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ABSTRACT

Healthcare innovation depends not only on new therapies but also on an organization's ability to
manage growing operational complexity. From advanced therapies and regulatory requirements to
traceability, quality systems, and digital transformation, every innovation demands increasingly
sophisticated organizational processes. This article explores the concept of operational readiness,
showing how governance, workforce, digital support, and scalability enable healthcare organizations
to integrate innovation without increasing the burden on healthcare professionals, ultimately
protecting the time devoted to patient care.

Healthcare is experiencing a period of unprecedented innovation. Advanced Therapy Medicinal
Products (ATMPs), including cellular and gene therapies, are creating new opportunities for
patients  and  fundamentally  changing  treatment  pathways.  Alongside  these  developments,
healthcare organizations are also facing increasing operational complexity.

New therapies,  accreditation  standards,  quality  requirements,  digital  solutions,  traceability
obligations,  and  emerging  regulations  such  as  the  European Substances  of  Human Origin
(SoHO) Regulation are all  designed to improve safety and quality.  Yet together they place
growing demands on healthcare organizations and, ultimately, on the professionals responsible
for delivering care.

The challenge facing healthcare leaders today is not whether innovation should continue, but
ensuring that innovation strengthens patient care without increasing the burden on healthcare
professionals.

The Growing Complexity Behind Innovation

In  many healthcare  organizations,  innovation  is  often  associated with  new therapies,  new
technologies, and improved clinical outcomes. Less visible are the organizational processes
required to support these developments.

Cellular therapy programs provide a good example. Delivering a single therapy may involve



ICMED Magazine | ISSN 3103-1943 Num. 7/2026

2 © 2026 ICMED S.r.l.

clinicians, nurses, laboratory professionals, pharmacists, quality managers, logistics providers,
data managers, and information technology specialists. Each activity requires documentation,
traceability,  training,  quality  oversight,  and  compliance  with  regulatory  standards.  These
requirements  are necessary and contribute directly  to  patient  safety.  However,  when new
requirements are continuously added without redesigning underlying processes,  complexity
accumulates.

For  frontline  healthcare  professionals,  this  often  translates  into  additional  administrative
activities, increased documentation, multiple digital systems, and less time available for direct
patient care.

Why This Matters for Healthcare Professionals

Across Europe, healthcare organizations are already facing workforce challenges. Recruitment
and  retention  of  healthcare  professionals  remain  difficult  in  many  sectors.  At  the  same  time,
clinical activities continue to increase while patient needs become more complex.

In this environment, every hour spent on avoidable administrative work matters. The discussion
should therefore not focus on reducing quality requirements or regulatory oversight. The focus
should be on designing systems that allow healthcare professionals to meet these requirements
as  efficiently  as  possible.  The  objective  is  simple:  More  time  for  patients.  Less  time  spent
managing  unnecessary  complexity.

Recent international surveys within the cellular therapy community have highlighted operational
burden,  fragmented  implementation,  and  increasing  administrative  complexity  as  growing
concerns for treatment centers.

The Multi-ATMP Future

Many treatment centers initially developed infrastructure around a single advanced therapy
program.  The  future  will  be  different.  Hospitals  are  increasingly  expected  to  support  multiple
cellular  therapies,  gene  therapies,  investigational  products,  and  personalized  treatment
pathways simultaneously.

In many cases, the first CAR-T program is implemented successfully because organizations are
willing to invest significant time and resources. The challenge emerges when a second, third, or
fourth advanced therapy is introduced. Processes that were manageable for a single therapy
can quickly become difficult to sustain across an expanding portfolio of treatments. The result is
familiar to many healthcare professionals:
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·         Additional documentation
·         Additional training requirements
·         Additional digital platforms
·         Additional reporting activities
·         Additional governance structures
 

Without careful planning, operational complexity grows faster than clinical activity. This is why
scalability has become an important organizational capability.

SoHO as an Opportunity

The upcoming SoHO Regulation is  often viewed primarily  through the lens of  compliance.
However,  implementation  also  provides  an  opportunity  to  reassess  existing  organizational
structures.  Many  healthcare  organizations  will  review  governance  models,  traceability
processes, quality systems, training programs, and documentation practices as part of their
implementation  efforts.  This  creates  an  opportunity  to  simplify,  harmonize,  and  standardize
processes.  The  most  successful  organizations  will  not  be  those  that  simply  add  new
requirements to existing structures. They will be those that use implementation as a catalyst for
improvement.

The key question is not: "How do we comply with SoHO?"

The  key  question  is:  "How do  we  comply  with  SoHO while  making  daily  work  easier  for

healthcare professionals?"

Technology as an Enabler

Digital solutions have enormous potential to support healthcare organizations. Electronic quality
management  systems,  workflow  automation,  digital  traceability  tools,  integrated  dashboards,
and  artificial  intelligence  can  all  contribute  to  reducing  administrative  workload.  However,
technology should support people, not the other way around. Healthcare professionals should
not  be  required  to  adapt  their  workflows  to  fragmented  systems.  Instead,  digital  solutions
should simplify work, improve information availability, and reduce repetitive tasks. The most
successful digital transformations are often the least visible. Their success is measured not by
the technology itself, but by the amount of time returned to patient care.

Operational Readiness

As  healthcare  systems  become  more  complex,  organizations  must  increasingly  focus  on
operational readiness. Operational readiness can be described as the ability of an organization
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to  implement  innovation  while  maintaining  sustainable  workloads,  high-quality  care,  and
regulatory compliance.

Based on experiences from advanced therapy implementation and healthcare transformation
projects, five elements appear particularly important for operational readiness.

Governance – Clear ownership and decision-making structures.

Workforce – Sufficient competencies, capacity, and support.

Quality & Regulatory Integration  – Efficient incorporation of standards and regulations into
daily practice.

Digital Support – Technology that simplifies rather than complicates work.

Scalability  –  The  ability  to  support  additional  therapies  without  continuously  increasing
workload.

Organizations that perform well in these areas are better positioned to adopt future innovations
while maintaining workforce sustainability.

 

Conclusion

Advanced  therapies  will  continue  to  transform  healthcare.  At  the  same  time,  healthcare
organizations must ensure that operational complexity does not undermine the very care these
innovations  are  intended  to  improve.  The  future  challenge  is  not  simply  introducing  new
therapies. The future challenge is creating healthcare systems that enable professionals to
spend more time caring for patients and less time managing complexity. Ultimately, operational
excellence should not  be measured by the number of  procedures,  reports,  or  systems an
organization  creates.  It  should  be  measured  by  how  effectively  those  systems  support
healthcare  professionals  in  delivering  safe,  efficient,  and  patient-centered  care.

 

In the years ahead, the organizations that thrive will not necessarily be those with access to the
most therapies. They will be the organizations that succeed in protecting the time, expertise,
and energy of the professionals delivering care.

 

Suggested citation:
. Operational Readiness: Protecting Patient Care in an Era of Growing Complexity. ICMED Magazine.
2026;2026(7). doi:10.82098/icmed-mag.2026.07.004


