
Medical Affairs Journey to Digital 
Transformation

Deborah Braccia, PhD, MPA, Head of global Medical Affairs Excellence, Kyowa Kirin
Francis Fitzgerald, Senior Director, Digital, Commercial and Medical Affairs IT, Kyowa Kirin



Disclaimer

The views and opinions expressed
in this presentation are solely those of the individual 

presenters and do not represent or reflect any official 
policies or positions of their employers



Medical Affairs (MA)Digital Strategy and 
Transformation
• MA Technology Drivers
• MA digital considerations
• Program based approach for MA technology strategy development
• Benefits of a refined digital MA strategy and plan
• Discussion 



Technology innovation is 
necessary to enable Medical 
Affairs of the future



The number of approved products by TA is increasing the 
complexity of treatment choice
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New ways of working required to address unsustainable 
R&D cost trend 

Sources: 1. Deloitte Centre for Health Solutions, Measuring the return from pharmaceutical innovation (2019); 2. Nature, 2018 FDA Drug Approvals (2019); 3. EMA Annual Reports, 2012 – 2018; 4. EvaluatePharma, Pharma’s fastest followers revealed (2018); 5. FDA, List of Cleared or Approved Companion 
Diagnostic Devices (2020); 6. Biotechnology Advances, The approved gene therapy drugs worldwide: from 1998 to 2019 (2019); 7. Value in Health, Real-World Evidence: Useful in the Real World of US Payer Decision Making? How? When? And What Studies? (2018); 8. CVS and Express Scripts Formulary 
Exclusion Lists (2014 – 2020)

Novel diagnostics and emerging treatment modalities are 
increasing the burden on the system

The volume of approved products across therapeutic areas 
increases education burden on HCPs

Payers want more than clinical trials to inform their access 
and reimbursement choices
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84% 
Interviewed health plans and systems 
stated they “sometimes,” “often,” or 
“almost always” use RWE7

61% Interviewed health systems intend to use 
RWE in decision making roles7

Payers / Countries are increasingly predicating access on 
evidence from populations

Decision Control is Centralizing

Control is shifting from the Physician to the System / 
Province / Country
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Shifts in the market landscape prompt the case for change…



Development of Educational Material
Develop educational materials and support 
training activities for the MA field team 
highlighting compliance and legal requirements 

Clinical Data Management
Design, implement and maintain clinical 
databases for disseminating information

Medical Support for HCPs
Provide medical/scientific support to healthcare 
professionals and manage scientific needs of 
KEEs 

Development of Clinical Programs 
Implementation of Medical Affairs trials 
ensuring safety, data consistency, trial timelines, 
budget, resources, eligibility and enrollment

Traditional Medical Affairs Capabilities Emerging Value Generating Capabilities

Clinical Trial Optimization

- Obtaining consultation from customers on trial design and clinical endpoints 

- Leveraging digital solutions to optimize site selection based on disease, expert, and demographic data

Strategic Input for R&D/ Portfolio Management

- Collecting feedback from prescribers, KEEs and market to provide critical input to drug development and life cycle 
management from early identification of promising compounds through post-launch market strategies

Shaping Outcomes Management
- Creating scientific evidence to support drug development, including real-world evidence, in-house data and scientific 

analysis, and shift the focus from products to outcomes 

Enhancing Relationship with Customers/ KEEs
- Engaging the expanding group of customers in truly differentiating interactions leveraging new digital channels (e.g., social

media)

- Increasing HCP engagement on shaping treatment paradigms 
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Medical Affairs organizations must evolve beyond their traditional roles to 
engage in emerging value-generating activities
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Compliance

Cost 
Efficiency

Value 
Creation

Use analytics to extract and interpret 
structured/unstructured data to 
enable clinical value conversations

Enhanced customer experience due 
to faster response to medical inquiries 
via self-service/chatbots

Enhance therapeutic area focus and 
customer engagement through 
machine learning

Use virtual patient case simulator & 
virtual training apps to develop 
capabilities of team and health care 
professionals

Promote transparency by 
developing a robust customer insights 
generation process using customer 
interaction data

Streamline reportable interactions 
with healthcare professionals 

Bring efficiency to medical 
information center call handling 
via automation of repetitive operations

Reduce cost of error by 
deploying cognitive fail-safes

Automate manual processes to 
free up resources and cost for labor 
intensive processes

Enhance productivity by deploying 
social media listening skills to 
automatically collect scientific and 
relevant information

Reduce translation cost and effort 
via translation automation 
to allow global insight gathering

Improve consistency and quality by using 
predictive analytics and AI to assist in early 
detection of incident tickets that might 
convert to more serious issues

Improve compliance by automating 
regulatory submissions using Robotic 
Process Automation & Natural Language 
Generation

