing a link
to download the CSV export or an image of the chart. If you do not receive an e-mail, please review your
spam folder or contact your IT department to whitelist the e-mail address.

Tue 27-Feb-18 00:34

D DoNotReply@MyVirena.com
o MyVirena scheduled filter results
To Mk b=

| Y ST R, P SERR——— W) TR

The results of your scheduled filter can be obtained by clicking on the following link:

R e e b TR S s T RS R, = E R, T |
T el P T L A L UL e PO P Bl
e Nt FLRERS FOF R IR ST P LT

The MyVirena.com team

Reporting Results
You can easily generate a report from any view you have created in the “Filtered” page. Once you have
filtered as desired, click the View as Report icon in the upper left of the “Browse Test Results” page.
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Once selected you can export the file.

Export CSV file

Exporting your dats may take 3 few minutes.
You may continue to work whie the exported results are sent

to your emal adress.

osmss | Exgent

Report Examples
Reported will be exported as a csv file.

File Home Insert Page Layout Formulas Data Review View Help 2 Tell me what you want to do ¥ Share 7 Comments
Eﬁ X R = = HE Canditional Formatting - BH Insert - z - b
— - $- % 9 [ Format as Table ~ B2 Delete Q-
- < 8 oes T2 A = & % 48 [ Cell Styles~ [ Format ~
Clipboard ] Font ] Alignment ™ Number ] Styles Celis Editing ~
@ POSSIBLE DATA LOSS  Some features might be lost if you save this workbook in the comma-delimited (.csv) format. To preserve these features, save it in an Excel file format. Save As... x
[ Jilx v 2]
4A00A0 e | ¢ | b | E F . 6 | H | ' | 3 | K | L | M | N | O P | a | R | s T U | v
1 [instrumerinstrumer Test comg arganizati Facility Ne Address 1 Address 2 Address 3 County  State  City Zip Code Country Assay Typ LOINC Coc Patient Ag Patient St Study Cod Study Cod Study Cod Study Cod Result
2 |Sofia 17489 ######### Quidel De Facility 3 [303 W Burleson St Harrison CTX Marshall 75670 US 90 24015-0 <1 Out-patient negati
'3 |Sofia 17488 ######## Quidel De Facility 4 [315 N Buckner St Cass CounTX Atlanta 75551 US 90 24015-0 72 Out-patient negati
4 |Sofia 17488 #u###### Quidel De Facility 4 [315 N Buckner St Cass CounTX Atlanta 75551 US 90 24015-0 44 Out-patient negati
5 |Sofia 17488 #u####### Quidel De Facility 4 [315 N Buckner St Cass CounTX Atlanta 75551 US 90 24015-0 23 Qut-patient negati
6 |Sofia 17488 #u###### Quidel De Facility 4 [315 N Buckner St Cass CounTX Atlanta 75551 US 90 24015-0 65 Out-patient invalid
7 _|Sofia 17488 #u###### Quidel De Facility 4 [315 N Buckner St Cass CounTX Atlanta 75551 US 90 24015-0 12 Qut-patient negati
S_Sofia 21702 st Quidel DeFacility 5 [500 N State Line Ave Miller CoL AR Texarkanz 71854 US 90 24015-0 51 Out-patient negati
9 sofia 17286 ##s#s## Quidel De Facility 7 [101 E Methvin St Ste 109 Gregg CouTX Longview 75601 US 90 24015-0 4 Qut-patient
10 sofia 17347 ##sss Quidel De Facility 2 [100 N State Line Ave Bowie CoiTX Texarkanz 75501 US 84 loinc_stre 5
11 |sofia 17347 ##sss Quidel De Facility 2 [100 N State Line Ave Bowie CoiTX Texarkanz 75501 US 84 loinc_stre 7
12 |sofia 17347 ##sss Quidel De Facility 2 [100 N State Line Ave Bowie CoiTX Texarkanz 75501 US 84 loinc_stre 24
13 |Sofia 17347 ##s#E Quidel De Facility 2 [100 N State Line Ave Bowie CoiTX Texarkanz 75501 US 84 loinc_stre 24
14 |Sofia 17347 ek Quidel De Facility 2 [100 N State Line Ave Bowie CoiTX Texarkanz 75501 US 84 loinc_stre 20
15 |Sofia 17347 ####### Quidel De Facility 2 [100 N State Line Ave Bowie CotTX Texarkane 75501 US 84 loinc_stre 3
16 |Sofia 17347 ######## Quidel De Facility 2 [100 N State Line Ave Bowie CotTX Texarkane 75501 US 84 loinc_stre 1
17 |Sofia 17347 ######## Quidel De Facility 2 [100 N State Line Ave Bowie CotTX Texarkane 75501 US 84 loinc_stre 40
18 |Sofia 17347 #u##4## Quidel De Facility 2 [100 N State Line Ave Bowie CotTX Texarkane 75501 US 84 loinc_stre 20
19 |Sofia 17347 #u##4# Quidel De Facility 2 [100 N State Line Ave Bowie CotTX Texarkane 75501 US 84 loinc_stre 7
20 |Sofia 17489 ####### Quidel De Facility 3 [303 W Burleson St Harrison CTX Marshall 75670 US 90 24015-0 23 Qut-patient
21 Sofia 17489 ####4### Quidel De Facili -patis
« Quidel Export.2020-01-30 18:48: ® | C
Ready
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Charting Test Results

