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Executive Summary

The medical technology and pharmaceutical industries are currently facing a dual-pronged crisis: 
a 68% labor shortage across manufacturing and a profound "skills gap" in regulatory affairs. 
While large corporations can leverage significant capital to automate or outsource, Small and 
Medium-Sized Businesses (SMBs) are finding themselves increasingly priced out of the market 
for top-tier regulatory talent. As of early 2026, the shortage of qualified professionals in 
regulatory, quality, and clinical affairs has reached a tipping point, directly threatening the 
viability of SMB-led innovation and the global supply of critical medical devices.

1. The Disproportionate Burden on SMBs

Regulatory compliance is not a linear cost; it is a fixed hurdle that places a far heavier weight on 
smaller balance sheets.

• The Talent Acquisition War: Regulatory expertise is in critically short supply. Large 
firms are currently recruiting at wages up to 50% higher than pre-pandemic rates, a 
benchmark that most SMBs cannot meet.

• Increased Workload per Capita: In a large firm, a regulatory specialist may focus on a 
single product line. In an SMB, one individual often handles international registrations, 
clinical evaluations, and post-market surveillance. When an SMB loses even one 
specialist, it can stall the company’s entire product pipeline.

• High Cost of Switching: 17% of medical device makers still rely on paper-based 
systems due to the "high costs of switching" and operational disruption. For an SMB with 
limited staff, the labor required to digitize while maintaining daily compliance creates a 
"catch-22" where they cannot afford to modernize but cannot scale without doing so.



2. Regulatory Hyper-Complexity: EU MDR and the "Brain 
Drain"

The introduction of the EU Medical Device Regulation (MDR) has acted as a catalyst for the 
current talent shortage, hit SMBs particularly hard.

• The Recertification Bottleneck: EU MDR requires more stringent clinical evaluation 
and documentation for products already on the market. Most SMBs lack the financial 
resources to conduct new clinical trials for legacy products.

• Market Withdrawal: Due to the lack of competent personnel to manage technical 
documentation, many SMBs are deciding to discontinue products or withdraw from 
the EU market entirely.

• The Skills Gap: There is a 16% skills gap specifically in regulatory affairs, representing 
a deficit that is expected to widen significantly by 2030.

3. The "Innovation Stagnation" Effect

Small companies are the primary engine of medical innovation, but they are the most vulnerable 
to the current "Data Avalanche" of requirements.

• Deferred Launches: According to recent data, the time to certify a medical device has 
doubled to 13-18 months. For a startup, this delay often exceeds their available venture 
capital "runway."

• Increased Scrutiny: In FY 2025, the FDA significantly accelerated enforcement, issuing 
327 warning letters—a 73% increase over the previous year. SMBs, which often have 
less robust quality management systems (QMS), are primary targets for these inspections.

• The Generic Deficit: For generic drugs (ANDAs), the first-cycle approval rate is as low 
as 18.9%, largely due to administrative and scientific "filing errors" caused by 
understaffed regulatory teams.

4. Economic Consequences and Global Health Risk

The failure of SMBs to navigate the labor shortage has tangible impacts on patient care.

• Drug & Device Shortages: As of mid-2024, the FDA reported 102 active drug shortages; 
company size is a primary indicator of whether a firm can successfully launch and 
maintain these products.



• Financial Catastrophe: A single warning letter or "Refuse to File" (RTF) can lead to a 
15% market share drop and millions in lost revenue—a blow that is often fatal for an 
SMB.

5. Strategic Recommendations for SMBs

To survive the 2026 talent landscape, SMBs must shift their strategy from "hiring" to 
"augmenting":

1. AI-Assisted Regulatory Intelligence: Nearly half (47%) of medical device companies 
plan to implement AI within two years to offset the labor shortage and reduce manual 
documentation errors.

2. Fractional Expertise: Utilizing functional service providers (FSPs) to bridge the gap in 
senior-level leadership (Directors of QA/RA).

3. Regulatory by Design: Integrating engineers who are "well-versed in regulatory 
requirements" early in the design process to avoid costly redesigns and delays.
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