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Synetra™ Client Portal Work Instructions

Purpose

To provide clients with clear, concise, and comprehensive guidance on sample submission
and shipment via the Synetra™ Client Portal.

Scope

This document aims to ensure that clients can efficiently navigate the Synetra™ Client
Portal sample submission process and any adjacent features and functionalities. The work
instruction (WI) outlines step-by-step procedures for key tasks such as sample submission.
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Synetra™ Client Portal Work Instructions

I. System Overview

The portal architecture and key components consist of a central project element that
encompasses subcomponents such as Test Articles, Supporting Materials, Assays, and
Samples. Projects are intended to help with the organization of subcomponents. These
elements can be defined as the user sees fit but should take into consideration that the goal
is to create a structure that enables easy access to similar or related information (e.g.
submissions, reports) later.

Synetra™ Client Portal is our client web portal where assays can be ondered, and sample details entered
in preparation for shipment to Bioreliance®. The below hierarchy of steps are required:

(1) (2) (3) (4)
et Add any Test Articles Add at least 1 Assay 2 i
5 p Enter sample details
Create Project and and/or Supporting or multiple Assays for for samples that are
dec h:e on name Materials that belong testing of each Test designated for testing
to your Project Article of each assay

M Eaind
Optional, but

recommended during \

project creation, add

Product information. Suppor‘Flng \ Assay 2 Sample2
Material

_’ 5 After steps 1-4 are complete, send for PM review/approval and now Shipment can be initiated.

II. User Access and Login

Once an authorized representative account has been created, or a sub-user added, the new
user will receive an email notification. The user must follow the link provided in the email to
create a new password to gain access to the portal.

The reset password function located underneath the password field can be utilized if a user

forgets their password. A link will be sent to the user’s account, and it must be accessed
within 24 hours of the request.
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III. Creating a Project

Prior to submitting any test samples, you must first create a Project.
1. A project can be created from the home page by clicking on a Quick Action to ‘Create

Project’ (see image 1) or by navigating to the Project Details page by clicking ‘Projects’
in the left navigation bar and ‘Create Project’ once on the Projects page (see image 2).

Image 1. Quick Actions Widget on Home Page

Quick Actions
r N
B Cu':\lh' Projm'-. 3
%, r
D Agdd Test Article 3
é‘ Add Supporting Material 3
g Add Study 3
q Ship Materi:als R b

Image 2. Project Details Page

Pl Synetra™ Client Portal |+ B3 Progects B N F
| Search Projects ‘*"i""""':g]
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AN MO 1 e
T ¥ (O MO it 3
8L T e b Testing o
& e Bk
Wi 115 5 M Tl st
B Amayn
o " letring -
o [ibrect imports
e e - fep 2124
N Contracti & Agrasments
- ¢ =l 4 1 -
1 Motit " M . -
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2. Once prompted to select your project type from the list as shown in image below,
select and click ‘Continue’.

Image 3: Project Type Selection

Create Project *

o Project Type Selection

Project Type Selection

Testing

Stability Testing

Viral Clearance Studies

Cell Bank or Virus Stock Manufacturing

Custom Method Development & Validation

3. Complete the ‘Basic Information’ section of the Project per the field descriptions

below.
a. Project Name- enter a descriptive name for project
b. Purchase Orders- the first time a purchase order (PO) is used, click ‘Add New

Purchase Order' and follow the prompts to name and upload a PO. Once the PO is
added, it will become available to select from the drop-down for future submissions.
e More than one PO can be added to a Project, and in cases where different
POs are being used for Test Articles, all relevant POs should be added.
Quote/Contract Number- the first time a quote or proposal is used click 'Add New
Quote/Contract' and follow the prompts to name and upload a quote/contract. Once
the Quote/Contract is added, it will become available to select from the drop-down
for future submissions.
¢ More than one quote/contract can be added to a Project, and in cases
where different quotes/contracts (including amendments) are being used
for Test Articles, all relevant quotes/contracts should be added.
Product- this is an optional field, but it is highly recommended for easy reference,
allowing users to quickly look up what has been submitted and tested for a specific
product. The first time a product is used, click *‘Add New Product’ and follow prompts
to enter the product name. Once a product has been added, it will become available
to select from the drop-down for future submissions.
Company Shipping Address- select from the available options in the drop-down
menu, which are directly sourced from our ERP system based on previously provided
information. This information will be included in Final Reports/CoAs.
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f. Company Billing Address- select from available options in the drop-down menu,
which are being sourced from our ERP system based on information previously

provided. This information will be used for invoicing.

g. Billing Contact- select from available options in the drop-down menu, which are
being directly interfaced from our ERP system based on information previously

provided. This information will be used for invoicing.
h. Is there a Quality Service Agreement (QSA) in place?
i. Is the project funded by the government?

