@ OpGeN

ClinicalServiced_aboratory

Client Services Guide



riOPGEN Client Services Guid

OpGen is dedicated to positively influencing individual healthcare outcomes, enhancing public health,
andadvancing scientific research by delivering precise, actionable information and results. We offer
comprehensive muliparameter screening and surveillance panels to combat current and emerging
multidrug resistant organisms (MDRO) including carbapenersteggienterobacteriaceae (CRE) with

the next generation of diagnostic and epidemiologic solutions.

Contact and General Information

OpGen@&linical Servicdsaboratory
708 Quince Orchard Road
Gaithersburg, MD 20878
Www.opgen.com

Corporate: 3018699683

CLIALicenseNumber: 21D2058548
MarylandStateLicense:1994
Pennsylvania State License: 034567
Florida State License: 800028078

LaboratoryDirector: Natalie Whitfield Ph.D, D(ABMM)

OpGen Clinical Servicésboratory Customer Service
Toll Free: 888-856-2748

Email: customersupport@opgen.com

Hours: 8:30-5:30 ET Monday, Friday

hLIDSYy /fAYAOFf {SNIBAOSA [F02NI(i2NE 20aSNWSa (KS
Independence Day, Labor Da&hanksgiving and Christmas.

Inquiries

For sample result or otherinqiirS a = LJX S| &S K I @ Sccedsiosnudbenandip@dbase h LIDS y
order number(both located on the resulteport) ready prior to your call. Fanquiresprior to a results

report, please provide the Ggen Customer Service representative with the purchase order number in

which the samples were requisitioned.
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Result Delivery and Turnaroun@ime

Results are reported via a secure informatiwarkspacehat is opened for new cliest Reports may also be
deliveredby secure fax (upowritten N5 |j dzS & dnstactiong of Bccessing Reports from Secure
Workspace Portdl 2 F (G KA A& 3JdzZARS F2NJ O2YLJX S(S mSpeditmend réceiMed R
by 500 pm(ET) Monday through Fridayarereported on the next day Resultreportingturnaround for the

I O dzA GREletest with ID/AST Rigix or the CHElite Testwill occur inmultiple phasesdepending upon

which test has been ordered. For the CR Elite tést lD/AST Reflex and CR Eligs{] thegenotype results

from the Acuitast MDRO Testesultwill be reported the next dayfollowed byCREulture screen within 48
hours of sample receipt. The finalsults report for the CR Elitedt and ID/AST Reflex wiitlude the
identification andantibiotic susceptibility testingesults within72 hours from specimen receiptThe Acuitas
Resistome Test results will be reported within 24 hours of receipt of the isolate speciAensgas Whole
Genome Sequencinalyss reporting of the results will be discussed and agreed upon for each submitted
order. Please d not send specimens to @gn Clinical Services Laboratory over the weekend.aSed JS OA Y S
/| 2t t SOGA2Yy {GF 6Af A Gsectidn joRletaildNdsyesirngd Stability oRog Boledted?2 v & €

Billing Information

Testing services are invoiced on the day the results are sent to the client unless otherwise agreed upon.
Payment terms are net 30 unless otherwise stated on the quotation. Inquiries regdmiting can be made
to the customer support contact information listed above.
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Test Menu

C2NJ Y2NBE O2YLJX SGS AVF2NNIFIGAZ2Y 2y hlLIDSyQa fFo2NJ)

AcuitasMDROGeneTest Catalog Number C0201

The Acuitagnultidrug-resistantorganisns (MDRQO) Gene Test is a reale PCR, micro fluidic array
(CRE) and other nosocomial Graegative pathogens (i.&cinetolacter spp. andPsewomonas
aeruginosa. The assay also detects genes that confer resistance to extespaatrum beta
lactamases (ESBL) and vancomycin resistance genes fontenococcusspp. (VRE)The assay is
performed directly on peranal svabs or fresh culture dates for the detection of MDRGCeges in high
risk and critical care patients to aid in infection and prevention and control, and in the selection of
empiric antibiotic therapy.

AcuitasRCRElite Test with ID/AST Reflex Catalog Number C0301

TheAcuitasCR Elite Test with ID/AST reflex combines the Acuitas MDRO Gene Test and CRE Culture
Screen with further genus and species identification and antimicrobial susceptibly characterizatio
(ID/AST) of those clinicelolates hat are culture positive from th€REulture $reen. Molecular

analysis is performed via thscuitas MDRO Gene Test as described abdthe CRE Culture Screen
selects for the detection and isolation cdrbapenemaseesistant Enterobacteriaceae. TAeutas

MDRO Gene Test and CRE Culture screen amsagsrformed directly on pe#nal swab®r fresh

culture isolatedor the detection of MDRO in high risk and critical care patients to aid in infection
prevention and control, and in the selection of empiantibiotic therapy.

