
 

                                                                                    

 

 

 

 

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

Developing an NIHR CRF for safe delivery of Oncology ATMP trials 

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

 

Organisation: NIHR Clinical Research Facility at The Christie NHS Foundation 
Trust  

Document version number: 1 

Date written: 27.6.19 

 

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: The Christie NHS Foundation Trust 

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 

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


 

                                                                                    

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. 

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. 

 

 

 

 

 

 

 

 

 

 

 



for 

designed to produce an ‘A’ size poster (Even 

fit any ‘A’ size A0,A1,A2 etc.). 

–

‘mouse pointer on a cross’. 

that you don’t need, just select the with the 

(Don’t copy and paste you graph from the 

The NIHR Manchester Clinical Research Facility comprises four dedicated experimental medicine research units at The Christie NHS Foundation Trust, Manchester Royal Infirmary, 

Royal Manchester Children’s Hospital and Wythenshawe Hospital.  
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 Introduction 

iMATCH 

Conclusion 

CRF Development 

• iMATCH has provided essential funding for ATMP specific staff which has 
supported the development of the CRF to undertake complex ATMP trials. 
 

• The ATTC network has facilitated information sharing and other CRFs have 
already benefited from the Christie CRF ATMP operational plans. 

 
• An advanced therapy medicinal product (ATMP) is a medicinal product 

which is either:¹ 
o  a gene therapy medicinal product 
o  a somatic cell therapy medicinal product 
o  a tissue engineered product   

 
 

• Process mapping of the patient pathway alongside a gap analysis 
using JACIE standards, provided a framework to underpin the 
development of the CRF  

    with a focus on: 

• iMATCH (Innovate Manchester 
Advanced Therapy Centre Hub) is 
one of three Advanced Therapy 

Treatment Centres (ATTCs)  
awarded funding from Innovate 
UK. The national network of 
ATTCs will develop and deliver 
systems for the delivery of cutting 
edge cell and gene therapies 
 

• The Christie is the lead 
organisation in the iMATCH 
consortium. The CRF plays a 
central role in delivering iMATCH 
milestones while benefiting from 
funding for key new posts central 
to ensuring the CRF has 
operational capability for ATMP 
trial delivery 

 
• Oncology ATMP trials are logistically difficult, can be associated with 

potentially severe and sometimes life threatening toxicities and often 
require patients to undergo prolonged inpatient stays³. Therefore these 
trials are often delivered on haematopoietic stem cell transplant (HSCT) 
units with JACIE accreditation. JACIE is an internationally recognised 
quality system which promotes quality across all aspects of cell therapy. 

 
• To enhance capacity for growing numbers of ATMP trials, the Christie is 

taking a novel approach by utilising the NIHR CRF to deliver Oncology 

solid tumour ATMP trials. Due to the potentially high risk nature of these 
trials, the CRF has undergone an intensive period or re-organisation and 
training to ensure patient safety is paramount. 
 
 

• ATMP clinical trials in oncology are predicted to grow exponentially. This 
is due in part to the success of the recently licensed CD19 Chimeric 
Antigen Receptor T cell (CAR-T) products which offer unprecedented 
promise for long term remission for some pre-treated and refractory B cell 
malignancies.² 

• Recruitment of ATMP specialist staff is complete, the ATMP education 
programme is well established and key relationships with essential 
specialties such as critical care, neurology and haematology/transplant in 
place.  
 

• Work is ongoing to ensure the CRF meets appropriate JACIE standards 
with a JACIE inspection planned for 2020.  
 

• There is an expanding portfolio of solid tumour ATMP trials with two studies 
currently open to recruitment, three opening imminently and several more 
approaching set up following feasibility assessment.   
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