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- Regulatory Requirements

« Importance of Make Buy Decision
« (Case Studies
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Insight Series Recap

Webinars 1 & 2

Design Freeze

*Understanding
of Design
*User Needs,
Design Inputs,
Design
Specifications
*DFMEA
*Prepping for
Verification and
Validation Build
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Webinars 3-5

Verification and

Validation

*Risk-Based
Sample Size
tested to Design
Specifications

*Update residuals
of DFMEA

*May be

performed

during or after

Manufacturing

Freeze

o
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Manufacturing
Freeze

*Engineering
Studies to
determine
process controls

*Typically
performed with
design tolerance
variability

*Generate initial

PFMEA

\_

Webinar 6

Process Validation

°IQ, 0Q, PQ, PPQ
*Identification of
validation and
verification

*Final PEMEA
Identifying
ongoing
inspections

Manufacturing
Transfer

*Typically post a
PV Design
Review

*Regulatory

Submissions can

occur after full

transfer to
manufacturing
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Regulatory Requirements

Annex I, General Safety and Performance Requirements:

GSPR 1,4,5,6, 7,10, 11, 14, etc.

MDR

Annex II, 3(b): “complete information and
specifications, including the manufacturing
processes and their validation, their adjuvants,
the continuous monitoring and the final product
testing. Data shall be fully included in the
technical documentation”

Annex II, 3(c): “identification of all sites, including
suppliers and sub-contractors, where design and
manufacturing activities are performed”
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IVDR

Annex II, 3.2 (a): “information to allow the
manufacturing processes such as production,
assembly, final product testing, and packaging of
the finished device to be understood. More
detailed information shall be provided for the
audit of the quality management system or other
applicable conformity assessment procedures;”

Annex II, 3.2 (b): “identification of all sites, including
suppliers and sub-contractors, where manufacturing
activities are performed.”
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Designin% with Compliance in Mind: ISO 13485 -
Clause 7.

Documented
Procedures for

D&D
(7.3.1) \

Design Outputs

Design Transfer
(7.3.8)

(G°€°L) SMINSY

1)

Control of D&D

Changes
(7.3.9)
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Choosing your manufacturing model

Insourcing Outsourcing

Initial Capital Investment & :
Overhead Costs gl ’ Lower ‘
Long Term Part Costs Lower ‘ Higher ‘
Slower Faster

el (Initially) ‘ (Ability to Leverage Expertise’
Quality Control (Full[)IIDrrec)ccg[ess) . Contractual ‘
Validation Burden Internal Shared but Retained

N Higher
Supply Chain Risk Lower ‘ (Abilitygto el .
Reqgulatory Accountability Manufacturer Manufacturer
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Insourcing in Practice: Key Considerations

Anodized, Instrument Key gquestions:

Operations required Have we clearly defined which manufacturing
- steps we can realistically control versus those

- Machining

that require specialized subcontractors (e.q.,
- Anodization anodization)?

- Case shipping
Do we understand which process steps are

Considerations highest risk and therefore require validation
- Increased overhead costs (labor, real rather than simple verification?

estate, and maintenance)

- Verification and validation requirements
- Further investment to scale capacity
Documentation

- Validations

- Trainings

- Calibrations

- Material controls
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Outsourcing in Practice: Key Considerations

IVD Reagents Key questions:
Operations required Do we understand how manufacturing variability directly
- Synthesis / formulation impacts performance claims (sensitivity, specificity, stability)?

- COMPORERE SEEEmal; /I Iatng Are batch definitions, release criteria, and traceability clearly
- In-process controls / batch release established?

Considerations

- Supplier dependency
- Quality risk

- Contract complexity
- Less direct control
Documentation

Who is authorized to release a batch, and under what
conditions?

- Qudallty ass:lrance agreements Reagent |
- Audit records |
123456

- Batch release specifications

2 bsi 4 -
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Supplier Selection - All cases

ISO 13485:2016 Certification

* Needed when responsibility is
delegated to a supplier.

« Issued by an EU Notified Body
with adequate scope for work
being done

ISO 9001:2015 Certification

« Adequate for raw materials or
components

» Requires inspection of output by
an ISO 13485:2016 certified
system

EU Certificates (with a valid scope)

ISO 13485, MDSAP from Notified Body, GMP
certification from National Health Authorities

(with a valid scope)

Supplier Audit may not
be required

ISO 13485 from a non-NB Registrar

ISO 9001

No management system

NB Supplier Audit
required
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ISO 13485:2016 Scopes

Scope

NS

Product
Category

Activities + medical device technical
area or product categories

Design and development,
manufacture, installation, provision of
maintenance services, translation,
distribution etc.

