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compliant control of your document stack
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Read G2 reviews Read Capterra reviews

Qualio was founded in 2012 with a simple but 
important mission: to help life science organizations 
bring their vital products to market with a faster, 
stronger, more quality-centric approach.

Over 500 life science and healthcare businesses across the globe 
use Qualio to centralize, optimize and automate their quality 
management systems.

Qualio is a scalable and flexible cloud-based system that grows 
with your business and makes meeting your quality requirements 
truly simple, from ISO 13485 and ISO 17025 accreditation to FDA 
and GxP compliance.

https://www.g2.com/products/qualio/reviews
https://www.capterra.com/p/134050/Quality-Management-Software/
https://www.qualio.com?utm_source=content&utm_campaign=DocumentManagementSoftware&utm_medium=pdf
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How can modern life science businesses manage ever-growing, 
increasingly complex documentation stacks, and ensure the right 
information is viewed by the right person at the right time in an 
increasingly remote world?

An airtight document management system is a crucial quality 
and compliance requirement — but more and more businesses 
are waking up to the realization that managing your policies and 
procedures with paper and spreadsheets is inefficient, costly and 
unsustainable.

Loose version control brings confusion, cluttering and slowing 
down your QMS. Reviewing scattered documents feels like a 
burden. And retrieving information when your auditor comes 
knocking becomes a stressful barrier to your compliance.

Structuring, reviewing and distributing your policies, procedures 
and process documents with complete control is essential for 
optimizing quality, automating compliance and minimizing risk. 
Cloud-based quality management software is the key to this 
evolution.

Qualio’s document management system gives your organization an 
end-to-end digital platform for the entire document lifecycle, from 
drafting and reviewing to categorizing and sharing — wherever 
your team is based.

Kelly Stanton
Director of Quality, Qualio
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Qualio is designed to provide a simple, structured and compliant pathway for the 
lifecycle of each and every document in your quality management system.

Let’s start at the beginning: creating a document.

End-to-end document 
lifecycle control

CollaborationCreation Categorization Compliance Confidence

1. Creation

A cogent and ordered QMS is impossible 
without consistently enforced document 
formats and structures.

That’s why the document creation process 
within Qualio is driven by templates.

Document templates define the structure 
of a document and mandate a series of 
default settings. Every document created 
within Qualio must follow a template.

Build a document template for every type 
of document your business uses, such as:

• SOPs

• CAD drawings

• Contracts

• Internal audit reports

• Design history files

Assign a prefix, training requirements, 
and review and approval periods.

The thing I like most about Qualio is how 
simple documents can be prepared for 
easy understanding by anyone who has no 
knowledge of what they’re reading — be it a 
policy or a learning document.

— Sravya D.
Medical Fulfillment Specialist
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Then add sections and default content for every document with that template to follow, 
such as a ‘scope’ section, a ‘reason’ field or an attachment area.

Once your document template 
is complete, simply select the 
template at the document 
creation stage and work 
through the template structure 
with Qualio’s simple and 
intuitive web editor to build 
your document on the fly.

Document template screen.

Dashboard with ‘Create Document’ button.
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Give your document a title. Add categorization tags. Assign as many or as few reviewers 
and approvers as you require. Record any change control details, such as the reason for 
document creation, and then populate the mandated template sections — all without 
ever leaving the system.

Assigning reviewers and approvers in the doc creation stage.

Once you’re happy with your 
created draft, send it for review 
and approval.

Already got a document stack? 
Don’t worry!

Qualio offers a complete document migration service during implementation 
to transfer your existing documents into the system quickly and easily.
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2. Collaboration

Qualio offers an integrated workflow-driven environment for the 
collaborative review and approval of documents — so the right people can 
guide the document process at the right time with complete traceability.

Once your document is submitted, your assigned reviewers and approvers 
are notified (and reminded) by email and via their Qualio Workspace ‘to do’ list 
to ensure nothing is missed.

Revert to draft and make edits. Add comments and loop in other users in real 
time. Compare changes between versions. And enjoy complete visibility as 
your document evolves — with every update completely audit-trailed and 
activity reports available at the touch of a button.

Once your document is approved and published, your assigned review 
settings will re-activate the collaboration workflow at a set future date to 
ensure your document remains accurate, compliant and fit for purpose.

No more chasing colleagues for signatures and approvals!

Qualio has made it so much easier to review and edit documents prior to release. This 
has improved the quality of our documentation and reduced the time spent getting 
documents through the release process.

— Qualio SME medical device user

Document collaboration within Qualio.
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3. Categorization

Qualio gives your business a single, central 
and paperless cloud-based library for your 
entire QMS document stack. No more 
filing cabinets, nests of SharePoint folders, 
or confused colleagues.

As we’ve already seen, document 
templates give you a standardized and 
consistent structure for every piece of 
documented information, while powerful 
search functionality and document tagging 
let your team find the information they 
need in seconds rather than minutes.