AcuitasRCRElite TestCatalog Number C0302

The Acuita€R Elite Test combines the Acuitas MDRO Gene Test and CRE Culture Screen for the

detection ofcarbapenemresistant Enterobacteriaceae (CRE)e MDRO Gene Tasta PCR, migr

fluidic array that detects -Lactamase genes conferring resistanceadapenem in

Enterobacteriaceae and other nosocomial Graagative pathogens (i.eAcinetobactespp.and

Pseudomonas aerugingsa he assay also detects genes that confer resistance to extespairum

i -lactamase (ESBL) amancomycinresistant genes found iEnterococcuspp. (VRE)he CRE culture
screenselects for the detection and isolation cdrbapenemaseesistantbactena. Confirmation of

/ w9 Qa NBIljdzANSA ARSY (A TFATOIACKAE MDRD Géhe Feszind SRECKIDre f A (0 &
screen assayare performed directly on peinal swabs
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Acuitas® Resistoméest Catalog Number C0202

The OpGe Acuitas ResistoailTestanalyzes culture isolates from Gramegative bacilli fod9 gene families of
antibiotic resisance associated with multidrugesistant organisms (MDROS) including carbapenesistant

and extendeespectrumi -lactamase(ESBL) producers. The teshisceo fluidic PCR array which detects
several hundred gene subtypes of carbappmases, cephalosporinasemmpCandi -lactamases. The Acuitas
Resistome Test provides high resolution genotypes of antibiotic resistance to guide antibiotic selection and
stewardship. The test algarovides preliminary strain typinip map transmission events for infection control.

Acuitas® Whole Genome Sequence Analysis

Catalog Number CO601Acuitas® Whole Genome Sequene Analysis, Strain Typing only
Catalog Number C0602Acuitas® Whole Genome Sequence Analysis, Strain and Subtyping

AcuitaswWhole Genome Sequence Analysis is a high resolution tool using Whole Genome Sequencing and
MLST+ (Ridom® SeqSphere+) to identify a full spectrum of antibiotic resistance genotygteaiargpe
closely related clinical bacterial isolates for prevention and control of hospital acquired infections (HAIS).

The Acuitas Whole Genome Sequence Analysis tests are not CLIA validated by OpGen and are not for in vitr
diagnostic use. Both tds are for research use only.

Page5 of 32 SM11104



riOPGEN Client Services Guid

Specimen CollectioMaterials and Procedures

Please read all instructions for calling specimens before beginning the collection process.

General Specimen Requirements:

1 Appropriate specimen type for the testdered

1 Properly collected specimens per instructions below in seaédidated collectiordevices
described below.

9 Dispose of angncillarycollection devices anBersonal Protective EquipmerRRPREused as
part of the collection procedures following universal precautiand you organizations
policies and procedures.

1 Transportedthe same day of collectionSeadSpeimen Collectiostability andTransport
Conditions section for each OpGen test.

1 Specimens must be labeled with patient naraedat leastone other unique patient identifier
as completed orthe requisition form

1 All test requests must be in writing using the test requisition form. Oral test requests are not
accepted.All fieldson therequisition form are requiredlncomplete forms will not be
processed until all information jgrovided

1 Therequisitionform must accompany the specimen and belinled in the outer pouch of the
properly sealed biohazard bag.

1 Transporithe specimerto the OpGenClinical Services Laboratagidress following the
packaging and shipping instructioastlined in this document.

AcuitasPMDROGeneTest Acuita®CR Elite with ID/AST Reflex and CR Elite Tests

Specimen Sourse Peri-anal swabor fresh culture isolates

Validated Collection Materials
1 BD« Liquid Amis Elution Swab (ESwal)li€ctionand Transport SystenCat. No220245
 CopanS{ 6| 6 u 2 KCatiNd. 480CLJ
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Perianal Swab Collection Procedure

=

No patient preparation is needed prior gamplecollection.
2. Open theEswab sample collectiokit; remove the tube and the swab applicator. Be careful to avoid
any contamination by not touching the swab or the shaft below the pink breakpoint indidat@n
3. Gently rub the swab against the exterior portion of the anus. Do not insert the swab into the anus.
Aseptically unscrew and remove the cap from the tube.
Insert the swab into the tube and bend the swab shaft at the breakpoint indicated by theeddine
marked on the swab shaft against ttap edge of theube to break the shaft. Care should be taken to
avoid splashgand aerosols when breaking the swab stick into the tube of medium.
6. Discard the broken handle part of the swab shaft into an appdomedical waste container.
Replace the cap on the tube and secure tightly.
8. Label the tubewith the patient information¢ KS & LJISOAYSyY ((dzo S Ydzad o6S f
and last nameand oneother unique patientidentifier.
9. Confirm the positte identification of the patient by comparing the information placed on the
collection tube withLJ & A rBedidatyécorcand record the identity of the person collecting the
primary specimermper your organizations policies and procedures.
10. Complete alfields on the requisition form. Writing must be legible.
11. Package and ship the specimen with the requisition form according to the instructions in the
G{LISOAYSY tNBLI NFGA2Y T t | CspdichafyhlBguidg. R ¢ NI y & LJ2 N.

