
From Innovation to 
Qualification: 
Enabling Industrial Additive 
Manufacturing at Scale

Transforming from experimental technology into a trusted, risk-
managed industrial production system

Gregor Reischle 
Founder and CEO
AM Qualification Expert 
Convener of ISO/TC 261 JG 75: Quality of 
AM, JG 80: Quality of AC, JG 84: LCA of 
AM

5

Qualified AM GmbH 
www.qualifiedam.com
E-Mail: Gregor.Reischle@qamx.io

via software-driven and AI-supported AM qualification

http://www.qualifiedam.com/
mailto:Gregor.reischle@qamx.io


The story of Qualified AM: From AM Pioneer to Qualification Leader

From first serial AM proof to software-driven digital qualification at scale

2008–2010

First Serial AM 
experience

First industrial serial AM 
use case
Prototyping → production

2010–2017

Multiplying first serial 
applications

Global serialisation at EOS
AM in industrial supply 
chains

2017–2021

Qualification & 
Standards in regulated 
industries
First risk-based AM 
qualification
ISO/ASTM-aligned 
compliance base
DIN SPEC 17071

2021–2024

Start up Qualified AM 
GmbH
Global audits: 
semiconductor, rail, medical 
— regulator-ready
ISO ASTM 52920
ISO ASTM 52964
ISO ASTM 5295

2024–2025

Digital Qualification Era

Software-based 
qualification
Guided evidence-based 
decisions

2026

Mission-Critical 
Applications

Defence, medical, space, 
semi-
conductor — structured 
go/no-go

Built on 15+ years of real-world AM experience across regulated industries.

T r u s t e d  A c r o s s  R e g u l a t e d  I n d u s t r i e s



Why Conventional Qualification Does Not Scale

Repetition, delays, and fragmented evidence slow down industrial adoption

Repeated Effort
Every new project restarts the same 
qualification work from scratch

Delayed Readiness
Documentation bottlenecks and approval 
delays push production start

Fragmented Evidence
Inconsistent records make audits difficult 
and scalability impossible

Without reuse, qualification becomes a bottleneck instead of an enabler.



The Fast Lane to Scalable Production Readiness

Integrated, guided, and data-driven qualification workflows

✓
Reuse Qualification Work
Qualification assets created once are reused across future 
projects

✓
Reduce Repeated Effort
Eliminate redundant documentation, testing, and approval 
cycles

✓
Accelerate Production Readiness

Faster onboarding with a pre-established production base

✓
Improve Confidence
Traceable, evidence-based documentation strengthens 
customer trust

The key is to reuse qualification work instead of restarting it.



ISO/ASTM 52920: 
The Qualification Backbone for Industrial AM
The core standard for reproducible, risk-managed additive manufacturing

01 Defines the qualification 
backbone for industrial AM 
production

02 Connects process quality, risk 
control, and repeatability

03 Creates the basis for auditable 
and scalable AM operations

A structured qualification standard is what turns AM from experimental capability into trusted industrial production.



Case Study - Supply chain qualification for 
ASML Semiconductor Manufacturing Systems

Extreme ultraviolet (DUV) lithography Deep ultraviolet (EUV) lithography

Fast prototyping and improvement iterations.
Critical for weight reduction and customer specific customization. 
Impactful applications across all regulated industries such as semiconductor, Artificial 
Intelligence and Virtual Reality.

Customized 
cooling devises

AM parts in ASML 
systems:

Jigs

Fixtures



Production for Rail
spare parts.

Industry: RAIL

Setting up approvable QA system
withing regulated industries.
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In only 3 months to a 
qualified AM site.



AM Process
Qualification
at Hospitals

Industry: MEDICAL

In only 4 months to 
a qualified process
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ISO 13485



Ariane 6 PBF-LB — 20x Faster & Reproducible 
Qualification of Production line for Aerospace components 
ation

T O D A Y

Part A  (Supplier 1)

Full Qualification 

Part B  (Supplier 2)

Full Qualification 

Part C (Supplier 3)

Full Qualification 

↓ Non-recurring qualification efforts
↑ On Demand readiness for new 

PBF-LB parts
↑ Accountable path to new space 

components

ArianeGroup - Combustion chamber

D I G I T A L  B A C K B O N E  B A S E D  O N I S O / A S T M  5 2 9 2 0  a n d  E C S S  
S T A N D A R D S

ArianeGroup - Injector head 

ArianeGroup - ISCAR bracket

~75%  reused

~65%  reused

~80%  reused

↑ Scalability

Process qualification & validation data ~75 - 80 % can be reused 



A structured pathway from qualification scope definition to certification

›

Define 
Qualification
Scope

Tailor the qualification 
pathway to the specific 
production setup

1–2 weeks

Assess Current
Readiness –
QMS build up

Review systems, 
processes, and quality 
status

Month 1

Stage 1
Audit

Preliminary audit and 
structured gap analysis

Month 4

Gap Closing
Support

Close gaps and finalize 
production readiness

Month 5

Stage 2 Audit &
Certification

Final audit and formal 
certification award

Months 6–7

✓  Certification goal

Typical Qualification of Production line 

ISO/ASTM 52920 – Additive 
Production 
ISO/ASTM 52930 – IQ, OQ, PQ 
ISO/ASTM 52901 – AM Order Mgmt. 
ISO/ASTM 52928 – Feedstock Mgmt. 
ISO/ASTM 52907 – Feedstock Mgmt. 
ISO/ASTM 52904 – Risky and Critical 
Applications 
ASML GSA-02-0001 



The new era of digital compliance is just starting! 

From qualified production and part-specific mitigation to customer-ready evidence

Traceable Documentation

Every decision, mitigation, and risk 
assessment is logged with full traceability

Standard-Compliant Reporting

Reports are structured to ISO/ASTM 52920 
requirements for audit readiness

Customer-Ready Evidence
Approval packages are formatted for direct 
use in customer and regulator approval 
workflows

The workflow ends in approval-ready documentation, not just internal analysis.

Use Case 2



Thank you
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