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Objectives

Upon completion of this course, you will
be able to:

Explain the difference between a Design History File
{DHF), Device Master Record (DMR), and Device
History Record (DHR)

Properly structure and maintain a DHF, and
Navigate DMR files in Agile.
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INTRODUCTION

Click the panel to get
started.
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The creation and maintenance of Design
History Files (DHFs), Device Master
Records (DMRs), and Device History
Records (DHRSs) are all critical
components of the ADC Design Control
process.

These records ensure that our devices are designed and

produced according to quality standards, and they provide
traceability throughout the device’s lifecycle.
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UNDERSTANDING A DHF, DMR AND DHR

What is a Design Hlstory File (DHF) 00

The Design History File or DHF is a
comprehensive collection of records that

describes the full design and - \
development history of a medical device.

Its purpose is to demonstrate that the device was developed ﬂf""" 'f =
following a structured and controlled process, that all design |

requirements were met, and that the device is safe and
effective for its intended use.
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What is a Design History File (DHF) )
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The DHF is initiated once the initial design inputs review is approved and is
maintained over the lifecycle of the product.

As such, it captures the entire design and development process execution, including design and
development planning, design inputs, design outputs, design reviews, verification and validation
documentation, design transfer, and design changes. The DHF is a living document, and its records can
be maintained in any validated system of record (e.g., Agile PLM).




The Device Master Record (DMR) is a
comprehensive compilation of
documents, specifications, and
instructions necessary to produce a
device from start to finish.

The DMR can be thought of as a blueprint or recipe for
manufacturing the device, ensuring that it meets the
required specifications and quality standards. The DMR is
made up of the design outputs from the design &
development process.
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What is a Device Master Record (DMR)
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The DMR is completed prior to product o
launch and is a deliverable of the DHF. ==

The DMR is stored a validated system of record [e.g., Agile
PLM which generates a DMR report for each product, one for
parts and one for documents.




DESIGN HISTORY FILES AND RECORDS

The Device History Record or DHR is a
compilation of records containing the
production and quality control history
for each batch or unit of a medical
device. It demonstrates that the device
was produced in accordance with the
Device Master Record (DMR).
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What is a Device History Record (DHR) 00

For a specific batch or unit of device, the DHR
typically includes information such as:

* Date of manufacture,
* Quantity produced and released for distribution,

* Acceptance records confirming the device was manufactured
according to the DMR.

* Lot or batch number,
* Labelling used, etc.

It is important to note that each may have its own requirements for
what is contained in the DHR.
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UNDERSTANDING A DHF, DMR AND DHR

Review (< N>

Click the arrow to
begin your review.

Review

Take a moment to review some of the
key concepts in this section.
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UNDERSTANDING A DHF, DMR AND DHR

Review

Design History File (DHF)
The Design History File or DHF is a

comprehensive collection of records that
describes the full design and development
history of a medical device.
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Review

K
HTESE

Device Master Record (DMR)

The Device Master Record or DMR is a

comprehensive compilation of documents,
specifications, and instructions necessary to
produce a device from start to finish.
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Review < X>

® 090
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""" To check your progress, click
€ the Menu button

You have completed section 1 of 4

CLICK THE FORWARD ARROW TO CONTINUE LEARNING
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DESIGN HISTORY FILE

Creating and Structuring a DHF

For each project, a unique
Design History File (DHF)
is compiled.

The Development or R&D
Program Manager is responsible
for compiling the DHF during
the Design Control process and
ensuring all deliverables in the
DHEF are appropriately cataloged
per 7.3.

Quality Assurance is responsible
for verifying the DHF is properly
structured, stored, and
maintained in the Agile PLM
electronic document control

system.
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DESIGN HISTORY FILE

Creating and Structuring a DHF
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Each DHF is structured using the same standard structure and naming
convention.

In the case of the design and development of FreeStyle Libre 3, for example, the
Development Program Manager assigns the project a file name.