ok

~

Fresh Culture Isolas Acceptable Formats and Transport Conditions

Acceptable Culture Format Fresh Isolate Transport Results Turnaround Time
(cultured within 72hours Conditions (from time of receipt)
of shipment)
Streak Plate Yes Ambient 1525 °C 24 hours
(preferred sample format)
Slant Yes Ambient 1525 °C 24 hour
Glycerol Stock NA Frozen 48 hours*

*Fresh culture isolatefplates or slantsgultured within 3 days before shipment and stored either & 4C or at 125 °C
** Additional time is needed to prepare a fresh culture
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AcuitasMDRO Gene TesCR Elite with ID/AST Reflex and CR Elite TastiisAcuitasElite TestSpecimen
Collection Stability and Transport Conditions

Transport sealed swab collection device to OpGen Clinical Services Laboratory the same day of collection. |
the collected specimen will not be transported to OpGen within 2 hours tf@rtime ofcollection store the

specimen at 8°C or at room tempetare (2025°C). Specimens must be processed at OpGen within 48 hours
from the time of collection.

The table below demonstrates the stabilaypd associated storage temperatures for specimenitected in
the various validatedollection devices for th&cuitas MDRO Gerend AcuitasCRElite Tess.

Collection Device Vendor Stability from Storage Transport
Part Time of Collection| Temperature Conditions
Number
BD Ligid Amies Elution Swab (ESwakf 220245 48 Hours 4-25 °C
Qollectionand Transport System 15 to 25Covernight
[ 2Ly S{ol on 2 KAU 480C 48 Hours 4-25 °C to laboratory

Acuitas® Resistoméestand Acuitas Whole Genome Sequence Analysis

Specimen SourcedEresh culture isolates on slargsltured within3 days beforeshipment and storeeither
at4-8 °C or at 125 °C

Transport ConditionsAmbient (1525°Q sameday or overnight to laboratory
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Specimen Preparation, Packaging afchnsportinstructions

Important Notes:

1 All specimens fothe tests in this guide are shipped at room temperatwigh the exception of
some culture isolates (See culture isolate section for transport conditighisiollected
specimenwill need to be placed in a secondary specimen transport biohazardlbag wth
the completed requisition formFor Fed Ex shipmentdd specimen transport bag must be
compliant to meet DOT and IATA regulatioma$t be capable of withstanding, without
leakage an internal pressure dd5kPa within40°F to 130°FTo order spcimen collection
devicegfor Acuitas tests onlyspecimen transport bagshipping boxes and UN3373 labgis
needed) go tohttp://opgen.com/mdro-resources/clientresources-client-supplyorder-form to
complete the client supply order form @ontact OpGen Customeugport at
customersupport@opgen.comr at 1-888-856-2748

1 Eachspecimen transport bag may contaonly one patient samplesolate with onecompleted
requisition form.

1 Whentransportingmultiple specimesin a single shipment,lpasepackage the specimens
(each in isindividual transport bag) together im shippingoox. Please make sure th®x you
provide meets the IATA 6.61 drop test withstanding a 4 foot drop.

1 Each shipment of specimens to OpGen must include a shipment manifest with the correctly
packaged specimend’ he manifest should includbe OpGen addressandthe number and
type of specimens (i.geri-anal,nasal swatand/or stool sampls).

SpecimenPackagingnstructions

1. Collector preparespecimens according to specimen collection instructidases! in this
document.

2. Complete all requesd information on the OpGen Requisition form. All fields on requisitions
form are required.

3. Place the labeled specimen tube/container in a secondary specmodazardiransport bag
provided Seal the bag to ensure the begleak proof.

Note: For Air carier transport,the biohazard specimen transport bag must be able to
withstand, without leakage, an internal pressure of not less than 95 kPa with absorbent
material. Seeshipping supplies section if any shipment materials may be netwed
sending specimns to OpGen

4. Fold thecompleted specimenequisition form in half lengthwise and in half again to ensure the
form will fit in the transport bag outer pouch.
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SpecimenPackaging continued

5. Place thdoldedrequisition form in the flap pocket in theuter pouch otthe specimen
biohazardtransport bag.

Important: Ensure that no patient information from the requisition form is visible when
viewed through the pouch to ensure HIPAA compliance.

6. Repeat steps-b for any other specimens that will lshippedto OpGen.

7. Place thebiohazardspecimen bag(s), each containing only saepleand corresponding
requisition form into the assembledcardboardshipping box Thecardboardbox provided by
OpGen catmold up to 25 specimens. If sending more tha@b speémensin one shipmentuse
additional boxes.

