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Advanced Therapy Medicinal Products (ATMPs) 

Advanced Therapy Medicinal Products (ATMPs) are a new category of medicines for human use with a wide
therapeutic potential for treating different types of diseases

Classified into three main types:
- gene therapy medicines (GTMP) – contain genes that lead to a therapeutic, prophylactic or diagnostic effect;

work by inserting 'recombinant' genes into the body, usually to treat a variety of diseases, including genetic
disorders, cancer or long-term diseases

- somatic-cell therapy medicines (CTMP) – contain cells or tissues that have been manipulated to change their
biological characteristics or cells or tissues not intended to be used for the same essential functions in the body

- tissue-engineered medicines (TEP) – intended to regenerate, repair or replace a human tissue

Medicines based on genes, tissues or cells

Some ATMPs may contain one or more medical devices as integral part of the medicine, being referred to as
combined ATMPs (cATMPs).
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With the aim of providing access to this kind of medicines, in 2017, Stemlab decided to build an area

dedicated to the production of ATMPs.

The GMP facility authorized (Infarmed) in January 2020 and currently has the capacity to manufacture:

Healthy donor- Allogeneic (from a donor) cell therapy products

Patient

- Autologous (from self) cell therapy products
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TOTAL AREA: ~100 M2

CLASS B: 2 X 10 M2 + 1 X 12.5 M2

CLASS C: 20.6 M2

Our facilities
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• Dedicated GMP facilities 

• Distinct production areas

• Concurrent manufacturing of different ATMPs

Our facilities
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• Storage area

Our facilities

Advanced Therapy Medicinal Products (ATMPs) 



GMP activity initiated

- an autologous product for a phase IIa clinical trial in stroke patients, based on CD34+ cells isolated from

the patients’ own Bone Marrow (Stemlab_CD34BM).

AIM: Assess efficacy of intra-arterial administration of CD34+ cells 7 and 20 days after acute ischemic stroke.

Patient
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CliniMACS Plus - CD34+ cells selection

Stemlab_CD34BM 



* AUTOLOGOUS PRODUCT

➢ STEMLAB_CD34BM (BONE MARROW) IN STROKE

Collection Processing InfusionProduct

Autologous bone-marrow (BM) derived CD34+ cells for acute ischemic stroke - a Phase IIa clinical trial.
A Phase I clinical trial demonstrated that BM-CD34+ cells administration in acute ischemic stroke patients
is safe and feasible.

Created with BioRender.com
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Now Stemlab is also producing allogeneic cell therapy products
Healthy donor

AIM: Assess safety and efficacy of a single intravenous infusion of umbilical cord tissue MSCs in patients with

ARDS.

A cell therapy product based on mesenchymal stem cells (MSCs) from the umbilical cord tissue (SLCTmsc02)

for a phase II clinical trial in patients with Acute Respiratory Distress Syndrome (ARDS), a life-threatening

complication of severe cases of COVID-19 and other conditions.

UCT-MSCs
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Collection Processing InfusionProcessing Cell Bank Thaw Product

Allogeneic cell therapy product based on Umbilical cord tissue MSCs for ARDS patients - a Phase II
clinical trial.
MSCs have been applied in patients with severe COVID-19 with favorable results.

➢ SLCTMSC02 (UMBILICAL CORD TISSUE) IN ARDS 

* ALLOGENEIC PRODUCT (OFF-THE-SHELF)
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Project: ARDS Clinical Trial

Description: Clinical trial for the treatment of ARDS using allogeneic umbilical 
cord tissue MSCs

On-going 

Centro Hospitalar e Universitário de Coimbra (CHUC)

Status: Preparing Application for Clinical trial authorization 



EMA's Committee for Advanced Therapies (CAT) 

The EMA/CAT – Article 2 of Regulation (EC) No 1394/2007 – considered:

- Stemlab_CD34BM is a Tissue Engineered Product (intended to regenerate, repair or

replace a human tissue) – TEP

- SLCTmsc02 is a Somatic Cell Therapy Medicinal Product (contain cells or tissues that have

been manipulated to change their biological characteristics or cells or tissues not intended

to be used for the same essential functions in the body) – CTMP



Starting material

Manufacturing 
Process

- IPC

Final Product
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Analytical control
- Number of cells, viability, immunophenotype
- Sterility, endotoxins, mycoplasma, karyotype
- Differentiation, immunosuppression (MoA)

References

✓ Eudralex Vol4; GMP Part IV – ATMPs
✓ European Pharmacopeia (Ph. Eur.)
✓ PIC/S; ICH; ISO standards

ATMPs – Quality Control 



ATMPs Pipeline 

PRODUCT INDICATION CLINICAL DEVELOPMENT

Allo UCT 
MSCs

aGvHD

ARDS

Lupus

Scleroderma

Multiple sclerosis

Auto BM 
CD34+

Auto UCB 
TNC

Acute ischemic stroke

Neonatal Hypoxic Ischemic 
Encephalopathy

Hospital Exemption

Spinal cord injury

Phase II clinical trial (Part 1 submission CTIS in 
preparation)

In vitro

PRE-
CLINICAL

Hospital Exemption (to be submitted) 

Hospital Exemption

Phase IIa clinical trial (approved)

In vitro

In vitro



Publications 

StrokeTherapy RescueCord

MSCellProduction



Services 

Process development Quality control GMP Manufacturing & Storage



PROCESS DEVELOPMENT
Process gap analysis
Process design and optimization
Critical Quality Attributes definition
Cell culture 
Stability testing
Comparability studies

GMP MANUFACTURING & STORAGE
Technology Transfer
Process Validation
Clinical Batch Production
Batch Release
Cryopreservation

Development and validation of analytical methods according to Ph. Eur.
Regulatory support for IMPD submission
Batch certification
Sterility, endotoxins and mycoplasma testing
Human viral pathogens testing
Flow cytometry

QUALITY

Services 
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Muito obrigada pela vossa atenção!
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