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* How to identify regulatory requirements

* Issues with traditional development processes
* How to develop a requirements-driven process
* How to manage requirements
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» Manufacturer name and address requirements

* Intended use and audience

* Directions for use

» Alert formatting and use (Danger, Warning, and Caution)
* Installation information

» Handling instructions

« Storage information

* When statements must be provided in multiple languages
* Risk/benefit information

» Cleaning instructions

* Maintenance information
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IEC/IEEE 82079-1
* International standard
* General principles and detailed design requirements

ISO 3864-2 and ANSI Z535
* International standard
* Alert formatting and use (Danger, Warning, and Caution)

RoHS ("Restriction of Hazardous Substances") Regulations and
WEEE ("Waste Electrical and Electronic Equipment") Directive
* Required in Europe, UK, and some states in USA

* How to handle and dispose of potentially environmentally harmful
components (e.g. batteries)

WEEE Article 14.4

“With a view to minimising the disposal of WEEE as unsorted municipal
waste and to facilitating its separate collection, Member States shall
ensure that producers appropriately mark — preferably in accordance
with the European standard EN 50419 (1) — EEE placed on the market
with the symbol shown in Annex IX. In exceptional cases, where this is
necessary because of the size or the function of the product, the symbol
shall be printed on the packaging, on the instructions for use and on the
warranty of the EEE.”
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WEEE Article 14.4

The symbol on the product, the accessories or packaging indicates that this device shall not

be treated as unsorted municipal waste, but shall be collected separately.

EU 2017745 Article 13.3 — Regulation on Medical Devices

‘Importers shall indicate on the device or on its packaging or
in a document accompanying the device their name,
registered trade name or registered trade mark, their
registered place of business and the address at which they
can be contacted, so that their location can be established.
They shall ensure that any additional label does not obscure
any information on the label provided by the manufacturer.”
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EU 2017745, EU 93/42/EEC, and FDA

Manufacturer according to EU Medical Manufacturer according
Device Directive 93/42/EEC: to FDA:

Beltone A/S Beltone

Lautrupbjerg 7 8001 E Bloomington Freeway
DK-2750 Ballerup Bloomington, MN 55420
Denmark UsA

Tel.: +45 4575 1111 1-800-BELTOMNE
beltone.com beltone.com

CVR no. 55082715

* IEC/IEEE 82079-1
* |ISO 3864 and ANSI Z535
* RoHS Regulations/WEEE Directive

* EMC Directive 2009/48/EU Safety on Toys
« EMC Directive 2014/30/EU relating to electromagnetic compatibility

« EMC Directive 2014/35/EU relating to electrical equipment
designed for use within certain voltage limits

» EMC Directive 2014/53/EU on radio equipment
» Regulation (EU) 2016/ 425 relating to Personal Protective Equipment
* Regulation (EU) 2017/745 relating to Medical Devices
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* [IEC/IEEE 82079-1
* |ISO 3864 and ANSI Z535
* RoHS Regulations/WEEE Directive

« BS ISO 20607

* Electrical Equipment (Safety) Regulations

* Electromagnetic Compatibility Regulations
* Radio Equipment Regulations

* Machinery Regulations

» Medical Device Regulation (EU) 2017/745

« UKMDR 2002

* UKCA marking requirements

 IEC/IEEE 82079-1
* ISO 3864 and ANSI Z535
* RoHS Regulations/WEEE Directive

* FDA CFR - Code of Federal Regulations Title 21
* FCC regulations
« Electromagnetic Compatibility Directive (EMCD)
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Risk analysis

Risk management plan e e ——

— Identification of characteristics related to safety

— Identification of hazards and hazardous situations

ISO 14971 Medical devices — e
Application of risk management to mwium
medical devices

Risk assessment

Risk control

— Risk control option analysis

— Implementation of risk control measures
— Residual risk evaluation

— Benefit-risk analysis

— Risks arising from risk control measures
— Completeness of risk control

Risks must be mitigated in product
labeling, usually with an alert.