The file name begins with the prefix “DOC,” followed by a 5-digit number. A short descriptor
is then added. The descriptor includes the project name followed by the words “Design
History File (DHF).”

A DHF includes a single product family. For example, the Libre3 sensor, reader, and
application are all part of the same DOC45000 DHE.
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DESIGN HISTORY FILE

Creating and Structuring a DHF 00

» [ Docsosts-00t DELIVERABLE, 5170, DESIGN INFUTS, PROJECT 45000 [BOM ONLY)

. 2T 1 bocstaan

The subproject deliverables from 7.3 appear as a nested Bill of Materials (BOM) within
the DHF.

Each sub-project in the BOM structure has an item number to the corresponds to the sub-project deliverable
from 7.3.

For example, Design Inputs is assigned the number 170 and Detailed Design Inputs Review is assigned the
number 213.
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Creating and Structuring a DHF

DESIGN HISTORY FILES AND RECORDS in 9O ®

The Development Program Manager assigns a description
of the item to each sub-project.
The descriptor begins with the word DELIVERABLE'. This is followed by

the three-digit item number and the project’s name. An example is:
DELIVERABLE 5210 Design and Development Plan.
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DESIGN HISTORY FILE

Creating and Structuring a DHF 00

Each sub-project deliverable within the BOM consists of one or more documents.

The documents in the deliverable may include originals, scanned copies, or an index or BOM of other
documents. [t is important to note that the BOM structure contains documents only.

There may be separate deliverables for the product cleared in different regulatory regions, e.g., United
States (FDA 510k) and the European Union (CE mark)

DELIVERABLE, 5320, BOM ONLY, DESIGN TRANSFER, PROJECT 45000

PLAN, DESIGN TRANSFER. SENSOR COMPONENT MANUFACTURE. ADC WITNEY, PROJECT 45000
REPORT, DESIGN TRANSFER, PHASE 1 & 2 PRODUCTION LINE, SENSOR COMPONENT MANUFACTURE
PLAN, DELIVERABLES 5320, SENSOR KIT, PHASE 2, DESIGN TRANSFER PROJECT 45000 »
REPORT, DELIVERABLES 5320, PROU 2
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DESIGN HISTORY FILE

Maintaining a DHF >
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Sub-project deliverables in the BOM may be referenced or shared across multiple
DHFs.

Similarly, design changes may impact more than one DHF.

For example, the Libre 3 and LibreView products are maintained in separate DHFs but changes to the
application or the cloud platform may affect the other product.
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Rewew 00

Click the arrow to
begin your review.

Review

Take a moment to review some of the
key concepts in this section.



DESIGN HISTORY FILES AND RECORDS

DESIGN HISTORY FILE

Review 00

Responsibility for Compiling
the DHF
( The Development Program Manager is )

responsible for compiling the DHF during the
Design Control process.
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Review 00
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" To check your progress, click
€ the Menu button

You have completed section 2 of 4

CLICK THE FORWARD ARROW TO CONTINUE LEARNING
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DEVICE MASTER RECORD

Creating the DMR 00

As we learned earlier, a Device Master
Record (DMR) contains all the parts and
documents, including specifications,
needed to produce a finished product.

Responsibility for the creation and compilation of the
DMR rests with R&D Program Manager. Once
compiled, Quality Assurance (QA) is responsible for
tagging DMR-related documents and parts.
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DEVICE MASTER RECORD

Creating the DMR 00
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An electronic DMR is
maintained in a validated

system of record, like the Agile
PLM system.

Let’s take a look at how to navigate
DMR files in Agdile PLM. ADC uses
Agile PLM as the DMR system of
record for most product lines.
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Creating the DMR 00
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Creating the DMR
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Each DMR folder contains a
‘Parts’ DMR and a
‘Documents’ DMR.
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Creating the DMR 00
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Creating the DMR

To access the SKUs, click

on the Parts folder within
any DMR folder.

Then, click on the SKU of interest
to open the SKU and see all
information.
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Each SKU is tagged as DMR

under General Info and is the
top level DMR item.