Image 4: Project Basic Information

Create Project

Basic Information

° Basic Information Purchase Orders @

Add New Purchase Order

Add New Quote/Confract

Add New Product

§ and uitimately release of a drug product,

Yes

No

No

| Back

ck your work snd ti it back to the developmant

4. Once complete, click ‘Continue’. A ‘Review’ window will open, with a summary of all

completed information. If updates need to be made to previously entered information,

the ‘Back’ button should be selected.
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5. Once all information is entered correctly, click the ‘Create Project’ button at the bottom
of the review screen.

IV. Submitting Samples

Once your Project is created, the Project Detail Page will open. Continue the submission
process by completing the options to ‘Add Test Article’ and ‘Add Supporting Material’ (as
shown in Image 5).

e Test Articles are the materials that are being sent for testing and eventual
reporting.

e Supporting Materials are materials that are used in support of Test Article testing
and can include media, reagents, buffers, references, controls, or serum. These
would not have direct testing.

Image 5: Project Detail Page

¢ B Projects Testing Project BN v o ~
Testing Project ‘ : ‘ Submit for PM Review
Overview Details Activities Documents
Project Status Project Name Project Type Product Name PO Number
m Testing Project Testing - 101/22211
Test Articles
Search test articles = Filter (® Add Test Article
@

No test article added yet

Get started by adding test articles.

Supporting Materials

Search supporting materials = Filter (® Add Supporting Material
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1. To add a Test Article, click ‘Add Test Article’ button.

2. Enter in the test article Basic Information as shown in Image 6.

Note: in cases where one or more PO or Quote(s) were entered at the Project
level, designate which PO and Quote correspond to each test article from the

drop-down.

Image 6: Test Article Basic Information

Basic Information

Test Article Mame/Designation @

Authorized Representative for Reports Only @

Testing Type

Species of Origin

Sample Identification

Purchase Order

Add New Purchase Order
Quote/Contract Number
R-12222222 e

Add New Quote/Contract
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3. Enter test article Safety Information as prompted and shown below in Image 7.

Image 7: Test Article Safety Informaiton

Safety Information

Enter the safety information of your test article

Biosafety Level

BSL-1 BsL-2 BSL-3

For rDNA Samples

Live
Inactivated
Attenuated
Mone

Can contact with this test article cause infection in humans?
Yes
Mo

Does the test article contain any virus sequences?

Yes
Mo

Has the test article been geneticlly modified? {Appiicable only to assays conducted in the UK.)
Yes
Mo

See Details

4. Review all information prior to clicking the ‘Add Test Article' button to finalize the

addition.

Image 8: Review Safety Information and Add Test Article

Add Test Article To 000000RENDERTEST

Basic Informatio

Safety Information

Blosafety Level

Cal

o Review Test Article

Does the test article contain any virus

R-12222222

None

No

No

Back

| Add Test Article
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5. Once a Test Article is available, the Test Article Detail page will be displayed.

1. Studies and corresponding samples should be added by clicking 'Add Study’, as
shown in Image 9. In cases where backup material will be provided as needed and
there is no direct assay association, the ‘Add Backup Sample’ button should be

selected.

Image 9: Adding Study / Sample Addition

Test Artiche Stabus Test Arthcle Mame Test Artiche ID Testing Type
Draft test buse Mot Created et
Studles
Mo study added yet
Gt 4nared by W SEuhes
Backup Samples

Mo backup samples added yet

Gt started by sdding backup samples

Epanple Mentification
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2. Once 'Add Study' is selected, enter and select the assay number or title for the assay of
interest and select from the available drop-down menu.