Risk management plan
Risk management

Evaluation of overall residual risk

Risk management review

'

Pr ion and post-pr ion activities
— General
— Information collection
— Information review
— Actions
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Technical Writing Process

DelLoach & Bro-Rasmussen

[ Plan B;‘% Structure I;J‘E Write Iijé Review # Publish

* Define scope,
stakeholders &
process

* Select technigues
& tools

= Review Doc. Plan
with stakeholders

= Schedule project

* Check for
templates or
style guides

= Gather
information

Activities

= Technical Writing
Process

= Documentation
Plan

* Documentation
Timeline /
Schedule

= Deliverables
Matrix /
Worksheet®

* Status Tracker®

Tools / Outputs

| » Track progress |

* Create table of

contents (if
required)

* Review table of

contents with
subject matter
experts [
stakeholders

Write first draft

* Review draft with

subject matter
experts

* Review & revise

draft to final
stage

= Format [ lay out

drafit

= Edit & check

draft

* Define review

team

* Conduct

stakeholder
eview

(!
= Collate feedback

& revise draft

= Obtain approval

to publish

Finalise
document
(formatting,
proofreading,
etc.)

= Establish

document
control

= Publish final draft
= Communicate

with stakeholders

= Table of Contents

*For projects with multiple deliverables

= Drafts (First,

Interim, Final)

= Editing Checklist
= Editing Sheet

* Review Matrix
* Message to

Review Team

* Review Log
*+ Approved Draft

= Controlled

Document

* Message to

Stakeholders

™ and © Kieran Morgan 2014

Technical Writing Process, Kieran Moran 2014

* Requirements identified during review

* Reviewer must determine what's missing or incorrectly
formatted

Results

* Not traceable (content management, audits)

* Reviews are extremely tedious and time consuming
 Can cause large scale additions/modifications

* Must be repeated with every update




Requirements-driven Intelligent Content DelLoach & Bro-Rasmussen

Legal Framework

Illustrations
e illustrations,

4 » Templates
[ ve'll

Instrktiv.com

* Requirements identified before content is created
» Content and formatting defined by requirements

Results
» Traceable (content management, audits)

* Reviews are streamlined: focus on verifying rather than
identifying

« Additions/changes are usually minor
» Updates can focus on new and revised content/regulations
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* [dentify requirements

» Create a requirements list/database

* Involve risk assessment team before content is developed
* Outline content based on requirements

* Match requirements to content

* Review based on checklists

* Manage requirements list/database




Requirements-driven Intelligent Content DelLoach & Bro-Rasmussen

Known and potential requirements
» meet with risk assessment team

Product/industry requirements
« analyze current and competitor documentation

Sales region requirements
» meet with product management/sales

Goals

» Shared/accessible

» Searchable

» Match requirements to required/sample content
» Match requirements to products
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H

Product-AH

Product-BH

WEEE-Article-14.41

“With-a-view-to-minimising the-disposal-of WEEE-as-unsorted-
municipal nd-to-facilitating-i parate-collection,
Member-States-shall-ensure-that-producers-appropriately-

mark-—-preferably-in-accordance-with-the-European-standard-

EN-50419-(1)-—-EEE-placed-on-the-market-with-the-symbol-
shown-in-Annex-IX..In-exceptional-cases, where-this-is:
necessary-because-of-the-size-or-the-function-of the-product,
the-symbol-shall-be-printed-on-the-packaging,-on-the-
instructions-for-use-and-on-the-warranty-of-the-EEE."