Focus on Value and Patient 
Centricity

Population Growth & 
Emerging Markets

Advances in 
Technology

Changing Product 
Landscape Regulatory Scrutiny

Medical Affairs must leverage cognitive technologies to create value and 
improve efficiency, thereby building a competitive advantage
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Medical Affairs

Global Medical 
Affairs Operations

Global Medical Affairs Activities:
• Defines medical strategies around evidence generation, publications, 

SRDs, medical content
• Monitors KPIs, insights via a unified analytics dashboard
• Unifies global MA process, with regional variations identified where needed
• Defines global SOPs, best practices. 
• Develops medical education, medical information content that can be 

adapted to regional needs
• Operationalizes unified global systems for core operational capabilities
• Ensures the regional functions are equipped with tools to meet region-

specific needs while aligning to the overarching global approach

Regional Medical Affairs Activities:
• Defines local strategies where they differ from global 

strategies
• Regionalization of global content, processes, analyses, 

etc., based on regionally specific needs
• Reporting upwards to global, providing feedback to 

inform global strategies around regional insights, 
regulations, stakeholder groups and their interest areas

Region 1 
Medical Affairs 

Region 2 
Medical Affairs 

Region 3 
Medical Affairs 

Region 4 
Medical Affairs 
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Global Clinical 
Operations

Global Commercial 
Operations

Global 
Pharmacovigilance 

Operations
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In-field 
MSLs

Mobile 
Apps

Journal 
Publications

TRADITIONAL 

Phone 
Calls

Omni-channel 
Engagement Model

IIS/Grants 
Portal

Representative Interfacing Functions

Web Sites Med Inquiry 
Portal

Health Forums
/Communities

Videos Social 
Media

Webinars
Digital 

Scientific 
Exchange

EMERGING

Physician only 
social networks

Regional Clinical 
Operations

Regional Commercial 
Operations

Regional PV 
Operations

Emails

HCPs InvestigatorsKEEs DOLs
Healthcare 
institutions CROs GMOs

Industry-wide, globalization of MA enables greater collaboration with 
interfacing functions and improves HCP/ KEE engagement 

Payers Caregivers PatientsIDNs
Research 
Networks

Specialty 
Pharmacies

Professional 
Organizations



Considerations for Technology 
Strategy Development



Medical Affairs Digital Strategy Planning –
When?  

Pre-
Launch

Peri-
Launch Launch Post-

Launch 



Considerations….

• People, process, technology and data 
• Size of organization 
• Medical Affair Goals 
• Importance of roadmap and foundation
• Scalability 
• Prioritization 



Program Based Approach for 
Technology Strategy 
Development 
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A program-based 
technology strategy 
& roadmap provides 

multiple benefits

Align with Company vision 
The projects here should align seamlessly with the various business initiatives.

Show project interdependencies
Display the relationships between projects on the timeline and roadmap to 
balance quick wins with long term goals

Foster cross-functional collaboration
Provide efficiencies to adjacent functional groups, encourage cross-functional 
collaboration with adjacent business functional areas e.g., optimization of 
reconciliation processes, data driven insights, customer360.

Consistent project visibility across programs
Project management and SDLC processes enables cross-project reporting at 
program level, providing greater visibility on each project and its effect on the 
overall program.

Effectively manage costs and resources
Costs, resources and timelines are managed across the program, enabling 
dynamic re-allocation when required.

Program-based delivery approach enables Medical Affairs to effectively 
manage a group of projects more consistently and efficiently 

Manage risks and changes efficiently
Provide greater flexibility and visibility to incorporate changes in priorities, in the 
marketplace, or in technology innovations.

Spur agility and Innovation
Foster an iterative process that fuels business strategy speed, agility, product 
development and innovation
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Current State Analysis

Capability Map

Future State Architecture

Integrated 
Workstream Roadmap

Individual Workstream 
Cards

Current State Architecture

Internal stakeholder 

InterviewsProcess

People

Data

Technology 
Solutions 

Program Based Technology Strategy Development Approach



Create Technology Roadmap Execute Individual Projects Review and Update Roadmap

Objective Create a technology strategy and roadmap to 
align the entire organization Build and launch individual technology solutions Review and update roadmap based on 

internal and external changes

Activities

 Conduct stakeholder (stakeholders from Medical
Affairs and interfacing functions) interviews

 Create capability map

 Create current state analysis of IT Systems and current 
state architecture

 Develop Medical Affairs technology strategy and 
roadmap and prioritizing roadmap activities by 
criticality and feasibility of proposed projects

 Create overall program timeline and initial estimated 
budget

 Align business process across regions and capture high-level 
requirements including regional/local requirements 

 Align processes and implementation strategies to GXP 
requirements to ensure GXP compliance

 Issue RFP with high level requirements to enable vendor 
selection 

 Select technology vendor and confirm detailed budgets

 Create detailed requirements including regional/local 
requirements, configure / build solution, test and deploy 
solution 

