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The Medical Technology (MedTech) landscape is always evolving, with the industry facing new business
and regulatory challenges every few years. The MedTech industry has recently taken center stage
because of the dynamics of new innovative products and people with a technical background and
interest in this intercultural, interpersonal profession, from manufacturing and supplying massive
guantities of ventilators, personal protective equipment and sterilization equipment to inventing and
distributing a rapidly expanding range of diagnostic tests. To keep up with such dynamic business and
regulatory needs, MedTech professionals must continuously modernize and upskill their capabilities. To
address this concern, Asian Harmonization Working Party (AHWP) / Global Harmonization Working Party
(GHWP), and Asia Pacific Medical Technology Association (APACMed) had jointly developed a
competency framework for industry regulatory professionals in August 2017, which served as a catalyst
to initiate discussions and collaboration between RA professionals and the associated regulatory bodies.
In 2020, there is a pressing need to rollout a standardized and appropriate training curriculum based on
this framework, to initiate the capability development process.

In the effort to draft a comprehensive training curriculum, AHWP/ GHWP, APACMed and Accenture
have jointly conducted interviews and surveys with Regulatory Affairs (RA) leads of AHWP/ GHWP &
APACMed member companies to get a holistic view of their training vision and current needs for
regulatory trainings. This curriculum white paper focuses on defining the future direction of regulatory
trainings for all AHWP/ GHWP and APACMed member companies.

The process to define the training curriculum consisted of 3 distinct steps. First, current state
assessment was performed to map existing trainings in various member companies against specific
skills/competency required from industry professionals, while identifying current gaps in the MedTech
regulatory ecosystem. Then, targeted desktop secondary research was conducted to prepare and select
trainings to bridge identified gaps across companies.

Next, based on primary and secondary data gathering, a master training repository was prepared to give
an exhaustive list of trainings (130+ trainings) for MedTech regulatory industry professionals across
companies. This repository has trainings across all competencies relevant to MedTech regulatory
industry professionals with varying years of experience and can be used by company leads as an
effective guide to curate training curricula for their employees.

Lastly, a training curriculum and this white paper were created using the current state assessment and
master training repository. In the next few sections, the current state assessment and training
curriculum approach, example & guiding principles for use are mentioned in detail.
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Current State Assessment
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Current state assessment was performed using primary research tools such as interviews and surveys.
15 RA leads and Accenture SMEs were interviewed to understand their training vision & current needs
for the MedTech regulatory industry. In parallel, surveys were rolled out to MedTech Regulatory
professionals from over 20 companies, to collate lists of existing trainings taken by Regulatory
professionals at these companies. A list of 99 trainings was created based on the survey responses,
capturing name, description, duration and mode for each listed training.

After primary data was gathered, the current state was assessed with the following guidelines:

» Scope of assessment would cover AHWP/ GHWP and APACMed ecosystem with inclusion of
firms of varying scale and capability maturity

» Trainings would be categorized into 2 major domains: Foundational & Functional. Foundational
domain would focus on overarching roles and activities & functional domain would focus on
day-to-day roles and functions (for more details, please refer to the AHWP/ GHWP APACMed
curriculum framework)

» The assessment would identify key training gaps in MedTech Regulatory industry, that would
then serve as focus areas for external training search and content development

An illustration of the current state assessment is provided below with explanation of each data point.

Domain & sub-

domain
(group/category)
all competencies
are mapped to

Competencies
(skillsets) on
which training
curriculum is
based

, FOUNDATIONAL DOMAIN

Sub-domaing

4 Business
Partneting

Finance

Competencies
Strong business acumen Commarcal
Inareness
Knewiedge on producss, processes, and business uns
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achigve busingss chichves
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(ability 1 304 deial, denth, mixtures of viewponts of perspectives] and
urignaly, Lnquensss, rovely, i nnvatinsss
Understand corparane finance requnements
and models
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Training exists in the ecosystem

4

# For afraining marked ‘Training doesn't exist',

the training DOES NOT exist currently for the
competency for more than 73% of
organizations®; i.e. both from extemal & interal
standpoint, training is not conducted for
professionals

