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Qualio’'s eQMS software empowers growing life science organizations to do their vital
work with a stronger, faster, more quality-centric approach. Our software is built and
continuously improved with three key objectives at the core:
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To be the easiest, most To seamlessly connect your internal To empower your growth
intuitive eQMS on the and external stakeholders to your with flexible, collaborative
market quality work quality content management
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Over 650 life science businesses across the globe now use Qualio to optimize and
automate their quality management systems.

Request ademo


https://www.qualio.com/demo

@ Qualio

Supplier management software for
modern supply chain challenges

(® .

o

The policy configuration functionality in Qualio Suppliers supports a more
risk-based approach for us. Before, we required an audit, an agreement, a
questionnaire for every single supplier regardless of what they did. Suppliers
keeps us focused.

STEVE FORDHAM ) J

L VP of Quality Assurance
Capstone Development

Since we implemented Qualio just a couple of months ago, we already have

an approved supplier program with 30 suppliers in varying states of approval.
Everything went so well, we went ahead to our first GMP production in November.
Qualio’s done well by us and done awesome work. Just 3 months from where we

were to here is something | could not have imagined.
\_ (" BENNETTKLUSAS

Quality Assurance Specialist J
e Watch interview snippet Vector BioMed



https://www.youtube.com/watch?v=YR6c4eBESuU

Supplier management software for
modern supply chain challenges

o

The cost of our Qualio licenses is insignificant compared to what
we've saved by improving our processes.

( PETER BRUESEHOFF

] ] ] Director of QA —]
e Watch interview snippet Watchmaker Genomics

@ Qualio


https://www.youtube.com/watch?v=TGbKAOZRe6A

Our
customers
report...
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reduction in quality admin time

faster supplier management processes

faster speed to market

consultancy costs mitigated by pre-built
quality document template library

faster external audits

More collaborative quality cultures
built on controlled information

Simplified compliance with ISO 9001, ISO 13485,
FDA 21 CFR 820, and more




5 software features
to optimize your
suppliers processes

@ Qualio

This datasheet is designed to give you and

your colleagues an introduction into how the
Suppliers area of Qualio helps your business get
robust, best-in-class supplier managementin
place.

We've picked out the 5 top things we think you
should see.

Want to see more, including a walkthrough of
Qualio in action? Visit the last page to book a
demonstration at a time that suits you.




Centralized information for supply
chain control at your fingertips

Too many businesses rely on clunky,
uncontrolled spreadsheets to list their
suppliers.

Qualio Suppliers provides a clean,
intuitive and easy-to-use interface list of
your entire supplier base.

Categorize suppliers as draft, pending,
rejected or approved. Filter by type,
risk level and status, add new suppliers
on the fly, and export supplier
information such as an Approved
Supplier List (ASL).

@ Qualio
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Name Type Status Risk Sponsor Last modifiedv  Lastaudit Duein
Suppliers
KMed-SK Manufacturer Approved Critical Sumatha Kondabolu Jun 13, 2024
Reports
Novartis Manufacturer Approved Low Molly Calvey Sep 13,2023 Apr 02,
2024
Analytics
VWR International Services Draft Critical Molly Calvey Sep 05, 2023
Acom Manufacturing Manufacturer Draft Low Sumatha Kondabolu Feb 17,2023
Incom Consultants Consultants Approved Low Jon Ayers Dec 14, 2022 Mar 31,
2022
White Thranta Logistics Distributor Pending High Angella Hamilton Oct 20, 2022 Apr 30,
2022
Internal Parent Company Internal Draft Critical Molly Calvey Oct 17, 2022 Oct 05, 2
q S li
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Centralized information for supply
chain control at your fingertips

~
@Qualio €]
< Back
E Dashboard
Novartis ‘
[ Dpocumen ts Approved
O,
Details Supporting documents Audits
GDPR Statement
S ign controls
Approved_Supplier_List (12).pdf
| b suppliers
QR-13 1SO Audit & Open
Wh Reports
(9 Analytics
Best of all, Suppliers integrates with
Qualio Documents. Existing supplier
records already in your document
management system? Simply enter
the template prefix and automatically @ settings
import any connected supplier straight ® Laura ungrad
. /
into your database.
@ Qualio



Policy enforcement for
risk-based oversight

Your business needs a consistent
framework for categorizing, managing
and controlling your supplier
relationships.