Note: Box assembly instructions can be found in the appendix of this guide and on line at
http://opgen.com/mdro-resources/clienresources

8. Fill any empty space in the box walppropriatepacking materiato avoid specimen movement
during transport.
9. Create a shipment manifest thatcludes
a. OpGen name and address
b. Number of each type of specimen
c. Total number of specimens in package

Note: Store sgcimens appropriately the specimens are not shipped the day of collection.

In some cases storage of specimens prior to Fed Ex shipment will result in expiration of the
collected sample prior to testingSeeSpecimen Collection Stability and igport
Conditionssection for each specimen type for specific storage conditions.

10. Place shipment manifest on top of packed specimens.

11.Close the lid of the box making sure the flap is inserted all the way to the battahe box.

12. Seal the box lid withkab or packingape. Make sure to tape the box lid from left to right and
from front to back to ensure the lid does not open during transport
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Specimen Packaging continued

13. Adherethe UN 3373 Biological Substance Label toftbet panel of the boxThe label is
LI2AA0A2Y SR &z

hokiZonialatidKh® sqaaremutlinerioset ata@n angle of 45
degrees to form a diamond shape. See Figure 1 below:

Figure 1.Orientation andposition of the UN3373 Biological Substance

Category B labeinto shipping box

14. Physicallynarkor adherethe Shippercontact name and address to the upper left front side of

the box

15. Physicallynark or adhere th&Consigneeontactname OpGen) and address to thewer left

front side of the boxXunder the shipper information)

Pagell of 32

Shiooer:1
Dr. Jane Doe
1234 Main Street
General Hospital
Anytown, MD 20878
2401235555

Consignee:q
TimThornton
CSL-Receiving
OpGen,nc.9
708-Quince-Orchard Drived]
Gaithersburg,-MD-208789

Figure 2. Orientatioandposition2 ¥  &hip/@er amdConsigneé

information onto the shipping box

SM11104
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Transport via Fed Ex

1. Complete theFedEXUSAIr billshipping labebr attached an already prepared shipping label.
a. / 2YLX SGS GKS &aSYyRSNDa ylandphon@inNdmaiiohihl GA2Y y
section 1
b. Complete section 3 with OpGen Clinical Servicesraainy address below

Kathleen Wager
Clinical Services LaboratdReceiving
OpGen, Inc.
708 Quince Orchard Road
Gaithersburg, MD 20878
Phone: 3048699683
c. Ship all specimensedEXPriority Overnigh{section 4)
d. SelectFedEbox for packagingn section 5
e. Complete section &pecial Handling
a. { St SO0 da, Sa aKwtNBE§ NA NDGeS thistkiNTeritontaiy
RFy3dSNRdza 3I22Raé¢ [jdzSadAiazy Ay aSoOlizy c
Note: Donotsendi LISOAYSya (2 hLIDSYy 2y CNARI&Qa T2
2. Insert theFedBExAirbill into the FedExabel pouch andttachthe pouchto the top of the box

Note: TheFedExshipping label in th@ouchenvelgoe is slightly wider than ttop of
the box. Make surall vital address informatiois showingwhen the label in the
pouch is adhered to the topf the box The left and right sides can be adhered to
the side of the box.

3. ContactFedEXor pick up
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Transport via Courier (Maryland, Northern Virginia and Washington, DC)
1. 1+ @S alLISOAYSya | @FAflroftS F2NJ LMAOdzL) 6& hLIDSY

Notes:

1 Prior to thedelivery of the first set of specimen®pGen Customer Service department
will work with the selected courieio arrange theroutine scheduled specimen pig
time and locations.

1 Ifroutine scheduled piakp of specimens is not possibl®pGen Customelesrice will
work to set up an authorization accouwith the courier.

1 Specimen pickup isetween 8 am and 5 pm Monday through Fridm}ess otherwise
scheduled.

To schedulespecimen pickip follow the instructions below:
By phone:

1. CallExcel Courieat 1-703-4780140

Provideyour institution rame andexcel accountiumber

Confirm specimen piclp address and delivery to OpGen Clinical Services Laboratory
Provide thetotal number of bags/boxes to be transported

Excel Courier personnel will provide a trackmumber

ardwbd

Courier Contact Information

EXCEL ()

We deliver what others promise.

Phone: 1-703-478-0140

Fax: 7034780142

Email: info@excelgroup.com
Web: www.excelcourier.com
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Specimen Collection an@iransport Supplies Available from OpGen

The table below lists the various shipping suppéieailable fromOpGen Seeéhttp://opgen.com/mdro-
resources/clientresourceso complete the client supplgrder form to obtain specimenollectionand
other shipping supplies (if needed).