In case your organization doesn’t have a
training that is marked ‘Training exists', we
would request you to look at the training
curriculum which would serve as a baseline fo
build training guides, classroom frainings or
workshops for the competency



The assessment for each competency within the 2 domains is shown below:

FOUNDATIONAL DOMAIN

Sub-domains

Business
Partnering

Finance

Communication
{verbal and written)

Competencies
Strong business scumen’ Commercial
SWaEreness
Knowledge on products, processss, and business units
Knowlzdge and understanding of regulatary interacts with other functions to

achieve businzss objectives

Creative skills: flexibility (ability to praduce a vared mix of ideas); elaboration
{ability to add detail, depth, mixtures of viewpeinis or perspectives); and
originality, unigueness, novelty, or innovativeness

Understand corporate finance requirements
and models

Flan and manage budgets that are in line with business requirements for
growth

Ee abls to develop regulatory relevant business cases

Effective communication on complex

regulatory topics

Tailor communication style to listener's perspective to guide, influence, and

convince stakeholders

Conduct sirategic negotiation with regulatory authorities

Mzdical writing covering pre & post marketing and vigilance surveillance

Training Exists - . Doesn't Exist - .

FOUNDATIONAL DOMAIN

Professional Level (Total years of work experience)

New/Beginner (<2 yrs)

Experienced (3-T)

Not Required- .

Proficient!Seasoned {8+]

Professional Level (Total years of work experience)

Sub-domains

Competencies

New/Beginner (<2 yrs)

Experienced (3-7)

Proficient/Seasoned (8+)

Project Management

Plan, execute and manage project (incl. scope,
resource, budget, cost, fimeline and outcome)

Problem solving skills

Interpersonal skills

Understanding of stafistics, data analysis from MedTech Regulatory perspective

Project quality and risk management

People Management

Lead , motivate and train regulatory functions team

Contribute o workforce planning (incl. hiring, development, succession
planning) and performance assessment

Develop and maintain relationships with internal and extemnal stakeholders

Leadership Skills

Business Strategy

Understand regulatory requirements applied throughout the lifecycle to bridge
business and clinical objecives with regulatory requirements

Analyse regulatory guidelines, policies and actions to determine regulatory
and legal impact on the company

Strategic thinking. business processes, project planning
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FUNCTIONAL DOMAIN Professional Level (Total years of regulatory work experience)

Sub-domains Competencies NewiBeginner (<2 yrs)  Experienced (3-T)  Proficient/Seasoned (B4)
Provide strategic inputs and regulatory guidance for premarket approval . . .
Review acceptability of guality, preclinical and clinical documentation and data, . . .
~ bio-statistical methods and analysis
Premarketing
Prepare and compile regulatory submission packages . . .
Megotiate with regulatery authorities and perform other regulatory intervention . . .
Maintain databases and repositories of license and registration documents . . .
Ceal with the regulatory aspects of advertising, [abelling and promotional
rmaterials
Review and submit chanpge controls to determine the level of change and .
Postmarketing cnns.equent submission r-EquirEmems .
Review and approve required reports, supplemental submissions o update and
maintain product appravals and registrations
Crisis Management . . .
Manage product safety and report adverse events to regulatory agencies and
internal stakeholders
Promote ethics and create compliance culture . . .
Provide regulatory suppart during internal and external audits . . .
lity/C i
Quality/Compliance Implement quality standards, design control, process control, supglier
qualification
Products & processes risk assessment . . .

Training Exists - . Doesn't Exist - . Not Required- .