Qualio Suppliers empowers your
business with that framework by
allowing you to build a bespoke supplier
policy using our matrix functionality.

Configure your overarching policy then
use it to govern and structure all your
supplier management activity, including:

» Types of suppliers
» Supplier documentation
» Audit types and cadence

» Risk categories

@ Qualio
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Policy Configuration

Supplier types
Risk levels
Document types

Audit types

v

3

Supplier types

Manufacturer o

Is a person or company that produces finished goods from raw materials by using various tools, equipment, and processes,
and then sells the goods to consumers.

Services |

Describes work that supports a business but does not produce a tangible commodity.

Distributor ]

A distributor is a person, entity or selling agent who works independently to sell the products of a manufacturer, and is bound
by a financial contract.

Consiltants T

L/




Policy enforcement for
risk-based oversight

Each component is completely
configurable to match your supplier
management preferences.

For instance, you may wish to add
‘consultant’ and 'software provider’ as
supplier types, add an SLA and quality
agreement as document formats to be
captured, assess supplier risk criticality
as 'low’, ‘'medium’ and ‘high’, and assign
annual and biannual audits for different
ISO standards. The choice is yours.

@ Qualio

@
. i . 52
R Policy Configuration
Documents Supplier types Risk levels
Training Risk levels
Critical o
Document types
Events
Audit types Highest-risk suppliers with critical impact on the quality or availability of the product
Design controls
%
Suppliers
Reports
High u]
Analytics
Heavy-risk suppliers with direct impact on the product, but for which alternatives are available.
4
Medium ]
Moderate-risk suppliers have more of an indirect impact on the product.
{?} Settings 4
® Laura Ungrad
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System guardrails for automatic
supply chain compliance

Qualio Suppliers provides a consistent,
repeatable framework for adding
suppliers into your eQMS.

As you add a supplier, include key
information like contact details,
supplier type and internal sponsor.
Then, based on your supplier policy,
mandate associated documentation
depending on therisk profile and type
of each supplier in your database. A
high-risk manufacturer, for instance,
may require a quality agreement and

the supplier can be fully approved for
operation. A software partner, like
Qualio, may require the addition of
release notes, and so on.

@ Qualio

SOW agreement to be attached before

Dashboard

Documents
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Events

Design controls

Suppliers

Reports
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Incom Consultants

Approved

Details Supporting documents Audits

Risk level

Low

Low risk suppliers have no significant impact on the final product.

General info

Supplier name Sponsor

Incom Consultants Jon Ayers

Supplier type Approvers

Consultants Aoife Kilcawley ~ Approved
Website Created on
www.incomes.com 2022-03-02 01:08 (GMT)
Intended use Last modified

Incom provides general business consultancy services in the  2022-12-14 17:38 (GMT)
life sciences space.

{9} Settings v Supplier contact information
Name Notes
@ Lauraungrad 3 Rae Smith h
11



System guardrails for automatic
supply chain compliance

As your supplier base grows, it requires
careful oversight and control. Qualio
Suppliers provides automated approval
workflows to ensure diligence and
consistency as fresh suppliers are
onboarded.

Simply choose one or multiple supplier
approvers, and an approval task will

be generated and distributed to

each recipient. Suppliers cannot be
confirmed until all approvers have
completed their action.

@ Qualio
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Heavy-risk suppliers with direct impact on the product, but for which alternatives are available.

Supporting documents

Additional documents

There are no additional documents

Required audits

For the supplier type and the risk level High your supplier policy does not require any mandatory
audits

If a review of audits is needed before approval, you can save this supplier and add the audit and all its

documents in the “Audits” section of this supplier.