In myvirena.com, there are several charts available for analyzing your result data. As with reporting and
exporting, charts are also accessed from the “Browse Test Results” page (shown below) and the chart
data comes from your search criteria.

When you select a chart from the Chart icon, a new browser window opens and renders the selected
chart.

(v} Virena Test Results Filters Applied 7. ®
I
@ E e ° °
faortes Run Date (UTC) )0 Faciity Name )i Result Type (C assay C Result C Serial Humber (C perator i D
P eenr Facilty 2 Demo Quidel Patient Suep s ° 17347 sazs1 o 1
e 2016-10-01 Facility 4 Demo Quidel Patient FluA+8 o 17488 59217
. Resultype O Facility 4 Demo Quidel Patient FluA+8 e 17488 917 Patierts Oy Resut
OrgrEac @ Callbration Facility 2 Demo Quidel Patient Strep A+ ] 17347 89215
Location Patient @ Facility 5 Demo Quide! Patient Strep s o 12028 57345 oo
J— Quallty Control Facility 7 Demo Quidel Patient Fuaa ° 7288 35057 o
e Facilty 2 Demo Quidel Patient Step s ° 17347 65215 I
- ity 2 Damo Guidel satnt - o e sast - -
e Facility 2 Dema Quidel Patient Strep A= A 17347 68261 11
Facility 2 Demo Quidel Patient Strep A ° 7347 215 1
0161001 Facilty 2 Demo Quidel Patient strep ke ° 734 8215 5}
2016-10:01 Facilty 2 Damo Quidal Patient FuAss ° 17479 9261 12
0161001 Facilty 7 Demo Quidel Patient s ° 7288 36057 I}
0161002 Facilty 2 Damo Quidal Patient Strep A ° 17347 215 37
0161002 Facilty 2 Demo Quidel patient Strep A ° 17347 68261 "
0161002 Faciity 4 Damo Quidal Patient s ° 7428 50217 3
0161002 Facilty 7 Demo Quidel patient s ° 7288 Supervisor >85
0161002 Facilty 7 Damo Quidsl patient s ° 17286 36057 E)
0161002 Facilty 5 Demo Quidel patient Strep A ° 8028 57345 14
0161002 Facilty 5 Damo Quids! patient Strap A+ ° 22674 57345 4
2016-10-02 Facility 5 Dema Quidel Patient Strep A+ e 18028 57345 36 e
= >
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Patients by Run Date Chart
The “Patients by Run Date” chart is a stacked column chart that shows the number of patient tests run

for each assay over a period and matching the search criteria. The numbers of tests for each assay are
represented as a segment in each column of the chart.

The columns in this chart can be aggregated by day, week, month and year using the aggregation
selector in the lower left of the page.

