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tools quietly erode your compliance
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For life science quality and regulatory
professionals, manual governance, risk and

compliance systems often feel like a necessary
reality.

Paper-based processes, spreadsheets, shared
drives and siloed eQMS platforms have been
the backbone of quality management for
decades.

But here's the uncomfortable truth. These
familiar systems are hiding risks that many
organizations don't discover until it's too late:
when an auditor is recording the findings that
will trigger your OAl, warning letter or recall.

This whitepaper draws on years of collective
industry experience to expose the 5 critical
risks that your manual life science GRC
processes conceal.

And more importantly, we'll show you how to
identify these risks in your own organization —
and how to put them right!

Meg Sinclair
Senior Quality Manager



1. The invisible knowledge gap

What it looks like

Your QA/RA manager has been with the company for 15 years. She knows
where everythingis, how every process works, and can navigate your
document system with her eyes closed. She's the institutional memory of
your entire compliance program.

Then she gives her notice.

The hidden danger

Manual GRC systems are built around dangerous dependencies on individual
knowledge. When compliance expertise lives in someone's head, or best
practices are in an undocumented folder structure only they understand,
you're one resignation away from operational chaos — and from having to
rely on expensive consultant support.

Consider these warning signs:

The irreplaceable employee: Only one or two people can answer specific
compliance questions

The tribal knowledge problem: New hires take months to understand your
GRC system and the regulatory requirements your company has to meet

The context vacuum: Documents exist, but the reasoning behind decisions is
lost to time

The email archaeology: Finding old quality and compliance data requires
searching through years of email threads
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Risk indicator: If losing one or two key people
would significantly impact your ability to prepare
for an audit, you have a knowledge gap problem
which needs fixing.

What you can do now:

Map out your critical
1_ processes and identify single
points of failure

Document not just
2 . procedures, but also the
‘why’ behind decisions

Create a knowledge transfer
3_ plan for key quality and
compliance personnel

Test your data streams: can
4' anew employee find data &
documents without help?

Bring GRC expertise
in-house for good with

5 . purpose-built life science Al
platforms like Compliance

Intelligence
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2. The integrity 1llusion

What it looks like

You have version control. Every document has a revision history table at the
front. Training records are filed in binders. Change requests go through an
approval process tracked in a spreadsheet.

You believe your audit trails are complete and ready for scrutiny by any auditor.

The hidden danger

Manual audit trails are often fragmented, incomplete and surprisingly easy to
manipulate, even unintentionally. The regulations require that you know who did
what, when, and why. But paper-based systems and disconnected tools make
this nearly impossible to prove conclusively.

Here's what auditors are seeing:

The version control gap: Document says ‘Rev 3’ but previous versions are
nowhere to be found

The signature problem: Electronic signatures in PDFs aren't proprely validated
or time-stamped in accordance with FDA 21 CFR Part 11 or EU Annex 11

The training disconnect: No way to prove employees were trained on the
current version

The change control black hole: Approved changes that never actually got
implemented

The email approval trap: Critical decisions buried in email threads without
formal documentation
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Risk indicator: If reconstructing a complete timeline

of your governance, risk and compliance decisions and

actions requires multiple systems and educated guesses,

your audit trails and general data integrity have gaps.

What you can do now:

1.
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Audit your audit trails! Pick a
random document and try to
trace its complete history

Identify everywhere that
approvals, signatures and
decisions are recorded

Count how many different
systems someone needs
to access to verify a change

Review your data integrity
practices against ALCOA+
principles

Invest in a dedicated life
science GRC system that
automates audit trailing
and mandates proper
e-signature processes



3. The silo crisis

What it looks like

Your CAPA system is in Excel. Training records are in another spreadsheet.
Document control is a shared drive. Supplier information lives in email. Audit
findings are tracked separately. Each system works... sort of.

The hidden danger

Disconnected systems create blind spots that hide critical connections and
patterns. When information is siloed, you can't see the bigger compliance
picture — and neither can your regulators, leadership or investors.

This manifests in several dangerous ways:

The correlation problem: You can't easily see that three different CAPAs stem
from the same root cause because they're tracked in separate files or tabs. Each
gets addressed individually, but the systemic issue remains.

The trend blindness: Your supplier quality issues are recorded in one place,
incoming inspection failures in another, and production deviations in a third.
Only when you manually compile everything do you realize you have a serious
supply chain problem.

The compliance gap: A procedure gets updated, but there's no automatic link to
affected training requirements, related documents or open CAPAs built around
the old version. Things fall through the cracks.

