
 

                                                                                    

 

------------------------------------------------------------------------------------------------------------------------------- 

Pharmacy Teaching Session Slides (All ATMPs) 
------------------------------------------------------------------------------------------------------------------------------- 

 

Organisation: iMATCH, Manchester University NHS Foundation Trust  

Document version number: 2 

Date written: January 2019 

 

End user rights: 

This document is shared with permission for re-use to distribute, remix, adapt, and build upon 
the material in any medium or format for non-commercial purposes only, so long as the 
attributions listed below are given.  

Attributions: Name of Organisation; [others as required by Organisation to be listed here] 

This document is made available under a Creative Commons Attribution-NonCommercial 4.0 
International License as described here: 

https://creativecommons.org/licenses/by-nc/4.0/ 

The information, materials and any opinions contained in this document are provided for general 
information and educational purposes only, are not intended to constitute legal, medical or other 
professional advice and should not be relied on or treated as a substitute for specific advice 
relevant to particular circumstances.  Although we make all reasonable efforts to ensure the 
information is up to date, we make no representations, warranties or guarantees in that regard.  
In no event shall the creator(s) be liable for any direct, indirect, special, consequential or other 
claims, losses or damages that are related to the use or reliance whatsoever in the content of 
the document or any part thereof, except to the extent that such liability cannot be excluded by 
law.  We do not seek to exclude or limit in any way our liability to the user for personal injury or 
death caused as a result of our negligence or seek to exclude or limit our liability for fraud or 
fraudulent misrepresentation by us. 

https://creativecommons.org/licenses/by-nc/4.0/


 

                                                                                    

We reserve the right to make changes and improvements to any information contained within 
this document, at any time and without notice.  Where this document contains hyperlinks to 
other websites operated by parties not connected to us, such hyperlinks are provided for your 
reference only.  We do not control such websites and are not responsible for their contents.  
The inclusion of hyperlinks from this document or the website to such websites does not imply 
any endorsement of the material on such websites or any association with their operators.  We 
accept no responsibility of any nature whatsoever for linked web sites or any information 
contained in them. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



Pharmacy Teaching Session 

January 2019 

Advanced Therapy Medicinal 

Products (ATMPs) 

Sophia Burgess 

Carolyn Davies 

Beatriz Duran 



• Definitions  

• Examples 

• iMATCH A coordinated strategy to scale-up advanced therapies for patients in Manchester 

• Impact of ATMPs for Pharmacy 

• Clinical Trials 

• Licensed Products 

• Summary 
 

 

Overview 



What are ATMPs? 



GTMP means a biological medicinal product which has the 

following characteristics: 

 

• It contains an active substance which contains or consists of a 

recombinant nucleic acid used in, or administered to human 

beings, with a view to regulating, repairing, replacing, adding 

or deleting a genetic sequence; 

 

• Its therapeutic, prophylactic or diagnostic effect relates directly 

to the recombinant nucleic acid sequence it contains, or to the 

product of genetic expression of this sequence.  
 

Gene Therapy  



Examples - Genetically Modified Viruses 

 

Viral Replication 



Examples – Viral Vectors 

 



Examples – Viral Vectors 

 



• Genetically modified viruses e.g. adenovirus, herpes simplex, lentivirus  

Examples 

https://www.youtube.com/watch?v=8QuwC16
G3m0  

https://www.youtube.com/watch?v=8QuwC16G3m0
https://www.youtube.com/watch?v=8QuwC16G3m0


Examples - Oncolytic Viruses 

 



https://www.youtube.com/watch?v=mXADrg_
ckhI 

Examples - Genetically modified cells 

 

https://www.youtube.com/watch?v=mXADrg_ckhI
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Somatic cell therapy medicinal product means a biological 

medicinal product which has the following characteristics: 

 

• contains or consists of cells or tissues that have been subject to 

substantial manipulation so that biological characteristics, 

physiological functions or structural properties relevant for the 

intended clinical use have been altered, or of cells or tissues that 

are not intended to be used for the same essential function(s) 

in the recipient and the donor; 

 

• is presented as having properties for, or is used in or 

administered to human beings, with a view to treating, preventing 

or diagnosing a disease through the pharmacological, 

immunological or metabolic action of its cells or tissues. 

Somatic Cell Therapy  



• Adult Cells autologous or allogenic cells 

 – adult stem cells (multipotent) 

 (ChondroCelect, cartilage repair) 

 – differentiated cells 

 (dendritic cells, cancer immunotherapy) 

 

• Embryonic stem cells (pluripotent) 

 (blindness, spinal injury) 

 

• Induced pluripotent stem cells (iPS Cells) 

 

• Xenogenic Cells  
 

Examples 

https://www.bbc.co.uk/news/av/health-
36450628/stem-cells-used-in-stroke-treatment  
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• Tissue engineered product means a product that: 

– contains or consists of engineered cells or tissues, and 

– is presented as having properties for, or is used in or 

administered to human beings with a view to regenerating, 

repairing or replacing a human tissue. 