This chart is only available for patient results. The “Result Type(s)” criteria for the search must contain
only “Patient” for this chart to be available.

-
w8 Virena Patients By Run Date

@ m & Q O selectedi224Days ¢ Patient / Quidel Demo Organ..

Selectdate range : ) Vears @ Months O weeks O Days
Favorites

Dates

e —— | Patients By Run Date

ResultType O o
B FluasE
. Step A
. el

600
Callbration

Patient

Quality Control

Run Date
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Patients by Assay Chart

The “Patients by Assay” chart is a column chart that shows the total number of patient tests run for each
assay over a period and matching the search criteria. The total number of tests for each assay is
represented as a column.

This chart is only available for patient results. The “Result Type(s)” criteria for the search must contain
only “Patient” for this chart to be available.

-
w8 Virena Patients By Assay

@ m @ Q D selected1224Days 7 Patient / Quidel Demo Organ... * @

Assays

[rrrw— Patients By Assay

ep A+

9
E1
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Patients by Facility / Assay Chart

The “Patients by Facility / Assay” chart is a stacked column chart that shows the number of patients
tested for each facility by assay matching the search criteria. The total numbers of tests for each assay
are represented as a segment in each column of the chart.

This chart is only available for patient results. The “Result Type(s)” criteria for the search must contain
only “Patient” for this chart to be available.

r )
L Virena Patients By Facility / Assay @ @
n

i @ QD Selected 1224Days ' / Patient / Quidel Demo Organ... @

poE— Patients By Facility | Assay
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Patients by Facility / Result Chart

The “Patients by Facility / Result” chart is a stacked column chart that shows the number of patients
tested for each facility by result (pos/neg) matching the search criteria. The total number of tests for
each result are represented as a segment in each column of the chart.

This chart is only available for patient results. The “Result Type(s)” criteria for the search must contain
only “Patient” for this chart to be available.

Patients By Facility / Result

Patients By Facility | Result

€ . nvaie

— I Fositve
50
a0
30
20
10
0

M Negative
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Patients by Result Chart

The “Patients by Result” chart is a stacked column chart that shows the total number of patient tests run
by each result matching the search criteria. The number of tests for each assay within a result is
represented as a segment of the result column.

This chart is only available for patient results. The “Filter types” criteria for the search must contain only
“Patient” for this chart to be available.

- A
w8 \irena Patients By Result @

i@

@ M & Q D seledediz24Days © 1 patient /. O @

Patients By Result

W FuasB

Page 28 of 39




Test Volumes by Type Chart

The “Test Volumes by Type” chart is a column chart that shows the total number of tests run of each
test type (Patient, Quality Control and Calibration) over a period that match the search criteria.
Calibrations are not specific to an assay; therefore, to view calibrations, do not select a specific assay in
your search criteria (Note below, there is no assay selected).

If you would like to determine the volume of patients and controls per assay, select these as your search
criteria. The calibration bar will result in a 0 value, since calibration is not associated with a specific
assay.

- = o
»  Vrena Test Volumes By Type € &

@ m 8 Q O selected1224Days  / [Multiple Assays] © / Patient / Quidel Dema Organ._. ©

Test Volume By Type
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Saving Chart
Select save as on the right-hand side of the chart.

=) o)
»  Viena Test Volumes By Type @

@ i @ Q O selected1224Days 7 [Multiple Assays] * / Patient / Quidel Demo Organ... *

Test Volume By Type

I Number of Tests

Patient

st Type

Once the save as button is clicked an option to save as an image or a PDF will appear. Select the desired
format.

- — a
»  \rena Test Volumes By Type 2 @

@ M @& Q 9D seleqedizzapays 7 [ulnpl 1 Pavent / rgan...

Test Volume By Type

I Number of Tesis
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Mapping Results
To Map your results, choose the Map Results tab.

