
The MedTech Regulatory
Readiness Playbook

How Quality, Regulatory, and Engineering leaders transform

fragmented Technical Files into continuous regulatory readiness.



Where MedTech Teams Get Stuck

You have a strong team. A working QMS. You passed your last audit. So why does the

development progress seem so slow? Why is the confidence in the regulatory

documentation being produced so low? Why is the submission prep a virtual scramble?

This is not about talent. It is about how you manage your Tech File: scattered Word files,

Excel matrices, disconnected systems and the heads of two or three people who know

how it all fits together. Change one thing, and you can no longer say for certain what else

just broke. The real opponent was never your team. It is your Tech File fragmentation.

The uncomfortable truth

You will surely agree that your compliance risk is not a competence problem.

It is a system problem. An audit result is only valid as long as nothing

changes. Every change to your processes, documentation, systems, or

organization can affect your state of compliance. That is why passing your

last audit says little about your readiness for an unannounced audit next

Monday.

This playbook lays out an approach that turns compliance from a reactive

burden into something that is a byproduct of your daily work.

Who this playbook is for

Is your team the right fit? When this might not be your priority
right now:You lead Quality, Regulatory, or

Engineering at a medical device
manufacturer

✓

You work under EU MDR/IVDR, FDA
QSR/QMSR, ISO 13485, or IEC
62304/82304

✓

Your Tech File documentation lives
mostly in Word, Excel, and shared
drives

✓

You want continuous readiness, not
one you rebuild before every audit or
submission

✓

You are getting ready to scale across
products, sites, or markets

✓

You are still pre-development, with no
design control obligations yet

–

You build only non-regulated products–

You expect compliance to look after
itself without anything changing in
how you work

–
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The Cost of Doing Nothing

The cost of doing nothing is disguised as "business-as-usual". Few organizations

deliberately choose an inefficient compliance process. Manual work becomes routine,

duplicated documentation becomes accepted, and recurring audit preparation is

celebrated like heroic feats instead of what they are: compliance failures.

"We have always managed with Word and Excel."

Biotronik Vascular Intervention ran several disconnected tools alongside redundant Word

reports, requiring constant manual rework by Risk Teams and Design Control engineers.

Once design control and risk resided in one system, the duplication fell away and

consistency climbed.

"Switching tools would only slow the team down."

The opposite happened. New users found their feet quickly in a system that was easy to

use, and got productive fast, in the words of Sascha Miskovic, Senior Principal Design

Control Engineer.

"This will never scale across our products."

After migrating their legacy data, the team now uses linked projects to reuse data at scale,

with high data integrity, automated change control, and a complete, consistent audit

record across the full lifecycle.

Word and Excel caps your growth

There is a phase where managing your Technical File by hand is doable. The team is

small, the products are few, and one or two people can carry the entire tech doc content

in their heads. But that phase ends. It ends when your company starts to scale up. Your

team grows. Your product portfolio expands, your products branch, regulations alter and

quality expectations shift. By then the technical documentation consists of hundreds, if

not thousands of ever-changing documents, impossible for a single human to keep track

of.

The manual approach rarely fails in one loud moment. It deteriorates quietly, one small

gap at a time, until an audit drags it into the open. The irony: the success of your company

is the reason a Word/Excel-based tech doc approach becomes unsustainable.
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Five Effects of Staying With a Manual
Approach

1. Every change has the potential to silently break your technical file

Change one sentence in one document, and you cannot tell which claims, risks, tests or

results just fell out of sync across your tech file. The rupture happens silently and exposes

your market-entry schedule.

2. Fear of change quietly replaces innovation

Every improvement carries an invisible cost: manually assessing and updating every affected

document. As that effort grows, the organization starts postponing worthwhile changes. The

documentation system no longer supports innovation; it discourages it.

3. Scattered data is vulnerable data

When the same content sits in three files, two hard drives, and five email threads, every copy

becomes a source of divergence. If you cannot say where the authoritative version lives, no

one can be sure they are working from the right information.

4. Your market-access failure is one resignation away

The one person who remembers why a requirement is worded a certain way, how the traces

are modelled, or how risk probability is graded is, despite their expertise, a liability. When they

leave, the institutional memory leaves with them.