Approval

Select people who can approve this supplier. At least one quality user should be selected.
Approval will be granted when all of them accept.
Approvers

Grant Hibbert (grant hibbert@qualio.com) X
Alex Pavlovi¢ (alex.pavlovic@qualio.com) X Laura Ungrad (laura.ungrad@qualiocom) X X ~

Jessica (jessica. io.com) X

This field is required when sending for approval

Cancel < Previous

Send for approval

/
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Supplier categorization for
a risk-based approach

FDA 21 CFR Part 820: Purchasing
Controls (Section 820.50) mandates that
you develop and maintain procedures to
ensure all supplied products and services
meet your requirements, while ICH Q10
gives pharmaceutical businesses the
responsibility of ‘assessing the suitability
and competence of the contract
acceptor to carry out the work required".
Robust, repeatable and appropriate

risk management is therefore a

crucial component of your supplier
management activities.

Use Qualio Suppliers to assess
suppliers by their risk profile and assign
them a designated risk category. This
risk category, as we've seen, then
enforces the required documentation,
as well as the required audit cadence
for that particular supplier.

@ Qualio

Dashboard

Documents

Training

Events

. SUPPLIER TYPE
Design controls

Manufacturer ®
Suppliers

Reports

Analytics Services ©

Distributor ®

Supplier Policy

Supplier Policy

Critical ©

Quality Agreement
Supplier Quality Survey
Standard Certification
Supplier Evaluation Form

Quality Agreement
Supplier Quality Survey
Standard Certification
Supplier Evaluation Form
SOW Agreement

Quality Agreement
Standard Certification
Supplier Evaluation Form

Required documents

High ©

Quality Agreement
Standard Certification
Supplier Evaluation Form

Quality Agreement
Standard Certification
Supplier Evaluation Form
SOW Agreement

Quality Agreement
Standard Certification
Supplier Evaluation Form

Audits

RISK LEVEL

Medium ©

Quality Agreement
Supplier Evaluation Form

Quality Agreement
Standard Certification
Supplier Evaluation Form
SOW Agreement

Quality Agreement
Supplier Evaluation Form

Configuration

Low ®

GDPR Statement

No documents
required

No documents
required

{?} Settings < Consultants © Quality Agreement Quality Agreement Quality Agreement
Standard Certification Standard Certification Supplier Qualification Form No documents .
Supplier Qualification Form Supplier Qualification Form SOW Agreement required -
® Laura Ungrad (g SOW Agreement SOW Agreement K
13



Supplier categorization for

a risk-based approach

Automated prompts and reminders

ensure supplier audits are never missed.

Depending on your bespoke supplier
policy, you might, for instance, receive
an annual reminder for a medium-risk
supplier and a biannual reminder for a
high-risk one.

Manage audits from directly within
Qualio Suppliers, categorize the
audit type, attach associated
documentation like an audit report,
then drill into audit trails of all activity
related to each supplier.

@ Qualio
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Internal Parent Company

Draft

Details Supporting documents Audits

© Next Remote Audit is due in 1 month .
The supplier policy requires this supplier to be audited with a Remote audit every 24 months from the date of last audit (5 Oct 2022)

Name Type Notes Added by Date completed

Audit Audit Remote DEMO Molly Calvey 5 Oct 2022

Date added

11 Oct 2022

Documents

1 files

10of1

{?} Settings

® Laura Ungrad
/
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Deep analytics for real-time
supply chain insights

Your supply relationships should never be
static or siloed, but a constantly evolving
facet of your quality management system
to keep tabs on.