-
v Virena Summary

n Q O selected1224Days  / [Multiple Assays] ' / Patient / Quidel Demo Organ.. 347 results @)

Patient Tests Connected Instruments News

347 0%

invalid £ Q0

The New MyVirena

xpand expand
v v

Mapping Criteria Basics

Mapping provides a National View of all connected Instruments. To view the National landscape, leave
the filter for the Organization blank. To view your Organization’s data only, choose your Organization as
the filter criteria.
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Searching by Time-period
To search for results that were run during a period, choose “Dates” then either Run date or Fix Result

option and fill in the corresponding time-period information. Note that if you leave the date criteria

blank, the system will attempt to retrieve results within 90 days.

© 9
2 9

Mapping

Org/Fac @

Filters Applied

Mapping

Org/Fac @
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Searching by Assay(s), Organization and/or Facility
The search criteria for the mapping application only allows you to access one assay and one organization
at a time.

All other search criteria work as described on the section titled, “Searching for Results.”

Executing a Map Search

After entering your filter criteria, you may initiate the search by clicking the Search Icon button. This will
retrieve all the results that match the criteria you entered and display them on the map, located below
the search panel.

Q

Search

Resetting the Map Criteria
To quickly clear your results and reset all search criteria, you may click the Reset Search Filter Icon.

N
-~ Virena Mapping
@ m E O selected 1224 Days ' / [Multiple Assays] * / Patient / Quidel Demo Organ... * 3a3resuits @

Map t Canada

United States

Venezusla

Viewing Maps

Mapping provides a National View of all connected instruments as well as an Organization view.

Viewing Map Full Screen
To view a full screen map, click on the Full Screen Icon in the upper left corner of the screen under the
Function Tabs.

Full Screen icon

Page 33 of 39



Minimize Icon: To exit from the full screen view.

Map Legend
The Legend contains three pieces of information: Symbols, Percent Positives, and Number of Tests.

Symbols
M |
County  Facility
Percentage Positive
0% to 5%
W 5% to10%
W itos%

16% to 19%
B 20% to 100%

Number of Tests

[ ] 0to 50
] 51 to 250

B itws0o
- 501 to 750

- Maore than 750

Symbols: The symbol represents county or facility location.

Symbols

L

County  Facility

Percent Positive: A range of percent positive is indicated by color coding.

Percentage Positive
0% to 5%

I 5% to10%

B 15t015%
16% to 19%

B 20% to 100%
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Number of Tests: The number of tests performed in that county.

Number of Tests
'™ 0 to 50
[ ] 51 to 250

251 to 500

. 501 to 750
- Maore than 750

County and Facility Information

By clicking on the facility marker, you will be able to see detailed information about your facility and for
a county. By clicking on a county pin, you will be able to see the test results and the positivity rate for
this county. If you have facilities located in the selected county, additional information will be visible.
All test results of the county will be displayed and compared with the test results for “My Facilities”

located in the county.

-
.8 Virena Mapping

@ W Q O selected 1224Days ' / [Multiple Assays]  / Patient / Quidel Demo Organ... *

@
|
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L
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Mapping

Filters Applied
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Terms
Analyte

Assay

Assay Type

Authorized Users

Cassette Number
Cassette Lot Number
Contact Name

Country User

County User

.CSV File

Facility Name

Firmware Revision

Grouping Bar

Instrument Run Date
Inst. Serial Number

Instrument Type

A substance being measured; e.g. Flu A is an analyte.

A qualitative or quantitative analysis of a substance. For example, Sofia
Influenza A+B is an assay.

The numbering system Quidel uses for each assay. For example, for Flu A+B the
assay type is 90.

Users who are authorized by the Organizational Administrator to access the
data being generated by the Organization. The Authorized Users are given
access to all Organization data but are not able to edit settings or provide
authority to other users for administrative purposes.

The unique identifying number included on the barcode of each Test Cassette.
The manufacturing lot number of the cassette as indicated in its bar code.
Contact name is the Organizational Administrator.

Public health role that associates a user with a specific country. A user with the
Country User role is only able to see results that originated from facilities within
the user’s country.

Public health role that associates a user with a specific U.S. county. A user with
the County User role is only able to see those results that originated from
facilities within the user’s county.