The investigation challenge: An auditor asks, “show me everything related
to Product X's out-of-specification investigation.” You spend hours compiling
information from multiple sources, hoping you haven't missed anything while
your auditor’s frustration increases.
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The interdependency problem

Modern life science GRC processes are deeply interconnected by nature.
There's no way around it:

A document change triggers training requirements

« Training completion affects product release decisions
o CAPAs drive SOP updates

e Audit findings generate CAPAs

« Risk assessments inform validation protocols

« Supplier changes impact go-to-market plans

In manual GRC systems, these connections exist in theory but not in
practice. There's no mechanism to ensure one action automatically triggers
the next required step — and that demands hours and hours of admin and
effort to keep things flowing.

>

Risk indicator: If answering the question “show me
everything related to X" requires checking more than
two or three different places, your information is
dangerously siloed.
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What you can do now:
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Map your quality processes
and identify where
information handoffs occur

Count how many different
systems or tools your QA/
RA team uses daily

Trace a single CAPA from
initiation through to close-
out. How many systems did
you touch?

Look for repeated root
causes in your CAPA system
(if you can identify them)

Prioritize digital GRC
systems that centralize
processes and connect
them with interlinking and
automatic knock-on triggers
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4. The hidden cost of inefficiency

What it looks like

Your quality and regulatory team is always busy. Document reviews take weeks.
CAPA investigations drag on for months. Every audit prep requires all hands on
deck, sometimes for evenings and weekends. This feels normal. It's just how
quality work is done. Right?

The hidden danger

Manual compliance systems don't just waste time, they waste your most
valuable resource: your people. But the true cost goes far beyond simple
inefficiency.

The opportunity cost: Every hour spent searching for documents, manually
scanning for compliance gaps or copying information across systems is an hour
not spent on continuous improvement, risk analysis or product innovation.

The human error factor: Manual data entry, transcription between systems,
and copy-paste workflows introduce errors. Each transfer point is a chance for
information to be lost, corrupted or misinterpreted.

The burnout risk: When routine GRC tasks are needlessly time-consuming,
your quality team becomes demoralized. Your best people leave for companies
with better systems and (as we saw in Hidden Risk #1!) institutional knowledge
walks out the door with them.

The competitive disadvantage: While you're spending three weeks routing

a document for approvals, your competitors with modern systems are doing
it in hours and moving on. You're slower to get to market, eroding first mover
advantage and access to critical (and increasingly rare) VC funds.
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Time drain examples

Consider how manual GRC processes consume your team'’s time today:

Document control: Creating a new procedure in Word, manually routing for

review via email, chasing signatures, updating the master list, filing paper
copies. Total time: 2-4 weeks

CAPA management: Tracking actions across multiple people using email
follow-ups, updating spreadsheets, checking completion, documenting
effectiveness. Total time: 30-60 minutes per CAPA per week

Training management: Printing procedures, scheduling training sessions,
collecting signatures, scanning signed forms, updating training matrices.
Total time: 2-3 hours per person per training

Audit preparation: Manually pulling documents, checking processes,
searching for compliance gaps then fixing them. Total time: 4 hours per
week per internal/external audit, 50 hours of gap analysis work per new
regulatory standard, 9 months prep per new market

>

Risk indicator: If your quality team regularly works
overtime to keep up with routine GRC tasks, or if audit
prep consumes all available bandwidth, inefficiency is
costing you dearly.
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What you can do now:

Time-track common GRC
1 . tasks for one week to
establish a baseline

Calculate the fully-loaded
2_ cost of your quality team's
time

Identify your three most
time-consuming manual

3 . processes and put all your
optimization effort there
first

Ask your team: “What would
4' you work on if you had 10
more hours per week?"

5 science companies similar to
- yours who solved their GRC

efficiency problems
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5. The scalability ceiling

What it looks like

Your manual GRC processes worked fine when you had 20 employees, 1 product
and 10 customers. Now you have 50 employees, 3 products, multiple sites and

a patchwork of global regulatory demands. You're adding people to the quality
team just to keep up with the same processes.

The hidden danger

As your organization grows, GRC complexity doesn't increase linearly. It grows
exponentially. What worked at small scale becomes unmanageable at larger
scale, but the transition happens gradually enough that you don't notice until
you're on the precipice of a serious compliance lapse.

The growth ceiling: You hit a point where manual systems simply cannot
support additional growth without massive quality team expansion or
unacceptable risk levels. Many companies hit this ceilingand don't realize it's
their GRC set-up, not their people, that's holding them back.

The multi-site nightmare: When you have multiple locations, manual systems
require either perfect duplication (impossible to maintain) or centralized
bottlenecks (impossibly slow). Neither works.

The global compliance challenge: Juggling different requlations, standards
and requirements across international markets creates a complex, high-stakes
balancing act. 1ISO 13485, ISO 27001, the EU MDR, the FDA's new QMSR, the EU
Al Act... the list keeps on growing!

