
Post-Market Safety & Risk Management 
in Duchenne Muscular Dystrophy (DMD)

POST-MARKET SAFETY & LIFECYCLE MANAGEMENT
CASE STUDY

A pharmaceutical company specializing in treatments 
for rare neurological diseases.

Client

Ergomed Consulting

Across every phase of the product lifecycle, Ergomed Consulting experts elevate 

your product viability–from shortened pathways to trial to regulatory agility and 

compliance, expedited global entry to sustained competitive edge. It’s what we do.

Navigating the Complexities of the Entire Drug Development Path

Challenges

Complexity of ensuring post-market safety in a real-world environment, including

•	 Roadblock in continuously monitoring long-term safety and capturing late-emerging adverse events.

•	 Concern for gathering robust real-world evidence to substantiate both efficacy and safety across diverse patient 
populations.

•	 Challenge in proactively identifying and mitigating potential safety risks.

•	 Hurdle for meeting stringent regulatory post-approval surveillance standards.

Our Approach

•	 Conducted an extensive Global PASS Study, 
leveraging our consulting expertise to 
monitor long-term drug safety.

•	 Developed a proactive risk management 
plan, integrating our tailored consulting 
solutions to identify and mitigate potential 
safety risks.

•	 Employed advanced methodologies to collect 
robust real-world evidence that substantiated 
the drug’s efficacy and safety.

ergomedcro.com

Outcome

The Global PASS Study delivered critical long-
term data, instilling confidence among healthcare 
providers and patients. A proactive risk management 
plan mitigated safety concerns, reinforcing 
regulatory confidence and ensuring ongoing 
market approval, while robust real-world evidence 
underpinned sustained market performance.  
Overall, our approach enhanced patient safety and 
strengthened the client’s competitive position.