3. Once the assay is selected the following information will be displayed (as shown in

Image 10):

a. Assay ID & Title- this is to confirm the assay selected is the correct assay. For
more information about the assay click ‘See Assay’ where you will be taken to the
assay information page that contains all assay details, including technical
specification and validation summary report.

b. Preferred Volume- this shows the minimum preferred volume based on the
assay. In cases where sample does not meet this requirement, please discuss with
your PM.

c. TAT- this represents the standard Turn Around Time for the assay, and in cases
where the lab currently has a queue and the standard TAT is not achievable, the
new expected TAT will be shown in red.

4. 1In addition, all assay-specific questions will be available and require a response.
5. Once all fields are completed, progress to the next section by clicking 'Next'.

Image 10: Assay Information

Add Study To Project

Assay Information

G Assay Information Fac
ent

Assay ID & Title @

'y with its sample and any necessary materials. Select the assay and
e req

003800.BSV: 28-DAY IN VITRO ASSAY FOR THE PRESENCE OF VIRAL CONTAMINANTS

Select the assays listed in your contract. You can search by assay ID or title.

Assay ID &Title See Assay
003800.BSV: 28-DAY IN VITRO ASSAY FOR THE PRESENCE OF VIRAL C...

Prefered Volume

3celllines need 1x 12 ml frozen cell lysate @ 107 cells/ml...

TAT
35 days

Assay Comments (Optional) @

Does the test sample contain live virus or 3 virus sequence’

Has this test sample matrix been tested previously in this assay?

6. The Sample information will be required as listed below, this includes:

a. Label ID- this should match the label exactly as it is shown on the material that

will be sent.

b. Storage Condition- select the temperature required to store the sample
Physical Description- select the most appropriate match from the drop-down.
Shipping Condition- select the condition under which the material will be
shipped.

e. Expiration Date- while optional, if the material has an expiry date, this
information should be provided.

ao
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f. Sample Volume details- This section includes an optional field labeled 'Unique
Vial Identifier', which should be used when this level of detail is required for
inclusion in a COA/Final Report or for a specific container designated for a
particular test.

g. Note: if utilizing the 'unique label identifier' field, the ‘Number of Units’ entered
should always be '1".

h. If utilizing the 'unique label identifier' field or have more than one sample volume
click 'Add Volume' to include additional details.

6. Once all details have been entered and reviewed, click 'Add Study' at the bottom of the
page and the new study associated with the previously entered Test Article will be
visible.

7. If additional studies/assays need to be added to the same test article, repeat the same
steps above.

8. Similarly, if additional Test Articles need to be added, the same test article addition
process should be followed from above.
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In cases when a Supporting Material needs to be added instead of a Test Article, this can
be done directly from the homepage in the Quick Actions Widget or from the Project Detail

Page.

1. Click on 'Add Supporting Material' and follow prompts to enter material information

(as shown in Image 11a and 11b).

2. When submitting a Supporting Material that is intended to be used only for a specific
Test Article and Study, the fields listed as optional for 'Test Article' and 'Study' should be
completed to select the corresponding values. This will allow the linkage to be made

between these items for visibility to Contract Testing lab operators.

3. If the Supporting Material can be used across different Test Articles and Studies, the

optional fields should be left blank.

Image 11A: Supporting Material

Material Information

Study Information

Tiri® Articha

Basic Information

) masd salseted b ey, "BuMens”, Camtral” "Raagirt "Reterenca Matenial”, "Masa” "Sens"

bariing srw sutamatoaly clageed ar tor rebention” gnd will not be dogarded wehoud

prier dincungion, regandians of the sxpiration date

All remaining fields should be populated in a similar fashion to the Test Article.
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Image 11B: Supporting Material

Storage Condition

Phyzical Description

Shipping Condition

Species of Origin

Expiration Date

Material Commants 0

Material Volume 1

Number of Units Violume (Per Unit Unit of Measurement

Umigue Label identifier (Cptional] @

Add Volume

5. When all fields are complete, click ‘Next'.
6. Enter Safety Information.
7. Once all fields are complete, click ‘Next'.

8. Confirm the accuracy of all details that have been entered on the review page. Proceed
to 'Add Supporting Material’.
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PM review can begin after adding test articles, corresponding studies, samples, and
supporting materials to the project.

1. From the Project Detail Page, click 'Submit for PM Review' at the top right side of the
page and all available Projects and Test Articles that are complete and ready to be sent
will be visible.