Comma-Separated Value file. An electronic data file where individual pieces of
data are separated by commas. The file can be readily interpreted by many

software applications, including Microsoft Excel.

A site or location that is part of the customer/organization where a Quidel
instrument is located. Facilities are “children” to the parent organization.

The version identifier of the instrument firmware (software).

An area on the screen where column headers can be dragged and dropped to
group results by the chosen column(s).

The date the test was run, as generated by the instrument.
The serial number of the instrument that transmitted the result.

The type of analyzer measuring the assay; e.g. Sofia.
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Kit Lot Number

LOINC Code

Operator ID

Operator Name

Operator Number

Order Number

Organization

Organizational
Administrator

Patient Age

Patient Status

Public Health

Registration Date

Result Type

Router Type

Router ID

The unique identifying number for all assay test kits manufactured in a single
lot. Only transmitted with QC results, not with patient results.

Logical Observation Identifiers Names and Codes. A universal code system for
identifying laboratory and clinical observations. A LOINC code is associated with
each assay.

Same as User ID
Same as User Name

Operator Number is the only field transmitted to myvirena.com, if populated
(on Sofia). If this field is not populated, no Operator/User ID or Operator/User
name is transmitted.

Order number is limited to 20 characters (on Sofia). The supervisor may enable
or disable the transmission of order number to the Virena cloud.

A customer/organization may have satellite facilities or locations where an
instrument(s) and/or Virena router(s) are located. The facilities are locations
that are part of a larger organization or customer.

Healthcare user who is an authorized user and is also the primary contact for
the organization relative to Virena. The Organizational Administrator notifies
Quidel of the addition or deletion of member facilities and authorized users for
the organization.

Patient Age is indicated by years. Patients older than 85 will be displayed as >85
in myvirena.com. Patients younger than 1 year of age will be displayed as <1.
Patient age is an optional input when running the instrument, but strongly
recommended.

Patient status is an optional toggle field allowing the user to define the patient
as in-patient or out-patient status. This is also used to distinguish proficiency

tests from patient results.

The County, State and National public health agencies that participate in the
Virena surveillance program.

The date the router or modem was registered.

The type of result generated from the instrument. It can be a patient, quality
control or calibration type of result.

The type of router used to transmit data to myvirena.com.

Used with Sofia, the router has a device ID, similar to, but not the serial number.
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Test Result

Site Name

SNOMED Code

State User

Storage Date

Study Codes

Test Flag

Time Zone
Transmission Date

User ID

User Name

Indication of test result as positive, negative or invalid. For QC and Calibration
results, the indicator is pass, fail, and invalid.

A site name is the facility entered to show where the Sofia is located. This is not
required to be entered into the Sofia and is not transmitted (Rev 2.0 software)
to myvirena.com.

Systematized Nomenclature of Medicine. A comprehensive clinical terminology
for identifying patient problems (diseases and conditions).

Public health role that associates a user with a specific state within the United
States and its Territories. A user with the State User role is only able to see the
results that originated from facilities within the user’s state or territory.

The date and time that a test result was stored in the Virena database.

There are four open and optional Study Codes labeled: Study Code A, Study
Code B, Study Code C, and Study Code D. Each field is limited to 2 numbers and
can be used for informational purposes as deemed necessary by the
Organizational Administrator. No protected health information (PHI) or user-
identifiable data must be placed in these fields.

Indicates whether a test result was stored from the first transmission from the
instrument (“F”) or whether it was stored from a retransmission (“R”).

Time zone of the instrument that transmitted the result.
The date the instrument transmitted the result to the Virena router.

Same as Operator ID. This is an optional field in the Sofia which allows the
instrument operator/user to enter a unique identifier using the numeric keypad
or barcode scanner. User ID must be numeric and at least 4 digits. In Sofia
Firmware 2.0, the operator ID is not transmitted. It is replaced by the Operator #
provided it is entered.

Same as Operator Name. You may add a User name connected with the User ID.
Use the numeric keys or barcode scanner to enter the ID number. The User

name is displayed on the screen, printout (if printed) and sent to the LIS. The
User Name is not transmitted to myvirena.com.
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