Pari Classification:
Source Code®: C=Cusiom Purchased Part'Assy

{ DOMR/QSR*: DMR

Refard
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Lower-level parts
are also DMR if
they report into
parts or
assemblies that
report to the SKU.

DESIGN HISTORY FILES AND RECORDS

@ PrT41790-105
9 PRT45880-002
* & PRTZ8085-306
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| poca1782-08
L@ PRT29556
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Some lower-level parts may
not be labeled DMR under
General Info even though
they are.

Part Classification:
Source Code”: C=Custom Purchased Part/Assy
uoM®; EA

Propristary for
(DMRMSR‘: NIA )
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Rov: & F Effective From: ... 1o

I] TieBlock Changes BOM® Manufacturers ®

Where Lised Pending Changes Whare Usad

Where Used

¢ lterm Mumber

I g r2omeo

Production
Unincorporated

[ navigator

Suppliars

Actions. -

Relationships | Where Used | Altachments  History

Views Base View * v | Porsonalize

Description

KIT, READER, FREESTYLE LIBRE 3, MG/DL, ENNES-US 1

If you want to modify a part, you first need to check if it reports to a SKU. Remember
if the part reports to a SKU, it is part of the DMR.

If the part reports to a SKU, any modification requires approval according to the design change process per
7.3WO0B. If the part does not report to a SKU, the part may be modified without using the design change
process and may be modified using the change control process.
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o b
fICE MASTER RECOR

Revie 00

=2

Click the arrow to
begin your review.

Review

Take a moment to review some of the
key concepts in this section.
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DEVICE MASTER RECORD

Review 00
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Review 00

DMR Structure

Each DMR folder contains a ‘Parts’ DMR and a ‘Documents’ DMR.
( The Parts DMR contains all the Stock Keeping Units (SKUs) that )
use that product line DMR. Each SKU contains a Bill of Materials
(BOM).
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DEVICE MASTER RE

Review

Modifying Parts in a DMR

If you want to modify a part, you first need fo
( check if it reports to a SKU. If the part

reports to a SKU, any modification requires
approval according to the design change
process per 7.3Wo6.
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" To check your progress, click
€ the Menu button

You have completed section 3 of 4

CLICK THE FORWARD ARROW TO CONTINUE LEARNING
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KNOWLEDGE CHECK

Introduction < N>

The Knowledge Check that follows consists of 5 questions. You must score 80% or
higher to successfully complete this course.

WHEN YOU ARE READY, CLICK THE KNOWLEDGE CHECK BUTTON.

KNOWLEDGE CHECK
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KMNOWLEDGE CHECK

Assessment

1 Which of the following can be thought of as a blueprint or recipe for manufacturing a device?

1 | Design History File (DHF)
2 | Device Master Record (DMR)

3 | Device History Record (DHR)
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KNOWLEDGE CHECK

Assessment

2 The typically includes information such as the date of manufacture, lot or batch number, labelling used,
etc.?

1 | Design History File (DHF)
2 | Device Master Record (DMR)

3 | Device History Record (DHR)
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KNOWLEDGE CHECK

Assessment

3 Which of the following captures the entire design and development process execution?

1 | Design History File (DHF)
2 | Device Master Record (DMR)

3 | Device History Record (DHR)
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KNOWLEDGE CHECK

Assessment

The sub-project deliverables in the Bill of Materials (BOM) of a Design History File may be referenced or shared
across multiple DHFs.

1 | True

2 | False
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KNOWLEDGE CHECK

Assessment

5 If you want to modify a part that is in a Device Master Record, you first need to?

1 | Ensure the part has a corresponding Device History File.
2 | Update the Documents DMR.

3 | Check if it reports to a SKU.
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Where to Get Help ®

i MANAGER OR SUPERVISOR

If you have guestions or concerns about an activity or interaction, the best place to start is with your manager or supervisor.

Course Resources

E TEANSCRIPT

Click here for a full transcript of the course