q
The'symbol-on-the-product, the-

accessories-or-packaging-indicates-that-

this-device-shall-not-be-treated-as-

unsorted-municipal-waste,-but-shall-be-

collected-separately.o

YESH

YESH

EU-2017745-
Article-13.31

s}
“Importers-shall-indicate-on-the-device-or-on-its-packaging-or-
in-a-document-accompanying-the-device-theirname,
registered-trade-name-or-registered-trade-mark,-their-
registered-place-of-business-and-the-address-at-which-they-
can-be-contacted, -so-that-theirlocation-can-be-established..
They-shall-ensure-that-any-additional-label-does-not-obscure-
any-information-on-the:label-provided-by-the-manufacturer”n

Manufacturer-according-to-EU-Medical-

Device-Directive-93/42/EEC:-1]
Beltone:A/S-q

Lautrupbjerg 79
DK-2750-Ballerup-1
Denmark-9]
Tel.:+45-4575-1111-9
beltone.com-q
CVR-no.-55082715-9

q
Manufacturer-according-to-FDA:q
Beltone: M
8001-E-Bloomington-Freeway-
Bloomington,-MN-55420-USA-9
1-800-BELTONE-q
beltone.comy

Benefits
» Shared responsibility
» Content developer can help ensure requirements are met
* Less time/stress for risk assessment team to review




Requirements-driven Intelligent Content DelLoach & Bro-Rasmussen

* Review requirements database/list

* [dentify and add applicable requirements
* Fill “gaps”

* [dentify required content in outline

Use “identifiers” to match content to requirements

Potential options

* Data attributes

* IDs

* Meta tags

» Concept markers
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Content developer

» Add requirement concept markers to content

 Create a "Requirements Met" topic using a concept proxy
* Include the Requirements Met topic in review PDF

- popularized by Madelyn Boudreaux

Reviewer

» Use Requirements Met topic to approve included requirements

» Use requirements database/list to identify missing
requirements
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Risk assessment team

» Update requirements list/database based on updates to
regulatory documents

» Update applicable products

Content developer
* Add new resolution content
» Update resolution content as needed
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Requirements list improvements

5

Product-AR

Product-BR

WEEE-Article-14.41

|-of WEEE.

“With-a-view-to-mjinimising the-disp:
municipal parate- -
Member States-shall-ensure-that-producers-appropriately-

nsorted-
d-tofacilitati

mark-—preferably-in-accordance-with-the European-standard-

EN-50419-(1)-—EEE-pl ket-with-the-symbol
shownin-Annex IX.-In-exceptional-cases, where-thisis-
necessaryb f-the-size-orthe function-of-the-product,:
the-symbol-shall-be-printed-on-the-packaging,-on-the-
instructionsf d-onith yof-th

g,

hid

The-symbo‘ﬁ-on-the-product,-the-
accessories-or-packagingiindicates-that-
this-device-shall not-be treated-as-
unsorted-municipal-waste, butshall-be-
collected-separately.®

YESH

YESH

EU-2017745-
Article-13.3n

“Importers-shallindicate-on-the-device-or-on its-packaging-or-
in-a-document-accompanying the-devicetheirname,-
registered-trade-name-or-registered-trade-mark, their-
registered-place-of-business-and-the-address-atwhich-they-
can-be-contacted, so-that their-location-can-be-established.-
They-shall hat-any-additional-lab -obscure-
i he-label-provided-by the-manufacturers

any-inforr

Manufacturer-accordingto-EU-Medical-
Device-Directive-93/42/EEC:q
Beltone:A/S-q

Lautrupbjerg:7-9
DK-2750-Ballerup-9

Denmark-9

Tel.:+45-4575-1111-9)
beltone.com-q
CVRn0.-55082715-9)

q
Manufacturer-according-to-FDA:q]
Beltone 1
8001-E-Bloomington-Freeway-
Bloomington, MN-55420-USAq
1-800-BELTONE-§]

beltone.coms

YESH

Requirements list improvements
* Filter based on product type, product, etc.
ldentify new and modified requirements

Link to requirements documents

Create “snippets” for resolutions and provide links (single
source)

Use the same application for requirements list and content

DelLoach & Bro-Rasmussen
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