FUNC TIONAL DOMAIN Professional Level (Total years of regulatory work experience)

Sub-domains Competencies New/Beginner (<2 yrs]  Experienced (3-7)  Proficient/Seasoned (4]

Fnowledge of laws, guidelines, procedurss
and concepis within Regulatory Affairs

Ability to apply and implement the correct domestic laws, regulations,
guidelines, standards, and procedures to obtain regulatory spproval

Knﬁ:g:t!]agt:r:nd Ability to apply and implement the correct international laws, regulations,
e guidelines. standards, and procedurss ta obtain regulatory spproval

Application
Fnowledpe of guidelines, procedures and concepts for Digital Heslth
Knowledge of and complizs with corparate internal policies and procedures
Provide regulatory intelligence for regulatory strategy & product development
(incl. data processing, competitor analysis, environments| intzlligence, due
diligence support)
Cevelop optimal submission strategy and plans

Regulatory

Strategy Able to assess business impact with a given regulatory strategy

Impact and influence downstream decisions pertaining to testing, labelling, and
clinical requirements

Advocate for and shape regulatory landscape
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Approach to develop the Training Curriculum
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Through primary research, five building blocks were identified which would shape the training curriculum
— Organization Maturity, Professional Level, Competency Categorization, Delivery Mode and Training
Frequency.

Companies with different levels of capability development maturity would be able to utilize the same
training curriculum by making appropriate adjustments to modes and durations of the trainings.

development of industry
professionals acroszs,

all competencies o o

Training Organizational
at a fre t
a frequen frequency maturity

Curriculum would take into
account the capability
building maturity of a firm

interval

CURRICULUM o
o FRAMEWORK Basic structure of the curriculum

Delivery mode = — would be dependent on relevant
of trarivningg - level professional experience

of employees

Unique, creative ways of
delivery such as web-ex
interactive sessions to
ensure participation &
engagement across levels

Competency
categorization

©

Break-down of competencies into
groups/domains bazed on day-to-day roles vs
overarching roles within organization
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Using the exhaustive master training repository, a training curriculum of 11 broad courses was curated.
Each course was broken down further into modules which covered 2-4 topics mapped to relevant
competencies. Each topic can be covered in one session.

A capability development lead should consider the curriculum as a roadmap and assess their current
plan against the curriculum. In case there is a module which is currently not present in their
organization, they can leverage the indicative content for brief description to create trainings.
Additionally, the master training repository can provide an exhaustive list of external / internal trainings
for a deep dive into a module.

A screenshot of the curriculum plan is added below. The learning objective of the course is mentioned
capturing key goals achieved after completion of the entire course. The duration & delivery mode in the
training curriculum are indicative and can be changed depending on the capability development targets
of the company.

Course Summary

Course Name:|Project Management Course

+ Understand basics of people management
+ Learn important elements of leadership

Overall Learning Obj Understand r ip building in the of high-
performance virtual teams

+ Learn essential skills and tools for leading teams

Total Duration:|26 hours

Interactive workshops (virtual)/ Self-learning Portali Online
Format:
Session

Targeted Levels:|All levels

Prerequisites:|None

Course Outline

T‘I’D"" Module name Indicative Content Delivery Made | Duration | Frefessional Additional reference material

Module 5.1: PM_Project quality and risk management

Module 5.2: PM_Understanding of statistics. data analysis

Module 5.3: PM_Problem solving & interpersanal skills

Deep dive into one of the modules is captured below as an illustration. Indicative content along with
delivery mode, duration & professional level is provided for each topic. Project Quality and Risk
Management is a module within Project Management course. The module can be covered in 3 sessions
over a duration of 7 hours. For the complete training curriculum comprising of 11 courses, please refer
to the training curriculum excel.

Course Outline

Topic
1)

Module name Indicative Content Delivery Mode | Duration evel itional reference material

Module 5.1: PM_Project quality and risk management

Introduction
Course Overview
Module Overview

511 |Project suscess sssentisls The tzazars fr prafsctfalure andihe citetlaforproject succzss Wabinar Zhows | Fitps: s Foswenns. comlehamefindss, phe? orides:
= FourFoun that build =
The five phses of the projsct mansgement pracess
Ky project managemant ierms and tools
H 10 ek 1eam angagement and sccountabilty
Dt o 12 Inoorparate Frfect Flanming strategies dongthe
Jevelopment proness
Difsories how b mptimize toam performance and interastions
Blnsclop Gormmuniation formate and nformation by type of stakeholder
512 |Project Management for Regulatory Frofessionals teams, management, indiduals Orline session | Zhours | Memmediatef
efin variance, estimate at completion and eamed value, and esplain why Aebsanned

they are important measures
Assignesources totasksin the plan and determine the effort and time
needed by a resource 1o sccamplish a task

