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Elements of clinical quality management of ATMPs in hospital settings

2. RESOURCES

Workforce development

* Cross-functional teams with
well-defined responsibilities
- Assign personnel with expertise

‘equipment and materials
Qualification of storage,

Infrastructure & Equipment

Qualification and calibrated of required

1. PROCESS

Regulation compliance at the
national and regional level

ing and

in ATMPs for key roles (e.g.,

delivering environments
physicians, pharmacists, lab staff) .

Financial Securing of financial resources through hospital budgeting or external grants

Routine checks and preventive maintenance

NS :
SOPs development, integration,
and maintenance at the hospital

4. RISK MANAGEMENT
Risk identification

Risk mitigation

and sponsor level
I

Effective
Regular interdisciplinary meetings for quality updates and case outcomes
Clear communication channels between departments

3. PARTNERING

Internal

ion between HCPs, ar quality staff

External

Agreements with external manufacturers and suppliers
Industrial, academic and medical research co-operation
+ Communication and contingency plans with partners

5. ISSUE MANAGEMENT
Issue detection and documentation

Patient safety: 1) implement a monitoring system for adverse reactions (immediate
and long-term); 2) create a reporting framework for patient safety issues with the

and monitoring

* Perform mock trials or test runs before
actual ATMP administration
Set up emergency protocols for product
recall, adverse reactions, or treatment
failure
« Implement risk communication plan or risk

monitoring strategies for quick responses

and assessment
* Implementation of risk analysis
tools to identify critical points in

practices

Cautionary plans for mapping risks
across all ATMP stages

Routine checks and audits to
ensure compliance with all records

6. KNOWLEDGE
ledge needs and imp
* Awareness of updates in ATMPs (i ions/| for all staff

Ongoing education program on ATMP related knowledge, training certification
Combination of multiple training methods (in-person, online) and regular assessments
Knowledge sharing workshops or platforms for learn about the recent practices
Collection of feedback from staff, patients, and partners for tracking changes

Leadership governance (e,g.,
ethical review and accreditation
of institutions, personnel or
facilities)

Process management

+ Map and optimize workflow from
product receipt to administration

+ Define checkpeints for critical contral
(e.g., product storage and preparation)

https://doi.org/10.1016/j.omtm.2025.101485
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escalation pathways; 3) track and report any related incidents to medical heads,
hospitals, sponsors, and regulatory agencies

Data integrity: 1) routine checks and audits of all data; 2)use digital systems
Regulatory compliance: track and report all ATMP-related incidents based on the
regulations (GxP, standards), hospital requirements, sponsor protocols

Issue correction and prevention
CAPA processes developed for any critical and significant issues
Specific SOPs to manage unexpected or unusual events

7. DOCUMENTATION

Record keeping
Comprehensive records of products from procurement to patient use
Documentation with all investigational files, training logs, quality reports
Integrated electronic and paper tracking systems with regular backups

Record quality assurance
Clear SOPs and guidelines for data tracking, archiving, and audits
Systems for documentation updates on data or deviations
Systems for reporting issues to external partners or regulatery agencies
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