 

A TEP may contain: 

– cells or tissues of human or animal origin, or both 

– the cells or tissues may be viable or non-viable 

– additional substances i.e. scaffolds or matrices  
 

Tissue Engineered Products 



• In vitro Cultured Skin repair for burns or chronic wounds 

 

• Neo-organs (corneal, blood vessel, liver, cartilage or bone tissue) 

 

• Tissue Engineered Trachea  
 

Examples 



Examples 

Holoclar first EMA-approved therapy for limbal stem cell deficiency due to 

ocular burns 

Uses autologous stem cells 

4 UK centres 



Examples 



iMATCH  
Innovate Manchester Advanced Therapy Centre Hub 



Manchester 
12 partners 

1 city 

iMATCH  
Innovate Manchester Advanced Therapy Centre Hub -

Original partners 2018 
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The 2018 clinical trials database shows that there are 85 cell and 

gene therapy clinical trials ongoing in the UK. 



Distribution of UK cell and gene 

therapy clinical trials according to 

therapeutic area in 2018. 



Impact on Pharmacy 

Governance 

  

• Prescribed  

• Prepared  

• Administered 

• Monitored 

• ATMP Policy 

• ATMP Assurance Group (MO) 

• SOPs 

• Audit 

• Inspection 

• Accreditation- JACIE 

• GCP compliance 

• Staff training   

• Expert panel (Biological Safety Officer) approval 







Impact on Pharmacy - Regulation 



Regulation  

• MHRA, HTA, HRA, GTAC, HSE, DEFRA, HFEA 

• Clear traceability from manufacture to recipient, anonymised 

• Contracts with clear responsibilities between manufacturer/tissue 
establishment/institution 

• Records to be kept for 30 years 

• Informed consent, PIS 

• Patient alert card 

• HSE Notification 

 

 

Impact on Pharmacy 



Handling requirements  

• Cryo-preserved 

• Shelf-life 

• Biosafety class/containment level, HSE/SACGM 
requirements 

• Spillages  

• Decontamination/inactivation 

• Waste management – Appendix 6 Trust Policy  

• PPE 

• Transportation 

• Shedding 

• Temperature monitoring 

 

 

 

 

Impact on Pharmacy 



Toxicity/Pharmacovigilance  

• Cytokine Release Syndrome 

• Safety reporting 

• Long term follow up / unknown risks 

 

Impact on Pharmacy 



 

 

 

 

 

Licensed Products – CAR T 

NOVARTIS: 

Kymriah® (tisagenlecleucel) 
 

Approved indications are for the treatment of: 

• paediatric and young adult patients up to 25 years of age with B-cell 

acute lymphoblastic leukaemia (ALL) that is refractory, in relapse post-

transplant or in second or later relapse;  

• adult patients with relapsed or refractory (r/r) diffuse large B-cell 

lymphoma (DLBCL) after two or more lines of systemic therapy. 



 

 

 

 

 

Licensed Products – CAR T 

Kite (Gilead): 

Yescarta™ (Axicabtagene Ciloleucel)  
 

Approved indications are for the treatment of: 
• adult patients with relapsed or refractory large B-cell lymphoma after two or 

more lines of systemic therapy, including diffuse large B-cell lymphoma 

(DLBCL) not otherwise specified,  

• primary mediastinal large B-cell lymphoma (PMBCL),  

• high-grade B-cell lymphoma,  

• DLBCL arising from follicular lymphoma (transformed follicular lymphoma, or 

TFL).  

 

Yescarta is not indicated for the treatment of patients with primary central nervous 

system lymphoma.  



Toxicities from CAR-T Cell Therapy 



Tocilizumab 

• Monoclonal antibody against IL6 receptor. 

 

• Dose of 8mg/kg MAX 800mg in a single dose 

 

• Up to 3 doses in one day, 8 hour intervals 

 

• Maximum 4 doses allowed in total 

 

• Given as a 1 hour infusion in 100 ml 0.9%          

sodium chloride 

 
 



Summary 

• ATMPs are innovative and potentially life-changing treatments 

 

•   ATMPs are medicines 

- Subject to the same requirements as for other medicinal 

products 

-Chief Pharmacist responsible for governance and management 
Even if not actually handled in Pharmacy 

 

• Toxicity from cell therapy products is likely – need to understand 

how to treat and support. 
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