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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 

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

 

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. 
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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: 
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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. 

 

 

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

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 APACMed 

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. 

About Accenture 
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Our white paper benefitted immensely from the 

input and contribution provided by our steering 

committee and working group members. Their 

collective knowledge, experience and insights have 

helped to inform the best practice set out within. 

Each of the members have provided invaluable 

insight and served as a sounding board for our white 

paper through their thoughtful feedback, discussions 

and supporting information.  

We’d like to thank the regulatory leads from across the 

MedTech industry, from within member base of AHWP/ 

GHWP and APACMed who that participated in this study. 

The interviews have provided a deeper understanding of the 

training vision & current state needs for APAC region 

regulatory trainings. 
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