Specimen Collection and Transport Material Kits

Catalog
Number

Item Name/Description

Kit Contents

C0701

Perianal Screening Swabs and Transport Kits (100 each of Eswab
collection devices, transport bags, labelsd&0 shipping boxes)

100Eswabs
100transportbags
100 UN3373abels
30 boxes

C0702

Isolate Transpa Kits (dips 120 isolate¥

1 secondarytransport
container

1 shipping box
1UN3373 Label

Individual Specimen Collection and Transport Materials

Catalog Item Name/Description Unit Size

Number

71000 Eswab Collection Kiacuitas MDRO testing) 50 swabgbox

71001 Specimen Transport Bag 100 bagspack
(For local courier transport

71002 Specimen Transport Bag 100 bags/box
(DOT and IATA compliant fleedExshipments)

71003 Specimen Shipping Box (8x8xBedExshipments 10boxes/bundle

71004 'D oTo00 .A2f23A0Fft {dzoadl yOS [/ | 100 Ilabels/roll

Pagel4 of 32
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Instructions on Accessing Reports from Secure Workspace Portal

Upon result approval, OpGen result reports are sent automatically via our secure workspace portal. Upon
delivery of result reports for the first time, a new workspace is createdhi®user designated to receive the
result report. All reports are senbtthis workspace which is unique and secure to each udgelow are the

following steps tdake to access your result reports

New Userc First Time Receipt of Result Reports

1. The new user will be notified of the delivery of their first result reporithvan email sent from
OpGen Customer Support notifying you have been added to a secure workspace and the name of

your work space.

¢ More

ﬂ Primary 2 S % Promofions t

customersupport customersupport@opgen.com has added you to Secure Workspace: Dr. Clayton Collier - ou have been et colldborete securely. Secure Workspace: . Clayton Coller Web Aceess

Note: It is recommended to add customersupport@opgen to you email address to avoid any future
messages sent from this address being caught up in your organi@sipam filtering system.
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2. Open the email and yowill find the link with your name as the seeuworkspace. Select the
workspace link which will take you to the secure portal log in page.
customersupport@opgen.com has added you to Secure Workspace: Dr. Clayton Collier inbox x

customersupport@opgen.com
to me [~

You have been invited to collaborate securely.

Secure Workspace: Dr. Clayton Collier ) ——
- SelectLink

Web Access: /

‘Workspace Link: Dr. Clayton Collier
Service URL: opgen.accellion.net
User ID: geyserdak@amail.com
Temporary Password: c3hQpc

Your Rele: View and Download

Mobile Access:
Please use the link below to download the mobile apps:
Accellion iPhone App
Accellion iPad App
Accellion Blackberry App
Accellion Android App
Accellion Windows Phone App

Desktop Access:
Please use the link below to download kitedrive sync:
PC Kitedrive Sync | Mac Kitedrive Syne
To learn more, please download the kitedrive sync user guide from Sync Guide
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3. Enter your email address and the provided temporary password contained in the invitation emalil
and select the Login button.

Notes:

You must use theame email address that you received the workspace invitation.
If you already have access to the portadu will receive the same email as above with a link but no
temporary password since one has already been established.

User Login:

Enter E-mail
and provided E-mail: ]
password

Password: ‘

Forgot password?

Login |

| don't have an account yet.
Getting Started?
Contact Us

( Secured by Accellion.
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User Login:

E-mail: geyserdak@gmail.com
Password: | sssssasl -
Forgot passwond?
Select _
Login

| dont hawve an account yet.
Getting Started?
Contact Us

4. A new screen in the wéspace will appear asking for you to select a new password. Enter the
OdZNNByYy i GSYLEZNINE LI aag2NR OLINRPOBARSR Ay AYyJA
new password and rgype this password, select update password.

Note:

1 The passwords case sensitive. Please make a note of the password as your email address
and password created will be used to log on to access and download subsequent result
reports.

1 For security passwords will periodically expire. Upon log in you will receivadbsage
below to update your password
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For your security, we will need you to update your password.

Update Password:
E-mail: geyserdak@gmail.com
Verify CurrentPassword: [ ]
Change Password To: [ |
Re-type New Password: [ ]

| Update Password |

‘ Secured by Accellion.
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For your security, we will need you to update your password

Update Password:

E-mail: geyserdak@gmail.com

Verify Current Password:
Change Password To:
Re-type New Password:

| Update Password

6pGE§

( Secured by Accellion.

6. You will next see a window acknowledging your new password has been updated successfully.
Select the OK button to proceed.