The change velocity problem: As you grow, the pace of change accelerates:
more products in development, more process improvements, more regulatory
updates. Manual systems simply can't keep pace.
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Warning signs of the scalability trap
Your quality and compliance processes are hitting their limits when:

« You need to hire another QA/RA person, but they'll just be doing the same
manual tasks as the others

« Processes have gotten slower despite having more people

« You're considering creating a full-time role just for document control or
CAPA tracking

« New product launches are delayed waiting for quality and compliance to
catchup

« You're forced to rely on expensive consultant support to keep bandwidth
open

« Integrating new employees into your GRC processes takes months

And if you think this manual, unscalable compliance is expensive, consider the
costs of something going wrong from getting overstretched:

>

Risk indicator: If your quality and regulatory teamiis
growing at the same rate as your company, or if GRC
tasks that used to take days now take weeks, you've hit
the scalability wall.
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What you can do now:
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Automate, automate,
automate! Prioritize GRC
platforms with proven
impact on key processes.
Compliance Intelligence, for
instance, crunches weeks of
manual QMS gap analysis to
just 30 minutes

Look to peers at companies
2-3x your size. How do they
manage quality?

Digitize with ROl in mind;
replace manual, analog

tools with purpose-built
digital tools that deliver the
impact of multiple FTEs or
consultants without the cost

Look for flexible GAMP 5
Category 4 systems that
can be shaped, scaled and
expanded without onerous
validation demands
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Optimizing your GRC processes
for good

Confronting the uncomfortable truth

If you recognized your organization in any of these five risks, you're not alone.
Most life science companies with manual GRC systems face these same
challenges. The difference between those that succeed and those that struggle
isn't luck. It's the willingness to acknowledge the problem and take the right
action.

Manual systems often persist not because they work well, but because they're
familiar. They're the way ‘we've always done it". But familiarity isn't the same as
effectiveness, and comfort doesn't equal compliance.

The cost of inaction
Here's what we know from working with hundreds of life science companies:

Organizations that wait to modernize their GRC systems typically do so for one
of three reasons:

« After aregulatory finding or warning letter forces change
» After aproductrecall exposes system weaknesses

» After growth stalls because quality can't keep pace

All three scenarios are exponentially more expensive and disruptive than
proactive optimization.
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A practical path forward

You don't have to solve all five risks simultaneously. Start with an honest
assessment:

Step 1: Diagnose your risk profile

For each of the five risks, rate your organization:

Low risk: We've identified and mitigated this issue
Medium risk: This is a concern, but manageable for now
High risk: This is actively causing problems, or will soon

Critical risk: This has already resulted in compliance issues

Step 2: Calculate the true cost

Beyond regulatory risk and potential recalls and fines, consider:

« Quality team time spent on manual administrative tasks
« Delaysinproductlaunches due to compliance bottlenecks
« Cost of quality team turnover and knowledge loss

« Competitive disadvantage vs. companies with agile GRC processes

@ Qualio
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Step 3: Define success

What would your compliance and audit readiness look like if these risks were
mitigated?

Imagine:

« Preparing for audits in days, not weeks

« Quality team free to focus on strategic improvement, not administrative
busywork

« Seamless, scalable compliance as your organization grows

« Complete traceability and real-time compliance health visibility across all
GRC processes

« Confidence that nothing is falling through the cracks: complete audit
readiness, forever

The role of life science GRC technology

Fortunately, all five risks outlined in this whitepaper are solved by the application
of the latest life science GRC technology.

Qualio, the only purpose-built life science GRC system, combines quality,
compliance and product lifecycle management functionality to give you best-
in-class GRC processes.
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Qualio customers enjoy:

« Al support for key GRC tasks like compliance gap analysis/remediation,
document updates and training generation — plus pre-built, industry-
specific content templates (no more knowledge gaps)

« Automatic, baked-in data integrity features, from binding e-signatures to
complete audit trailing and ALCOA+ data management (no more integrity
cracks)

« Centralized GRC information in one system, with automatic cross-linking and
total traceability (no more silos)

« Task streamlining and automation that cuts 90+% of GRC admin, 80% of
audit prep time and more, underpinned by real-time visibility into quality
metrics, trends, and compliance status (no more inefficiency)

« Flexible digital workflows for all key GRC processes, from documents and
training to design controls and suppliers, within an intuitive UX — all backed
by GAMP 5 Category 4 CSA validation (no more scalability ceilings)

The difference between struggling with manual GRC and thriving with a modern
approach often comes down to a single decision: the decision to acknowledge
the hidden, growing costs and risks of your current set-up, then nipping them in
the bud with proactive investment.

@ Qualio 20



@ Qualio

Get audit-ready. Forever.

Our life science GRC software gives you everything you
need for constant compliance and optimized quality,
from Al-powered gap analysis to automatic document
integrity and flexible digital workflows.

Learn more



https://www.qualio.com/product
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