Image 12: Submitting for PM Review

Item Selection
“Review Readiness” indhrabes whether the iem s readyior P review. I the status i "Meeds
Cormpletion” stguined telds =unn w1l be hilled, sed the item coneot be dlectod hive

Test Articles

Facel Asticl Mema Fanting Tupe [ —

et 23 uth 2 Lot Redease Testing Moy Ciomapbetion,

est fest 2 Lot Relesse Testing Miseds Completion

L T o Fy Lot Prleririe Testicg i, gt

[ [} W gl 2 Rirvs Baterisl Testitg Rt-acky Tiar Btatar
test artiche buse best 3 - Maechs. Compbetion
Page 1 of 2

Supporting Maberials

P — Matertsl Trpn [ ]

bbby 2 Control Mt Completion

e Controd Mk Compbetion

Sadasd Ao Mt Cormpletion

— W

2. Select all project and/or test articles to send that are in ‘Ready for Review’ status (as
shown in Image 12) and click ‘Submit for PM Review’ at the bottom of the page.

This is not the final step, as there’s still a requirement to complete a shipping step to
provide details about shipment. The preferred timing for completion of the shipment step is
after PM approval of the submission.

Note: In cases where time is critical and samples need to be shipped immediately, please
proceed with shipment prior to confirmation of PM approval.
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1. Navigate back to the ‘Projects’ page by clicking 'Projects’ in the navigation bar.
2. Click on 'Ship Materials’.

Image 13: Shipment of Materials

N Synetra™ Client Portal |« & Projects & EnN g
Q, Search Projects l Ship Materials l Create Project
~
(o) Homepage Filter All Time
¥ Products Project Name Prasect Troe Product Name/MNumber Status Last Gditnd
£ Projects O00DO0REMDERTEST Testing 123454 Active 7 Oct 2025 View

OOODOORENDERTESTZ Testing CP PP 14FEB20Z3TES. Active 5Aug 2025
) Test Artides

O00DO0RENDERTESTS Testing 123484 Active 12 Aug 32025 2
) Supporting Materials

000011081 Collagen Feasibility Testing = Active 18 Feb2021
& Study Tracker

00123Bi0 US Submission_ Mar 2% 24 -2 Testing . Acthve 25 Jul 2025 Yiew
&) Assays 00123810 US Submission_Mar 29_24 - Testing . Dratt 185ep 2025

3. A material selection page will open that lists all projects and their associated test articles
and supporting materials available to ship (see Image 14).

4. Click the check box to all items to be included in the shipment.

5. Then click 'Next'.
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Image 14: Material Selection

Material Selection

Please select only the materials that will be shipped to the same site.

@ This test article has remaining ‘Action Required., please do not ship samples until in spproved status.

Sprint 17 Demo Project comments /3 material selected
Sprint 17 Demo Project PM review 1/1 materisl selected
TA sprint 17 PM review Biosafety Levek BSL-2

Material Type & Volume Label ID & Shipping Condition Assay Tithe £ ID
[ Test Materizl viallabel 1111 Trypsin Functionality Test
submission_QA1_template1.1 071 material selected

Supporting Materials

Material Type & Volume Labeel ID & Shipping Condition Material Name
Serum INET-3532-Test2 NET-3532-Test2
TS01 Bio US Submission_Apr 112023 0/1 material selected

6. Enter all shipment information as shown in Image 15, including:
a. Ship Date- this is the date tentative shipment date for the samples

b. Receiving Site Address- choose the receiving site from the drop-down menu.
c. Courier Name- is optional but can help in cases where an expected shipment has

not arrived.

d. Tracking Number- is optional but can help in cases where an expected shipment
has not arrived. In cases where a shipment includes more than 1 tracking number

please click 'Add Tracking Number' to add additional numbers.

Note: The Contract testing lab is not responsible for tracking of shipments and this
information is only being requested to assist our receiving teams, in exceptional

cases.
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7. Once shipment information is complete, click ‘Next’.

Image 15: Shipment Information

Shipment Information

Ship Date

Raceiving Site Addrass

Courier Name
Tracking Number 1

(¥) Add Tracking Number

@ Customers sre resp with their p

eferred couriers. The tracking
information field ser

shipment's current status and location s needed.

8. The Retention Information section will be displayed. Enter all fields as shown in Image

16.