[@OpLeN

Update Password

Thank you.
Your password has been updated successfully.

oK
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7. The worlspace will appear. On the left under tiiéorkspaces section of the screen, select the
folder with your last name and you will see a folder with the work space name. A folder with the
date(s) will contain each of the result reports. Open the folder and you will see each of the reports

T®OpGeN'

File Manager

Transfers

& Inbox

(SIworkspaces

“iew: All | Managed | Favorites

4 ) Collier

4 {5 Dr. Clayton Collier

(J2014-08-05
(J2014-02-06
(J2014-08-12
(12014-08-13
(J2014-D2-14
(J2014-08-15
(12014-03-18
(J2014-02-10
(J2014-08-20
[J2014-08-22
(J2014-08-27
(J2014-03-26
[ZJ2014-10-27
(J2014-10-20

Dr. Clayton Collier

Collier = Dr. Clayton Collier
Select: All, None [0]

Sort By: Date ~

[ -7 2014-10-30 (86.5K8)
[ 23 2014-10-27 (334.1KB)
[ £ 2014-02-26 (133.7KB)
[ 7 2014-08-27 (73 &K8)
O 7 2014-08-22 (1.2mB)

[ 77 2014-08-20 (201 6KB)
[ £ 2014-08-19 (471.748)
[ 23 2014-08-18 (86.4KB)
[ £ 2014-08-15 (132.5KB)
[ £ 2014-08-14 (209.3K8)
[ 3 2014-08-13 (132.8kB)
[ 77 2014-08-12 (274.6K8)
[ 7 2014-08-06 (541K8)

[ 77 2014-08-05 (132.9¢8)

Wiew per page: |20 [v]

geyserdak@gmail.com | Seftings | Help | Sion out

&

Options | «

QOct 30, 2014 21:37:59
Oct 27, 2014 16:13:27
Sep 26, 2014 18:21:21
Aug 27, 2014 19:34:23
Aug 22, 2014 17:49:34
Aug 20, 2014 13:06:51
Aug 19, 2014 15:58:11
Aug 18, 2014 14:43:42
Aug 15, 2014 08:14:41
Aug 14, 2014 14:36:43
Aug 13, 2014 21:03:58
Aug 12, 2014 17:47:39
Aug 06, 2014 15:13:24

Aug 05, 2014 21:33:37

Showing 1-14 of 14 |4 ||k

8. After the new workspace has been created and opened, emails announcing the delivery of new
results reports will be sent at various times during the day to the person who is to receive the

result reports.

Note: Users can access their portal at any time to reviesult reports and/or to check for new results
reports prior to or after the alert email messages. Result reports are available immediately in the
secure portal workspace once the report has been released by OpGen. Your workspace will contain
your reports which can be easily downloaded and or printed

Important Note: Result reports are only stored in the portal workspace for 30 days from the date of
delivery. OpGen recommends to download and save each result report at the time it is accessed, to
ensure poper retention.
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Routine Accessing Results Reports

1. To access the new reports, select the link within the email.

From: <CustomerSupport@opgen.com>

Date: December 24, 2014 3:31:09 PM EST

To: <claytondcollier@gmail.com>

Subject: OpGen Clinical Services Laboratory Test Results Available

Deear Dr. Clayton Collier,

Your OpGen Clinical Services Laboratory result reports have been completed and can be downloaded by accessing the link below.

https://opgen accellion net/s/dimc33md6 +""’

Warm regards,

OpGen Customer Support

2. The OpGen secure portal log in site will appear.

User Login:

E-mail: \I j \

Password: [ ‘

Forgot password?
| Login
| don't have an account yet.

Getting Started?
Contact Us
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3. Enter your email address used when you registered and your password and select the login buttor

User Login:

E-mail: ]claytondcolller@opgen.com

Password: | eesesesd| ~

Forgot password?

I don't have an account yet.
Getting Started?
Contact Us

4. The list of workspace folders and names will appear on the left hand side. The workspace name
will be the name of the person provided on the requisitionans to receive the results reports

F\\iop( EN@ trockweiler@gmail.com (Guest) | Settings | Help | Signout
a

File Manager Send File

« Transfers 2014-08-26 = B[

% Inbox
Report Auto = Dr. Tony Rockweiler = 2014-08-26

Select All, None [0]
= MyFiles
Send Options | »

% Sentltems

(workspaces Sort By: Date +
View: Al Managed | Favorites

Aug 26, 2014 16:03:13

] _C0201_FINAL_20140815_Report-org_AD0 .. pdf (86KB)

4 =5 Report Auto
] _C0201_FINAL_20140815_Report-org_A00 ...pdf (86K8) Aug 26, 2014 16:02:08

4 =5 Dr. Tony Rockweiler
] 2014-08-26 [C] _C0201_FINAL_20140815_Report-org_ADD .._pdf (65KE) Aug 26, 2014 16:01:31

View per page: ﬂ Showing 1-3 of 3 |« || »
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5. The folders contained within the named workspace will be organized by the date the reports
contained within the folder were delivered.