Idenii build quality into a project

At the end of this module you will be able to:

Understand genersl oybersecurity policies basios & quiding principles ebinar Fhaurs Alllevels

513 |Navigating Cybersecurity Polisies And s Inticacies
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Guidelines on the use of Curriculum
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The most essential and relevant learning goals for MedTech Regulatory Industry Professionals have been
outlined in the training curriculum. Goal is for AHWP/ GHWP and APACMed members to explain to their
resources the identified learning goals & their importance in career progression.

The training curriculum is a proposed capability development planning tool with suggested course
durations, but it’s the prerogative of the company capability leads to determine the scope and the
sequence in which they would introduce the learning goals to their teams.

Accenture based the training plan on the below stated 9 guiding principles:

' ’4’5 BUILD AN ADAPTABLE AND ﬁoﬁ DEVELOP A COMPREHENSIVE @ CREATE & SUSTAIN CHANGE
STRUCTURED FRAMEWORK ? CURRICULUM

= Design a curriculum that is = Design training list with the intent = Create a training list that helps RA
segmented based on to drive participation and professionals evolve over time as
professional and relevant engagement capabilities mature by focusing on
experience _ N existing gap assessment
= Enlist trainings around
= Create a flexible framework for competencies identified by = Sustain change by creating a
training curriculum that can be industry leads as key focus areas culture of continuous learning
utilized by difference scale across different professional areas and growth-mindset orientated
companies within APAC organizations that prepare for new
* Incorporate cross-company and future ways of working.
= Qutline separate trainings and partnerships among members of
skillsets for functional {day-to- APACMed for mentorship & to = Discuss need for digital upskiling
day) vs foundational serve as a Think Tank as next steps to execute the
(overarching) domains digital transformation strategy

in MedTech Regulatory Affairs
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Through interviews with RA leads, domains and sub-domains within competency framework are
validated. The competency framework was prepared by AHWP/ GHWP & APACMed in collaboration

with Deloitte in 2017.

Competency Framework
Foundational Domain Functional Domain
) *Sub-domains

Hote: Domains reflect scope of responsibilities throughout the product i
Comgetencies are identified within the sub-areas/ sub-domains such as Finance, Quality’ Complisnce sto.

Within foundational domain, competencies are validated and modified based on inputs from RA leads

FOUNDATIONAL DOMAIN

Business Partnering

Strong business acumsn’
Commercial awareness

Communication

Effective communication on
complex regulatory topics

People Management

Lead, motivate & train
regulatory functions team

Fnowledgs on ucts,
procasses, and business
units

Tailor communication style
to listener's perspective to
guide, infleence, and
convince stakshokders

Contribute to workforce
planning (incl.
hiring, development,
succession planning) and
performance assessment

Knowi=dge and
understanding of
regulatory interacts with
other functions to achisve
business ohjectives

Conduct strategic
megofiation with regulstory
authoriies

Develop and maintain
relationships with intzrnal
and external stakeholders

Project Management

Plan, execute and manapge
project (scope, resourcs,
budget, cost, tirmeling,

outcome

Problem solving skills.

Interpersonal skills

Project quality and risk

ent

Creative skills: flzxibility,

and originality, uniqueness,

novelty, or innovativeness

Medical writing covering pre &
post marketing and vigilance
sunvellance

Leader=hip skills

Hote: Com

ies have been re-valid:
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Understanding of statistics,
data analysiz

Business Strategy

Understand regul
ants

requinsm
throughout the lifecycl= to
bridge business & clinical
objectives with regulatory
raquirements

Understand conparate
finance requirements and
models

Analyze regulatol
guideliwn;. pal iGEr-:I'KI
actions to determine
regulatary and legal impact
an the company

Fian and manags
budgets that are in line

with business
requirements for growth

Sitratepic thinking.
business processes,

project planning

Be able to develop
regulatory relevant
business cases

d & modified based on interviews with 15 RA leads and Accenture SMEs in MedTech Regulatory Affairs.
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Regulatory Knowledge and
Application