 Review GMA technology strategy and roadmap 

 Review marketplace changes and technology 
innovations 

 Update and revise technology strategy and 
roadmap

 Update and revise project timelines and estimated 
budgets 

Benefits

• Transparency and alignment among stakeholders on 
roadmap 

• Program level view to show interdependencies 
between projects 

• Sequences foundational projects before projects that 
build on those foundations 

• Develop solution that satisfies business need based on aligned 
business process & requirements

• GXP compliant systems and processes 

• Obtain more precise vendor estimates and timeline based on 
business requirements 

• Greater user adoption 

• Create organizational process and governance to 
change roadmap 

• Integrate new technologies, organizational and 
market changes 

Program-based approach is the industry standard 
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Improve patient centricity
Develop patient centric apps 
to monitor diseases and 
connect patients to their 
HCPs

Increase efficiency
Leverage system-based 
notifications, process 
triggers and workflow to 
prompt next action and 
shorten turn-around time 

Increased traceability and 
auditability
System captures audit trail 
of all changes.

Data driven strategy 
refinement
Built data lake to enable 
operational dashboards at 
different leadership levels to 
visualize activity across MA 
and R&D.

Identify unmet needs to 
drive evidence generation 
& publications 
Adjust publications strategy 
based on network effect of 
publications and evidence 
generation activities 

Create targeted and 
unified messaging 
80% of medical information 
requests can be answered 
via self service channels due 
to globally standardized and 
regionally tailored responses

Omnichannel engagement
Stakeholder engagement 
based on their preference 
from call center to self 
service portals.

Streamlined and system-
enabled automated 
activities
Built-in business rules and 
validations in global MI 
system enforces consistent 
data capture across all 
regions.

Globalized processes 
enable compliance 
Use guided questions to ask 
required questions for AE 
and PQC when caller is on 
the line instead of waiting for 
PV and QA follow-up 

Reduces manual activities 
and offline tracking
Global med info systems 
generate operational metrics 
such as turn-around time, 
frequently asked questions 
within region or country, etc.
.

Insights-driven HCP 
engagement 
Create content and deliver 
via mediums based on end 
user preferences

Reusable standardized 
content 
Global, regionalized & 
localized FAQs/SRD. 
System-driven notifications 
to regions whenever global 
content is updated.

Analytics driven 
operational transparency
Automatically created 
ISS/CSS/RWE reports and 
dashboards enables 
transparency on evidence 
generation activities 

Drive MSL engagement 
Aggregate in a compliant 
manner selected interaction 
information across Medical, 
Commercial and R&D to 
drive MSL engagement 
strategy

MA organizations have benefited from operational efficiencies to improve 
patient outcomes

Streamline and Optimize 
Internal Operations

Drive Insights and 
Strategy

Improve External 
Collaborations

Improve Patient 
Outcomes

Improve Core 
Foundational Operations



Capability Lagging Average Leading

Internal and external data sources 
are not effectively leveraged to drive 

innovation

Consolidated data storage to enable 
advanced analytics and identify 

insights to improve patient outcomes

AI driven Business Intelligence, RWE driven 
decision makinging and strategy. Internal data 
sharing and external analytics partnerships to 

evaluate and improve patient outcomes

Disconnected channels without a 
global strategy. Inadequate data 

foundation to generate insights from 
external interactions to drive 

strategy

Consolidated reporting and metrics 
to guide interactions with 
stakeholders and tailor 

communications to their needs

Omni-channel engagement, digital channels 
and social media. Leverage external insights to 

inform engagement and medical education 
strategies

Siloed stakeholder engagement with 
inconsistent identification, profiling, 

segmentation, and mapping

Integrated CRM and KEE 
segmentation solutions across 

medical affairs; consolidated and 
compliant data aggregation with 

commercial CRMs

Network mapping, Influence circles. Integrated 
and compliant EE engagement strategy across 

commercial and medical affairs

Inconsistent publication processes –
no global system, no mature 

platforms for advanced analytics to 
drive advanced evidence generation 

Single global platform for publication 
and promo/non promo material 

review, mature platforms for PMOS, 
IIS, and clinical trials

Single global platform for publications and 
promo/non promo material review, Advanced 
RWD based evidence generation, predictive 

and prescriptive modelling 

Disparate global process and 
systems to manage medical inquiry, 

and no integrations

Integrated PV, Quality, and Medical 
Information systems with no double 

handling of data

Chatbots, Conversational AI, portals and self 
service. Integrated & Global PV, Quality, and 

Medical Information systems
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KEE Interactions & Advocacy

Innovation & Insights

Scientific 
Communication

Strategy

Publications, 
Review & Evidence 

Generation

Inquiry Handling

Discussion: Where are you on your Medical Affairs Digital Journey? 
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