Hyperlinks and associations connect key 
documents together and provide faster 
navigation.

Bespoke view, edit and download user 

permissions ensure information is shared 
in a controlled manner across your 
business.

And superseded document versions are 
automatically archived to enforce version 
control and slice duplication.

Qualio is designed to place your quality 
management system at the front and 
center of your business — so policies, 
processes and procedures are easily found 
and followed by everyone.

Since Qualio is cloud-hosted, you can 
dive into your document management 
system from anywhere in the world with an 
Internet connection.

Plus, all documents are exportable at 
the touch of a button into controlled or 
uncontrolled PDF, CSV or XLSX formats for 
easy sharing with your interested parties, 
like customers or auditors.

I have everything I need. My documents are 
concentrated in one place. I really, really 
appreciate not having to deal with paper!

— Dragan Velickovski
Software Engineer, Axiom

Search functionality within the Qualio Documents library.
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4. Compliance

None of this would matter if your 
document management system was non-
compliant.

Thankfully Qualio is designed to embed 
unshakable out-of-the-box compliance 
into your document activities.

Qualio cannot be accessed without a 
secure username and password, keeping 
your document management system 
under lock and key.

And Qualio’s Documents area seamlessly 
integrates with the Training area to 
provide fully audit-trailed, demonstrable 
acknowledgment and understanding of 
system documents.

Launching a new SOP, for instance? Set a 
training workflow to kick-start for specific 
departments and team members as soon 
as the document goes live, and add quizzes 
to test understanding.

Assignees are notified of their training 
requirements and deadlines instantly. 
Confirmation of training completion, like 
all system activity such as approving a 
document, is underpinned by binding FDA 
21 CFR Part 11-compliant e-signatures.

And every document management action 
performed within the system is fully time-
stamped and audit-trailed too: drill into 
training summary reports, change control 
logs and archived document versions 
to demonstrate complete control and 
visibility to your auditors.

Qualio has helped make my life as a quality 
manager very easy. On the documentation side, 
as soon as an auditor comes in they can see 
everything in the audit trail. Nothing is missing, 
nothing can be changed without it being 
documented —  and the auditors think that is so 
great.

— Gene Vought
Quality Manager, Cirris

FDA 21 CFR Part 11-compliant e-signatures are standard 
functionality within Qualio.
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Train users on system documents and prove compliance with binding e-signatures.

Qualio offers complete assurance that your document 
management system is compliant with the requirements of:

• FDA 21 CFR Part 11

• ALCOA+

• GDocP

• ISO 9001:2015

• ISO 27001:2017

And more.
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5. Confidence

Qualio’s Documents area provides a future-proof and incorruptible 
repository for your documented quality management system — so you can 
be 100% confident in your compliance.

All typical document management challenges and issues are eliminated by 
Qualio, such as:

A digital trail is so important in medical devices. It is just lovely to know that you have 
these automatic links and alerts, so you know that two years from now, when you are 
looking back, you will find it.

— Andy Levien
CEO, ArcScan

People viewing the wrong 
information, clutter and confusion

Difficulty finding information, 
specially for remote / mobile workers

Information going missing

Siloed and scattered documents

No interlink between quality 
documents and other documents

Version control and viewing 
permissions

Cloud-based access with deep search 
functionality and a clean, simple UX

Qualio documents may be archived 
and versioned, never deleted

A central system that demolishes 
information silos

Attach any kind of file to a Qualio 
document up to 100MB, from CAD 
files to process flowcharts and 
financial spreadsheets
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12 reasons to manage your 
documents within Qualio

Dedicated life science 
software vendor with over 
300 customers

07.
Train users on documents 
and prove understanding 
and acknowledgment

Impress your auditors with 
complete compliance and 
control

Clean and simple UX with 
ease of use at the forefront 08.

Secure cloud-based access 
from anywhere

09.
FDA-compliant e-signature 
functionality

10.
Collaborative review and 
approval

11.
Bespoke viewing and sharing 
permissions

12.
Customizable workflows for 
review, training and approval

Complete audit trailing and 
action histories

Clear and simple document 
library

Automatic version control

LEARN MORE — READ OUR WHITEPAPER
Why your life science business needs electronic document management ›

https://www.qualio.com/why-your-business-needs-electronic-document-management?utm_source=content&utm_campaign=DocumentManagementSoftware&utm_medium=pdf


Ready to take 
your document 
management to 
the next level?
We’ll answer your questions, give you a 
live private tour of the product and help 
you determine if we’re a good fit for your 
organization.

Schedule a demo with us

Call us today
1.855.203.2010  •  +353 1 697 1522

https://www.qualio.com/demo?utm_source=content&utm_campaign=DocumentManagementSoftware&utm_medium=pdf
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