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What keeps patients safe?
Regulatory Controls: GMP & GCP
Clinical trials have risks controlled if key stakeholders are engaged
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What keeps Patients Safe?
Less Clear — SPC?
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The Role of Pharmacy in the
Successful Delivery of
Advanced Therapy Medicinal Products (ATMPs)
Information for Chief Pharmacists

February 2017
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Pan UK Pharmacy
Working Group for ATMPs

« Continuously improve information to aid safe and optimal
implementation of ATMPs for patients

« 3 Subgroups - Clinical/Operational
- Clinical Trials
- Regulatory

Pharmacy Institutional Readiness Documents
https://www.sps.nhs.uk/networks/pan-uk-pharmacy-working-group-for-atmps/
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Map processes from
placing order through to
administration and
monitoring of ATMPS

Operational
Implementation

Key principles for each
stage to facilitate
consistency of
implementation
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Pharmacy Institutional Readiness for

In vivo Gene Therapy

[ Product Receipt ]

*  |n-vive (vinis based) GTMPa are suitable for handling In Pharmacy, Sea C
for more information. Cn occasion they may require handling of dry lce and Pharmacy receiving areas
requirg compatency to undertake this activity

oy pnd Prapar

madicingl preducts (IMPs) is reguired, Chacks on pt should include integrity of the product,
lnballing, temparature complisnce during transit, and Certificate of Analysis | QF cerlificates detailing
the dose, if apphcable. These should be reviewed by an appropristely trained clinical pharmacist or
Clinical Trinls pharmacist Handling precautions should also be considered, including spillage kit when
requined

e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e ——————
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1
1
1
1
1
I * An SCP for recelpt of GTMPs covering those holding marketing authorisation as well as investigational
1
1
1
1
1
1
1

An exemplar Product Receipt checklist is available in Appendix 5

[ Storage ]

* Storsge requiremant is likely to be in -20°C to -80°C for GTMPs. Room temperature stabllity s often
shart

* Confinuous temperature monitoring and alarms are required from receipt through to administration,
Actions in the avent of an alarm should ba specified (snd in line with anything detailed in the supply
agrasmant with the company/sponsar),

* Daviation processes should be clarfied a9 f short pared temperature out-of-specification coours, tha
S0P should state that risk assessment and actions to be taken are documented. Pharmacy should bae
made awars of any on-site storsge devistions,

e T e

The exemplar Product Receipt checklist is available in Appendix 5 which covers
aspects of storage

]

[ Preparation Location Decision ]

L
*  Somae in-vive GTMPs will require & thaw/preparation'reconstitution step. Optimal locaton for in-vive
gene therapy will be as per SmPC or clinical trial protocol. Vwhere the location is not specified guidance

L

1

i

I can ba found in Geng Therspy and Preparation. Preparation |ocation should have baen defined in tha
1 GMSC risk assesament. Where stabllily data allows aseptic preparation should occur within a
L pharmacy aseptio unit.
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https://www.sps.nhs.uk/wp-content/uploads/2020/07/Pharmacy-Institutional-Readiness-for-in-vivo-virus-based-Gene-Therapy-

Medicinal-Products-V1-July-2020.pdf



https://www.sps.nhs.uk/wp-content/uploads/2020/07/Pharmacy-Institutional-Readiness-for-in-vivo-virus-based-Gene-Therapy-Medicinal-Products-V1-July-2020.pdf
https://www.sps.nhs.uk/wp-content/uploads/2020/07/Pharmacy-Institutional-Readiness-for-in-vivo-virus-based-Gene-Therapy-Medicinal-Products-V1-July-2020.pdf
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Reflections

What has gone well?

Pharmacy Working Group
Collaboration with ATTCs/CGTC

o More Institutional Readiness work ongoing

« Commissioning

Implementation
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Reflections
What needs further improvement?

« Wider collaboration beyond ATTCs

« Greater signposting re commissioning of
ATMPs for developers

» Greater NHSE clarity re commissioning for
providers

« Streamlining for scale out
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Conclusion

 ATMPs are Exciting for Patients and
for NHS

 ATMP implementation is challenging
for NHS

» Getting it Right First Time requires
Organisational Governance and
System Leadership
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Thank you for listening

Does anyone have any
questions?

Advanced Therapies Treatment Centre



	Slide 1: Institutional Readiness: Governance & Operational Delivery Considerations
	Slide 2: ATMP Innovation Pathway
	Slide 3: Developers Journey
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20: Pan UK Pharmacy  Working Group for ATMPs
	Slide 21
	Slide 22
	Slide 23: Pharmacy Institutional Readiness for  In vivo Gene Therapy 
	Slide 24: Reflections    What has gone well? 
	Slide 25: Reflections    What needs further improvement? 
	Slide 26: Conclusion
	Slide 27