5. Copy-pasting documents is a great way to rapidly multiply errors

Copying and renaming an existing tech doc file feels like a rapid kick-start. In reality it is a

mindless, single-click transfer of all gaps, inconsistencies and errors into the next project, the

very opposite of institutionalizing best practices.

The question worth sitting with

Invalid or inconsistent technical documentation is your biggest hurdle to continuous regulatory

readiness. In the worst case: delayed market access, postponed revenue streams and costly

Notified Body re-reviews.

Picture the months waiting for the Notified Body while your competitors, who built true
continuous readiness, submit faster, defend their files on demand, and reuse curated
data across their portfolio. You are scrambling, wondering why they move while you
stall.
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Going Digital Is Not Enough

Not every digital solution solves the regulatory readiness problem. Some companies

decide to simply replace paper folders with electronic ones. Others try to organize

documents more efficiently. But neither of these approaches provides real regulatory

readiness.

Word and Excel

Scanning documents to electronic files creates an archaic system at best. Disconnected

documents fail to support the interdependent data landscape. Here, regulatory readiness

means building it from scratch every time. For MedTech, it is the weakest option on the

table.

The result: readiness remains until the first real change, then it falls over.

Shared drive or DMS

Documents become easier to find, version and approve, but the relationships between

requirements, risks, verification, design outputs and regulatory evidence remain

unmanageable. The system stores files, it does not manage engineering knowledge.

The result: organized files, disconnected design controls.

Generic ALM or PLM

The traceability exists but the system and structure fail to address MedTech specific

challenges. Audit-readiness stays generic and never quite matches what regulators

expect.

The result: endless configuration ensues in an expensive effort to bend a generic tool into

addressing the most basic MedTech tech doc needs.

Dedicated MedTech ALM

Traceability runs rule-based and in real time, under your own QMS rules. Readiness holds

continuously and you can prove it on demand, with ISO 14971 risk management inside the

same system.

The result: a system that understands MedTech needs, reducing manual effort while

simultaneously increasing tech doc quality.
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The Same Thing, Side by Side

The four approaches at a glance. Only one of them was built for the job.

Approach Tech Doc support Audit-readiness MedTech fit

Word + Excel Manual effort, breaks on
change

Rebuilt each time Poor

Shared drive /

DMS

Document-level
management only

Storage, no logic Weak

Generic ALM / PLM Not MedTech-aware Generic Partial

Dedicated

MedTech ALM

Real-time, rule-based Continuous,
provable

Built for it

Continuous, provable audit-readiness: live coverage in Aligned Elements.
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Why MedTech Compliance Works
Differently: Design Controls, Not
Documents

The core idea

Do not make the document the central unit of work. Manage design controls, not

documents. A document is an output, a container of curated Design Control data. The real

source of truth is the interconnected web of individually versioned and controlled

requirements, risks, and verifications, all in a unified, end-state sentient system.

Document-centric
(reactive)

Design-control-driven
(ready)

Manage the design controls first, then aggregate them into change-resilient documents

when needed. Instead of finding problems in an audit or in a submission, you have real-

time full transparency of the tech doc consistency state and can fix errors on the spot.

Consistency checked by

hand, late

✕

Changes break consistency

silently

✕

Traceability assembled at

the end of the project

✕

Documents hide errors and

inconsistencies

✕

Automatic checks, in real

time

✓

Impact analysis shows the

effects before they happen

✓

Traceability is done

continuously

✓

Documents reflect verified,

curated data

✓
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Self-Test: Which of These Sounds Like
You?

Recognize yourself in the statements below? Then this playbook is for you.

01 You passed your last audit, but you could not honestly promise you would pass

an unannounced one next week.

02 When a document changes, you are not quite sure which other documents are

implicitly affected.

03 Audit prep means days, sometimes weeks, of manual prep and cleanup.

04 Your trace matrix lives in Excel, and someone keeps it alive by hand.

05 If one particular person left or became unavailable, your Tech File is left

vulnerable.

06 The same information is copied and pasted into every new product.

07 Risk management and design sit in separate tools that are synced by hand.

08 You catch inconsistencies in reviews and audits, not in conjunction with the

change event.