laOpGen

Send File

File Manager

Transfers
% Inbox

% Sentltems

-

=& MyFiles
(Sworkspaces
WView: All| Managed | Favorites
4 5 Report Auto
4 =5 Dr. Tony Rockweiler

T 2014-08-26

2014-08-26

Report Auto = Dr. Tony Rockweiler = 2014-08-26
Select: All, None [0]

trockweiler@gmail.com (Guest) | Seftings | Help | Sign out

®

Options | v

Sort By: Date

O] _CO0201_FINAL_20140815_Report-org_AD0 .pdf (65KB)
O] _CO0201_FINAL_20140815_Report-org_A00 .pdf (65K8)
O] _c0201_FINAL_20140815_Report-org_A00 .pdf (65K8)

Aug 26, 2014 16:03:13
Aug 26, 2014 16:02:08

Aug 26, 2014 16:01:31

View per page: | 20 |+ |

Showing 1-30f3 |4 |»

Note: Users can access their portal at any time to review result repod#or to check for new results

reports prior to or after the alert email messages. Result reports are available immediately in the

secure portal workspace once the report has been released by OpGen. Your workspace will contain

your reports which can beasily downloaded and or printed

Important Note: Result reports are only stored in the portal workspace for 30 days from the date of

delivery. OpGen recommends downloading and saving each result report at the time it is first accesse

to ensure proper reention.

Acacessing Resistome and SequeriResults Reports

TheAcuitas Resistome and Sequeragaalysis reports will not be sent automatically from the OpGen
LIMS/Portal. These reports will be sent only through our secure portal system. The followihg are

steps you will take to access these reports.

1. You will receive an email from OpGen Customer Sup@®elect the link for the result report to

open and download.

Page?4 of 32
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@ OpGen

OpGen Clinical Services Laboratory Test Results Available Inbox  x

CustomerSupport@opgen.com
tome [+

You have received 1 secure file from CustomerSupport@opgen.com.

Use the secure link below to download

Dear Dr. John Doe,

Your Opgen Clinical Services Laboratory result reports have been completed and can be dewnloaded by accessing
the link below.

Warm Regards,
OpGen Customer Support

Secure File Downloads:
Available until: 27 June 2015

Click link to download:

123456 C0301 GT FINAL 20140814 CH A000769.pdf
66.46 KB, Fingerprint. 2600f3dd757b2bea’1a80cdédBfadcab (What is this?)

“rou have received secure links within this email sent via OpGen, Inc. Secure File Sharing. To retrieve the files, please click on the links
sbove.

2. Select the link to access the file and log on to the secure portal using your email address and
LI a362NR (KIFG @2dz KI S ONBFGSR 0ST¥2NB |yR a8

CustomerSupport@opgen.com requires you to login to
download the files. Please enter your e-mail address for
verification

Access files:

Emait: [ |

——|  Ssubmit

( Secured by Accellion.

CustomerSupport@opgen.com requires you to login to
download the files. Please enter your e-mail address for
verification.

Please enter your chosen password to proceed with
downloading your file

Access files:

E-mail: | claytondcoliier@gmail.com
e

[ 1am on a public computer

—_ Download {

Forgot password?

( Secured by Accellion..
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3. Once you have logged into the portal from selecting the link you will see¥iteét can be selected
and then select open or save button.

rﬁOPGEN claptondcomer@gmaticom | Notsou?

Download Files

Your download should begin automatically or you can choose the files below to save it to

/

‘ Do you want to open or save 123456.C0301_GT_FINAL 20140814 CH_A000769.pdf (654 KEB) from opgen.accelion.net? Swve |v | Cancel ‘

Notes:
If you havenot LINE @A 2dzaf &8 NBIAAUGSNBR 2y GKS LER2NIFE &,

hLIDSY &SOdzNBE ¢2NJ aLlJl OS LIRNIFté¢ aSOGA2y oSt 24
You can also access the file by first logging into the portal. This will take you to your workspace
GKSNBE (KS NBLR2NI A& t20F0SR Ay (G(KS GaAyo2E¢ d
the files will be displayed for download.

,\\\\“& O G o claytondcollier@gmail.com | Settings | Help | Sion out
[@OpGen

File Manager
Transfers Inbox (2 e-mails, 2 files) (a
% Inbox
Select” All,None | 0file(s) selected
(Iworkspaces
View: All| Mansged | Favorites
Subject send Receive d Expires O
EColtier On
(CIReport Auto ] =1 OpGen Ciin CustomerSuppor_.ncom | 28 May 2015 | 27 Jun 2015

[ 123456_C0301_GT_F 4____pdf (66K) 10:21:39
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Instructions on how to Register on the OpGen Secure Workspace Portal

1. From the internet browser type imttps://opgen.accellion.net You will see the following screen:
2. {StSO0G aL R2y Qi KIF@S Iy I O0O02dzyi eSi¢

User Login:

E-mail:

Password:

6PGEI\<I®

3. Enter youremail where you want the result reports to be sent and follow the instructions
a. Note: This email should not be a group distribution email since patient information will be sent

Page27 of 32 SM11104
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4. Select register

To send and receive fles using OpGen, Inc. Secure File

Sharing enter your o-mail address below

Create your account:

3 _k E-mail: ||
Register *__ 4

I have an accoun! already

6PGEN®

5. Select OK

TZOpGeN

Create your account

Thank you for registering. You will receive an e-mail shortly with appropriate instructions.
Note: Occasionally the e-mail from CustomerSupport@QOpGen.com is interpreted as an unsolicited e-mail. If you have not received the e-mail after a short period of time, please

check your spam folder.

oK
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6. Click on the link to verify your email address

Please verify your e-mail address

We need to verify your e-mail address so we can create a valid OpGen, Inc. Secure File Sharing account for you

Please click on the following link to verify your e-mail
6
dhitps fopgen.accallion net/aiwa/08888A0MIp/OqRR 1001372398283

This verification link expires in 168 hour(s). Beyond this timeframe, please click here to request a new verification link.

Thank you for using OpGen, Inc. Secure File Sharing.

7. Once your email has been verified, create your portal password. Save this link to your favorites to
access your secure workspace portal. You will access your port through this screen entering your em;
address and password.

Note: If you do not receive an email with the link please check gpam filters and contact youT
department to make sure the email verification has not been blocked.

hank you for verfying your e-maill address

Create your password:
E-mail: jsne doe@xxxyyy com

Verification Code: Verined

7 -—hCreanaPassword: sessssee

Re-type Password:

Note: Your workspace will contain your reports which careasily downloaded and or printed. Reports
will be saved in your workspace for 30 days. Each report name will contain the following naming
convention:
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Result Report File Naming Conventions

The result reports sent in pdf format to the secure workspadehave the following naming convention
to help you determine the exact specimen, test results and status before opening the report. Each file
name will follow the naming convention outlined below:

Specimen ID_Test Service Catalog Number_Test Resu#t NReport Status_Collection
Date_Organization ID_OpGen Accessioning Number

Naming Convention Definitions

Specimen ID Thecustomer provided specimen ID that is also contained on the report

Test Service Catalog Numbefhe catalog number that identifiesch unique testing service offering

C0201¢ Acuitas MDRO Gene Test

C0202¢ Acuitas Resistome Test*

C0301¢ Acuitas CR Elite Test with ID/AST Reflex

C0302¢ Acuitas CR Elite Test

C0601- AaitasWhole Genome Sequene Analysis, Strain Typing only
C0602- AcuitasWhole Genome Sequence Analysis, Strain and Subtyping

* Resultreports that are not automaticallgent to yourworkspace portal.

Test Result NameAn abbreviation to define the specific test result contained within the results report

GT = Actiais MDRO Gene Test results
CS = CRE Culture Screen results
IDAST = Organism identification (ID) and Antibiotic Susceptibility Testing (AST)

Report Status Identifies the status of the results contained within the report

Page30of 32

FINALg final results reported

Prelimg preliminary results are reported. A final result report will be provided once all results
are finalized

Delayedcone or more results for this specimen have been delayed due to technical reasons
Amended (AMD{ Either the results (AMIR) orpatient demographics (AMD) have been
amended from a previous issued final report

TNP¢ Test Not Performed. Specimen receivtizes not meet collection requirement
specifications for assay performance.
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Naming Convention Definitions Continued

CollectionDate: Date specimen was collected as provided on requisition form that is also contained
on the results report

OpGen Organization® !y 00 NBGAlI GA2Y 2F (KS Odzad2YSNRa
OpGen

OpGen Accession Numbeér h LID S y eéimedzésting i2Sundbedassigned to each specimen

Report Naming Examples:

123456 C0301 GT FINAL 08142014 OH 080026 pdf

456789 CO301 CS Prelim 08122014 SGHOABDApdf

©2015 OpGen, Inc. OpGen® and Acutase trademarks of OpGen, Inc in the US and/or certain other countries. All other trademarks and /or service marks ndtyo@p@en, Inc. that appear in this document are the
property of their respective owners.
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Appendix A

Shipping Box Assemblystructions

For shipping and ease of storage, boxes are sent unasselaokes per bundle. The following

folding instructons are for the assembly of box.

ASSEMBLY

Tuck
™ =",
E Top E
£nd Bock End Layoul Diagram

1. Fold flaps "A" straight up (Figure 1) and then info
center (Figure 2).

2. Fold bottom flap *C" up (Figure 3) and fold flaps “D"
so they go inside (Figure 4).

3. Fold locking tabs “E" down (Figure 8) and lock into
bottom (Figure 6).

Ingructions reproduced from Uline 12575 Uline Drieasant Prairie, W| 53158
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