Knowledge of laws, guidelines,
proceduras and concepis within
Regulatory Affairs

Fnowledgs of

Regulatory Strategy

Provide regulatory intelligence
fior regulatory strategy & product

Premarketing

Provide strategic inputs and
regulstory guidance for premarket
approval

procedures and concepis on
Medical Technologies

Ability to 3 & implement correct
gmes‘iﬁ:’ﬁa\ﬁ, Eegulaﬁcm

guidelines, standards, & procedurss
1o obtsin_regulstory approval

Ability to 3 & implement correct

in:gmat%ﬂgl Iaws'.:: regulations,

guidelines, standards & procedures

to obtain regulstory approval

Knowledge of and comgliss with
corporate internal policies and
procedures

Develop optimal submission strategy
and plans

Review acceptsbiity of quality,
preciinical snd clinical documentation
and data, bio-statistical methods and

analysis

Irmy and influence downsiream
izions pertaiming to testing,
labelling, and clinics! i s

Prepi\el_al'_rd g:nmpielregulalnry

Advocate for and shaps regulatony
landscape

Review & required
reports, supplemental
submizsions to update & maintsin
product approvals & registrations

Postmarketing

Maintain databases and repositories
nse and registration
documents

Deeal with the regulstory aspects of
sdwertising, labelling and
promadional matensls

GQualityiCompliance

Promote ethics and creats
compliance culture

Submit and review changs
contrals to determine the level of
change and conseguent

submission requi

Provide regulatory support
during intemnal and external
audits

Manage product safety and report
asdverse events to regulatony
apgencies and intemal stakeholders

Implement quality standards,

design control, process control,

supplier qualification

Crisis managemsnt

Mote: Competencies have besn re-validsted & modified based on intervigws with 15 RA leads and Azcenture SMEs in MedTech Regulatory Affairs.
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About AHWP/ GHWP

Established in 1996, the Asian Harmonization
Working Party (AHWP) / Global Harmonization
Working Party (GHWP) goals are to study and
recommend ways to harmonize medical device
regulations with members from Asia, Africa, Middle
East and South America, and to work in coordination
with the Global Harmonization Task Force aiming at
establishing harmonized requirements, procedures

and standards. GHWP was earlier called Asian
Harmonization Working Party (AHWP) and has changed
organization name in 2020 to better reflect the vision and
representation of the Working Party. Working Party is a
group of experts from the medical device regulatory
authorities and the medical device industry. Membership is
open to those representatives from the Asian and other
regions that support the above stated goals.

About APACMed

Established in 2014, the Asia Pacific Medical
Technology Association (APACMed) represents
manufacturers and suppliers of medical equipment,
devices and in vitro diagnostics, industry associations
and other key stakeholders associated with the
medical technology industry in Asia Pacific.
APACMed is the first and only regional association to
provide a unified voice for the medical

technology industry in Asia Pacific. APACMed works
proactively with bilateral, regional and local government
bodies to shape policies, demonstrate the value of
innovation and promote regulatory harmonization.
APACMed engages with medical device associations and
companies in Asia Pacific to jointly advance regional issues,
code of ethics and share best practices.

About Accenture

Leading global professional services company,
providing a broad range of services in strategy and
consulting, interactive, technology and operations,
with digital capabilities across all these services. We
combine unmatched experience and specialized
capabilities across more than 40 industries —
powered by the world’s largest network of Advanced
Technology and Intelligent Operations centers. With
505,000 people serving clients in more than 120
countries, Accenture brings continuous innovation to
help clients improve their performance and create
lasting value across their enterprises.

Accenture Life Sciences offers a full range of services in
Strategy, Consulting, Accenture Interactive, Operations and
Technology that help deliver more personalized healthcare
and better patient outcomes. We work with our
pharmaceutical, biotech, medical technology, distributor
and consumer health clients globally to redefine the future
of the life sciences industry: combining the latest
technology with scientific breakthroughs to revolutionize
how medical treatments are discovered, developed and
delivered to patients around the world.
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