09 You know what good looks like, but the cleanup always loses to whatever is

more urgent today.

10 You have evaluated or bought a software tool before, but it changed nothing

about how reactive your compliance still works.

Not one of our customers had all ten solved when they came to us. Most

had three to six open at once. That is normal. These are fixable problems.

Closing them is exactly what we do.
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The Four Beliefs That Keep Teams
Reactive

Behind every symptom sits an assumption. These four are almost always wrong.

Belief 1: "We need to hire more QA people."

Symptom: the team is overloaded and still behind.

Diagnosis: the work is manual rework a system should absorb through automation and

reuse. More hands just keep the same fragile, document-centric process running without

addressing the root cause.

Belief 2: "We just need better templates."

Symptom: documents are inconsistent and slow to produce.

Diagnosis: the document is not the true locus of control. Until design controls are

managed as connected data, prettier templates will only conceal the underlying regulatory

debt behind a nicer format.

Belief 3: "We will clean up the documentation before the audit."

Symptom: a scramble every cycle.

Diagnosis: continuous readiness cannot be achieved through periodic cleanups.

Organizations often mistake exceptional efforts to restore compliance for operational

excellence. In reality, true excellence lies in designing systems that remain compliant

without requiring extraordinary interventions.

Belief 4: "A generic ALM or PLM will do."

Symptom: a system is in place, yet compliance still feels manual.

Diagnosis: generic systems fail to address MedTech specific challenges. Without innate

ISO 14971 risk functionality, IEC 62304 supported design control, IEC 62366 Usability

artefacts and ISO 13485/MDR compliant Technical File structure built in, you end up

rebuilding the MedTech logic yourself.
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What a Readiness System Looks Like

Every team that stays continuously ready is built the same way. Five levers, in order. Miss

one and it caps all the others.

01. A defined compliant end-state

You specify up front what "complete and compliant" means: the Technical File STED, the

Design Control structure, the expected traceability, all in line with and supported by your

SOPs and development process. By defining this desired end-state in your Design Control

System, you enable automated, continuous measuring against that target.

02. Design controls as the single source of truth

The core of your data capture shall be centrally stored, individual Design Controls, not

documents. When versioned, managed and connected, impact assessments, automated

gap analysis and FDA 21 CFR Part 11 compliant audit trails follow naturally, without any

extra effort.

03. Live, AI-driven traceability

Trace in real time with AI support for suggestions and data-driven rules for gap detection

by applying your company's unique traceability rules. The traceability develops according

to your product life cycle and is continuously checked against the provided end-state,

with full transparency and automatic gap-closing suggestions as a result.

Live traceability with AI-driven suggestions in Aligned Elements.
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04. Integrated ISO 14971 risk

Risk drives design and design drives risk, with vast benefits waiting if both are managed in

the same system. No manual sync needed, nothing getting missed in the data transfer,

consistent terminology and rules used throughout the Design Control landscape, with a

reduced workload in the wake.

05. Real-time consistency checks and system integrations

The system continuously scans for gaps, errors, missing signatures, suspect traces,

unreviewed items, and broken links, and seamlessly connects to your existing engineering

tools to leverage existing Design Control information without having to move the data.

Integrated ISO 14971 risk: from hazard model to risk matrix.
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Where to Start, Based on Where You Stand

Implementing a Design Control system is a journey. Each stage builds on the previous one.

Depending on your organization's current state, jump in where it best suits you.

Stage A: No defined compliant end-state

The end-state is written between the lines in your QMS and your development process.

Analyse this material and isolate Design Control types and their expected relationships.

Agree on what "complete and compliant" means for each stage of your product life cycle.

Establish the Technical File structure you are aiming for.

Stage B: End-state defined, feed it into a pilot

Run a pilot implementation of your Design Control system on a small or new project. Let

people from every lifecycle phase try and test it. Adapt configurations, workflows, and

templates to get the maximum value out of your organization's mode of work.

Stage C: Pilot proven, now prep the organization

Split your organization's training in two: educate your team on the tool and on your

Technical Documentation methodology. The vendor can teach the tool's functionality.