Image 16: Retention Information

Retention Information

How many shipping containers are included in the shipment?

Do the shipping containers need to be returned?

Yes
No

Are there any temperature monitors included in the shipment?

Yes
No

For return of temperature menitors and/or shipping containers, shipping label{s) with the address of
return must be included with the shipment along with this shipment document.

Do you want your samplas to be returned?
Yes
No

9. Click ‘Next' once all fields in the section are complete.

10. Review all details entered to confirm accuracy then click ‘Next’.
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11. A summary of Shipment Instructions will be displayed as shown in Image 17.

Image 17: Shipment Instructions

Shipment Instructions

You

@ materials.

e the Guidance Document.

BioReliance Corporation
ATTN: Test Article Receipt
9900 Blackwell Road
Rockville MD 20850
United States

Print your shipment document to include with your shipment.

| Add safety information to your shipment box for Biosafety 3

Gather your samples.

Ship your materials.

12. Click ‘Print your shipment document to include with your shipment’ and include a copy

in every shipping container (e.g. box) that will be shipped.

13. If supplemental safety information is required per the sample type, please also include

the supplemental safety information in the shipment.
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V.

1.

Tracking Submissions

Users can click on the ‘study tracker’ function from the left navigation bar to access

tracking information.

Individual study information can be identified by using the ‘search studies’ field

If interested in a specific subgroup of studies, select the 'Filter' option which will open a
new dialog with several filtering options available for selection. Once selections are

complete, 'Apply Filters' should be selected to display results.

Image 18: Study Tracker

A Synetra™ Client Portal |«

& Study Tracker

Q Ssearch Study Tracker
You canview approved studies and track their progress here. Active studies are still in plete repao
(@ Homepage
[ Search studies ] Dewnload Excel File @

& Products

Test Artice I0/Name & Project Name AssayID Status. Da
L bt AESZMV: TA Feb 20 Prod_Bio US 1 S00MO0BSY OnHold 9.Apr 2018 View
O TestArticks AESZMV TAeb.20 Prod lo.US 1 00BN r— 4l 2018 View

AG65IK: Stratatech Rat Tail Collagen.... e S 23 o o
() Supporting Materials 1 Cotagen Foasinas SFFO0CGMPBSY Auwsiting Samol Z3Feb 2021 25ep 2021

AGESIIG Stratatech Rat Tail Collagen... 39900ONRTESV Aaiing Sam 23Feh 2021 25 Mar 2021 View
& study Tracker l g

AH10VW: testing Sample Due date e U e
0y Assays i

”f'_'f'“_‘"":““"’"'s‘_‘_l:""’d'” OOF00IGMP BUK Awiting Sample 15 Apr 2022 View
% Direct Imports AHLOWC: Submission 25 032930GMPEUK Awsiting Samp 31May 2022
[ Contracts & Agreements ot el 032922GMPBUK Aursiting Sl 24A0r 2022 View
0O Notification Center T?‘_‘f"’""s 032939GMPAUK Awating Sampl 22 May 2022 View

st p— —

Pagel ~ of 199
A
Image 19: Filter
Filter X

Project Manager

Karen Prandy

Company

Al

s Group & Autharided REprétsntative

Al

Project Type

All

Sty Status

Reported

Clear All
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VI. Accessing Reports

Once a study is in the reporting phase, the option to select the ‘reporting’ button becomes
available. When ‘reporting’ is selected, ‘expected report date’, ‘actual report date’,
associated '‘Event Number(s)’, ‘Preliminary report’ details and applicable attachments will be

displayed and accessible for download.

VII. Managing Notifications

Notifications related to Assay Updates, General Updates, User response, and Action(s)

required can be found in the Notification Center.

Image 20: Notification Center

INA Synetra™ Client Portal |« O Natification Center
Q. search Notification Center
[ Homopage
All Assay Updat sanaral Updat Pr
©) Pending Approval ltems
i Products

5 Projects

) Test Articles

& Supporting Materials

& Study Tracker

0 Assays

% Direct nports

B Contracts & Agreamants

52 User Manapiment

L1 Matificaton Center

Mo notifications yet
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The vibrant M, BioReliance, Synetra, and Sigma-Aldrich are trademarks of Merck
KGaA, Darmstadt, Germany or its affiliates. Detailed information on trademarks is
available via publicly accessible resources.
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