Finished medical devices, manufacture
of parts, distribution, transportation,
maintenance, calibration services, etc.

Non-active instruments, non-active
cardiovascular implants, IVD
instruments and software, etc.

Examples

Design and development of
non-active instruments

Design, development and
manufacture of active
cardiovascular implants

Manufacture, installation,
and provision of
maintenance services of IVD
instruments and software



Next Steps to go from Prototype to Production

 Main Question: Can we build

repeatably?

« Engineering Studies
- Material variability

« Process Specifications

 Initial PFMEA (ISO 14971)

« Should I verify or validate?

« Can process be fully verified?

* Long-term cost
« Operator availability
@ Cleanroom real estate

A
= Process
Output

iEs -

“erifiable

=] [
l= Verification Verify &
Sufficient & Yes Cantral the
Cost Effective Process

Y

C
Walidate

Mo
Documentation
Requirements
« SOP
Specifications (raw
materials, CoC/CoA,
inspections, lot release)
Calibrations
« WIs
* « Training (where
E applicable)
Redesign Validation records
Praduct
andior
Process




Process Verification vs. Validation

ISO 13485:2016, 7.5.6: “The organization shall validate any process for production and service provision
where the resulting output cannot be or is not verified by subsequent monitoring or measurement and,
as a consequence, deficiencies become apparent only after the product is in use or the service has been
delivered.

Processes to Verify Processes to Validate

(Setup or run dependent or not reliably (Stable and controllable through process
validatable) variables. Impractical to 100% inspect)

e CNC machining (drilling, milling turning) « Automated welding

« Sheet metal cutting or bending  Injection molding

« Device assembly e Sterilization

« Connector mating - Packaging sealing

« Labelling « Cleanroom environmental control
 Kitting and packaging « Automated assembly

12,:@ Try to ensure you avoid a false sense of security!
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Changes and Revalidation

. Instances and reasons for revalidation:

«  Confirm the process continues to operate correctly after a
“bedding down” or use period (Post PQ)

. Requirement of a standard

«  Significant changes in the design of the device, materials
or processes

. Changes in closely associated/connected processes

«  After investigation/changes implemented due to negative
trend in quality indicators

«  Transfer of process/equipment from the facility
. Relocation of equipment within a facility

«  Change of the application of the process

Revalidation may not be as
extensive as original validation
activities (depends on the
nature of the change)

A new piece of identical
equipment will require an IQ;
however, the OQ and PQ may
not have to be repeated in
their entirety

Changes will happen, don't be
scared of revalidations
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Common Issues in Reviews

« Attempting to justify lack of PV after Design Changes

- No plan for ongoing monitoring, trending, or revalidation triggers

« Poor justifications for out of specification results

« Not having validated test methods

« Not taking into account processing aides for new equipment

« Not understanding the process or processing aides at subcontractors
« Lack of communication of changes from subcontractor

« Are manufacturing or processing aides biocompatible?

« Lack of comprehensive impact assessments
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Key Takeaways & Summary
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Regulatory responsibility always remains with the legal
manufacturer

Supplier selection is a regulatory decision, not just a
commercial one

Manufacturing must be stable before validations begin

Verification and validation decisions must be risk-based
and defensible

Validation is a lifecycle activity based on developed
systems, not a one-time event

Most review delays stem from unclear documentation
or rationale, not necessarily just missing data
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CO m I n g SO O n ! e... Our NEXT BSI Insight Series (May - June 2026)

BSI Insight Series: ‘Better Together’
Webinar #1:
Breaking through MDCG2025-09 - Leading the Path with Innovation
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Webinar #2:
Structured Dialogue - Achieving Predictable Reviews with BSI

Webinar #3:
Certify with Confidence & Clarity - Maximize Your Review, Minimize Your Timeline
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Questions?

While BSl is globally known and trusted by
Fortune 100 MedTech companies, did you
know that 86% of our client base is small- to
medium-sized enterprises?

BSI Values our Startup Clients. We are proud
of our client retention rate of 96%, as it truly
reflects our proven framework, one thatis
known for robust due diligence and
communication that can help startups
succeed with regulatory clarity, from concept
and design to global market access.
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BSI Insight Series:

Startup Edition
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Thank you for
joining us today!

April 14, 2026:

Webinar #6: From Prototype to Production:
Manufacturing Pathways Explained
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