Only your organization can teach the rationale behind your Design Control process and

how it should be applied in practice. Then roll out in phases.

Stage D: Rolled out, needs ownership

Set up proactive governance. Be observant of user feedback, update the system for new

market needs and technology updates, and keep pace as regulations and standards

change, to ensure that readiness stays continuous.
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What Continuous Readiness Looks Like
Day to Day

A requirement changes on a Tuesday morning. In a document world, that change quietly

invalidates four risk controls and six verification tests, and nobody notices until the audit.

In a readiness system, the instant the requirement changes, real-time consistency checks

flag exactly what moved and the assessed impact. The user is made aware of the affected

risks and tests, clears them in minutes, and the audit record stays complete and

consistent the entire time. Reviews go faster because the information is already there. The

team can invest time in innovation instead of hunting for problems.

This constitutes the gap between hoping you are ready and knowing you are. Readiness is

no longer an event you prepare for but becomes a continuous state you keep with minimal

effort.

Proof in practice: connecting the Design Control dots

Biotronik Vascular Intervention transformed its Design Control process from disconnected

tools and manually maintained Word documents into a single integrated system spanning

requirements, risk management, verification, and change control. The result was not

simply a new software tool, but a Design Control system that improved consistency,

eliminated redundant documentation, enabled large-scale data reuse across projects, and

established a complete audit trail throughout the product lifecycle.

Today, engineers work from a single source of truth instead of manually reconciling

information across multiple systems. Automated change control and end-to-end

traceability have significantly reduced administrative effort while improving data integrity

and audit readiness. New team members become productive quickly, allowing the

organization to scale without carrying the burden of fragmented documentation.

"Effectiveness is achieved through consistency and re-use of data for the

entire product lifecycle. With the single data source, we have high data

integrity with integrated automated change control and a complete and

consistent audit record of all our actions."

- Sascha Miskovic, Senior Principal Design Control Engineer, Biotronik

Vascular Intervention
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From Theory to Practice

You now know the levers, how to address this problem and in which order you need to

work. Now, let's get concrete. Let's discuss how to apply the approach to your device,

your QMS, and your team.

The questions customers ask us most after reading this:

If these are on your mind, there is a way to answer them for your exact situation.

Book your 20-minute best-practices walkthrough

We take one of your real MDR or FDA scenarios, change a requirement live,

and show you exactly what moves, what breaks, and what stays compliant

on its own. No generic pitch. Your workflows, your questions, real answers.

BOOK FREE DEMO

www.aligned.ch

Which compliance end-state fits our device class and target markets?✓

Where exactly are we losing consistency today, and how do we make that visible?✓

How do we move our legacy documentation in without redoing it?✓

What does a realistic pilot look like for us?✓

How do we roll out without disrupting active projects?✓

How do we keep readiness continuous as regulations change?✓
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Conclusion

Do not make this harder than it is.

There are medical device manufacturers out there with products no better than yours, and

they submit faster and defend their files on demand.

The problem is not your team. The problem is not your QMS on paper. The problem is that

you are staying compliant without a dedicated system, built for MedTech regulatory

readiness.

Continuous regulatory readiness is within reach. The technology is here, it is up and

running within weeks rather than months, and it pays for itself inside the first audit cycle.

The choice is yours. You could start right here, right now.

Book your walkthrough

See live how continuous regulatory readiness works with your own MDR/

FDA workflows.

BOOK FREE DEMO

www.aligned.ch  ·  info@aligned.ch  ·  +41 (0)44 312 50 20
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About Aligned
Elements

Aligned Elements is a purpose-built Application Lifecycle Management

software for medical device manufacturers. Trusted by leading

medical device companies worldwide, Aligned Elements provides live

traceability matrices, impact analysis, and real-time consistency

analysis, making it easy to demonstrate compliance and design control

maturity to auditors and notified bodies.

Website: www.aligned.ch

Email: info@aligned.ch

Phone: +41 (0)44 312 50 20

YouTube: youtube.com/@alignedelements6244

https://www.aligned.ch
mailto:info@aligned.ch
https://www.youtube.com/@alignedelements6244
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