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CONCLUSIONS

In recent years, the scientific world has been clearly experiencing a revolution: the
attention of the scientific and social community is not focused solely on the final
results, but also on the process utilized and other related issues such as the
reliability, safety, and efficacy of the discoveries, the research integrity and the
efficient and effective use of resources. Quality management might provide key tools
to ensure valuable, robust and dependable outcomes, within a framework of best
practice1-3. Nowadays, different quality models have been developed in different
countries and institutions and a quality approach represents an added value for
research project proposals submitted for funding.
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The VES4US consortium is a highly interdisciplinary and interconnected network,
covering different research disciplines in a joint effort to develop an innovative
platform for the efficient production of extracellular vesicles (EVs) from a natural
source, and their use as safe and efficient tailor-made nanocarriers. Due to their
high level of heterogeneity, specific issues arise when working with EVs, that need to
be addressed to assure reliability and reproducibility of scientific data as well as the
possibility of manufacturing at large scale. Therefore, one of the tasks of the project
is specifically devoted to the definition of a Quality management system (QMS)
fundamental for the identification and diffusion of best practice, standardization of
procedures, reproducibility and validation of the scientific results.

QMS PRINCIPLES & PROCESSES 

QMS Principles and Corresponding VES4US Actions 

QMS_Processes

PLANNING

Phase:
Quality Control

Processes:
• Deliverable and Results

validation
• Improvement and Corrective

Actions Definition
• Checkpoint Reviewing

Outcomes: 
• Validated Procedures
• Validate  Results
• Deliverables

Phase
Quality Plan

Processes:
• Project Objectives Definition
• Team building
• Project Management Plan Definition
• Activities Schedule Development

Outcomes: 
• Goals and List of Deliverables
• Quality standards
• Quality document templates
• Quality Management plan (QMP) (D6.5)
• Training plan (TP) D6.2
• Data Management Plan (DMP) D 6.4

Phase: 
Quality Assurance

Processes:
• Auditing and Reviewing
• Deliverables Production Monitoring
• Preventive and Corrective Actions

Identification

Outcomes: 
• Quality documents
• Audit
• Review meeting minutes
• Training

MONITORING

EXECUTING

QMS Documentation 

Ø VES4US QMS is an agreed QMS with a light, dynamic and research oriented structure to guarantee
standardization of procedures not at the expense of research creativity and freedom

Ø VES4US QMS provides a description of the approach and methodologies implemented within the Project
to ensure quality, consistency and reliability of the results

Ø Our final goal is to develop a Quality Management Operating Model for high interdisciplinary and
innovation research projects

VES4US QMS TOOLS AND DELIVERABLES

❖ Empowerment
(Training, Visits,
Self-evaluation)v Sinergy with Other

Network
v Dissemination,
v Publications

❖ Review
❖ Audit

❖ Checklist
❖ Self evaluation

❖ Advisory Board
❖ Exploitation

❖ Shared Policy
❖ Communication (Platform,

Meetings, Shared Documents)

v Data and Information
Analysis

v Decision Grid for EVs
Identitty Card

VES4US QMS Timeline
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documents
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Distribution 
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feedback 
collection

M 4-8 All 
Partners DONE

Approval and 
Distribution of 

Quality models
M 5-9 

QMs & Project 
Coordination DONE

M 5-11 QMs DONE

Check M11 All 
Partners DONE

M 12 DONE

What When Who State

Training

QMS

❖ Standardization,
❖ Strict interconnection

and collaboration

QMs & Project 
Coordination

LIST of SOPs

• Differential ultracentrifugation method for Extracellular Vesicle
Enrichment (CNR-IRIB) DONE

• Microalgae cultivation for EVs production (ITS) IN PROGRESS

• Gradient ultracentrifugation for the purification of EVs (CNR-
IBBR) IN PROGRESS

• Size distribution of labelled EVs through Fluorescence Correlation
Spectroscopy experiments (CNR-IBF) IN PROGRESS

• In-solution protein digestion of EV samples for mass
spectrometry-based proteomics application (CNR-IBBR) IN
PROGRESS

• Liposome preparation as EV model system and their
functionalization with DBCO groups (MPIP) IN PROGRESS

• In liquido culturing of C.elegans in 96- and 384-well plates and
analysis of extracellular vesciles uptake (CNR-IBBR) (IN
PROGRESS
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