Track all your key supplier management
activity in the rich visual dashboards of
Qualio Analytics, such as:

» Approval statuses
» Supplier audit statuses

» Throughput and cycle time for
supplier processes

» Trends
» Open supplier actions

» Quality events by supplier

@ Qualio

Analytics
Dashboard y
Documents Documents Training Events Event forms Suppliers
Training
Status overview Audits Process efficiency Trends Open actions Performance
Events By time Sponsor
Determine if audit timelines are being met to help ensure the accuracy, quality, and relevance of your supplier records. You can select a bar to adjust to different time granularities. Al
Design controls 25
Supplier risk
- Al
Suppliers 2
Supplier type
Reports s it
. 1
Analytics
05
Q3' 2024
Due status Overdue
0 Supplier audits 1
; Q12023 Q32023 Qa4 2024 ;
moue
By sponsor
dentify potential issues that may be hindering the timely completion of audits, such as resource constraints or workload distribution,
{?} Settings
Molly Calvey
® Laura Ungrad I



Deep analytics for real-time
supply chain insights

Spot supplier management
bottlenecks and overdue activities,

as well as troublesome suppliers and
improvement opportunities —then take
smart, data-driven action accordingly.

Plus, use the Qualio Resource Library
to build a central database of core data
objects like products and suppliers,
referenceable across your Qualio
platform from Documents to Events.

@ Qualio

Dashboard

Documents

Training

Events

Design controls
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Analytics

Analytics

Documents Training Suppliers

Status overview Audits Process efficiency Trends Open actions

By user

Track pending supplier approvals to improve collaboration and ensure records are processed in a timely manner

Paul Mcilw.
Gloria kwan
Sameer Ka.
Andrew Bo...
Aoife Kilc.
David Brown
Emily Holl,
Jess Monc.
Jessica Mo...
Lola Furlong
Matt Loths...
Rim Yezdani
Sarah Jard...
Tamara Bur.
Taylor Rus.
matus-+nor...
matus.foga.
0 1

Performance

Action owner

{?} Settings

® Laura Ungrad
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The ROI of
Qualio

Manual, paper-based supplier
systems bring a slew of hidden costs
to your business, which a Qualio
investment completely eliminates.

0

Get your ROl figure»

@ Qualio

e Watch interview snippet

5 FTEs

to provide the same
level of quality
control as Qualio

15+

of medical device Form 483s
caused by poor purchasing
controls and non-compliance
with 21 CFR 820.50

*25,000

spent every year by small, paper-based businesses on
production, usage and storage costs of hard documents

*2,000

supplier records

$ 8 Average cost of a
I I l product recall

$ Average cost of an
4OOK FDA warning letter

600

average number of suppliers
for alife science company

per year to maintain a single filing cabinet of }

1_ 10 life science suppliers
N is virtual



https://youtu.be/XDax_uhMJz0?feature=shared&t=533
qualio.com/resources/roi-calculator

reasons to manage your
suppliers with Qualio

©)

Hear from our customers!
Explore our successful customer stories »

12
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Construct and enforce a supplier Slice admin time and duplicated Embed unshakeable compliance Cloud-based
policy matrix in line with your risk effort with a centralized end-to-end into your supply chain with policy- access from
appetite and internal language supplier management framework driven supplier assessments anywhere
/ RN /
4 N N N N
5] &)
Track your supply Never miss a supplier Enjoy a single source of truth of Upload key documents or link
chain in real time with approval or audit task with all supplier activity, from alist of them directly from Qualio
detailed analytics system prompts & reminders suppliers to detailed audit histories Documents to supplier records
. / / RN /
e N N 7 N N
o 1)
Drive an integrated audit Enforce quality and Get to market faster with Drill into audit trails to
program to keep your supplier compliance by mandating amore integrated and less demonstrate complete
base compliant, healthy & fit documentation and audit burdensome approach to control and visibility to your
for your purposes timelines suppliers regulators
. RN N RN /

@ Qualio
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qualio.com/customers

Q) Qualio

Grab total control

of your supply
chain

We'll answer your questions, give you a live
tour of Qualio and help you determine if
we're a good fit for your organization.
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Incom Consultants

Approved

Details Supporting documents Audits

Risk level

Low

Low risk suppliers have no significant impact on the final product.

General info

Supplier name Sponsor
Incom Consultants Jon Ayers

Supplier type Approvers
Consultants Aoife Kilcawley ~ Approved

Website
Www.incomcs.com

Intended use Last modified
Incom provid -14 17:38 (GMT)
life sciences space.

Supplier contact information

Name
Rae Smith



https://www.qualio.com/demo

