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Facts and figures - NL

e Community pharmacies (rivm 2014)

- 1970

e Hospitals (rivM september 2013)
- 131 hospital locations
- 87 hospital organizations (manufacturing to stock + 30 %)

- 8 university medical centers (manufacturing to stock 6)
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Facts and figures - NL

Locaties ziekenhuizen september 2013
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Facts and figures - NL

e Medication supplied by

community pharmacies
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Facts and figures - NL

e Inter pharmacy deliveries
- 375 pharmacies supply to other pharmacies

- 50 of them supply to > 10 other pharmacies
(Publication by Health Authorities 2011)

e Price setting

- Regulated by the Health Authorities
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Local manufacturing in NL

e Framework for local manufacturing

- No registered product available
e Not every registered product can be used as such
- No pharmaceutical alternative available (pharmaceutical
substitution)

e Same entity in other concentration / presentation or other way

administration route
- No pharmacotherapeutical alternative (pharmacotherapeutical

substitution)
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Local manufacturing in NL

e Sourcing options if no alternative
- Local manufacturing
e See local considerations

- Available via “grootbereiders” (i.e. inter pharmacy deliveries)
tolerated (“officialized”) by authorities in 2007 for 4 years and extended to 08-2014

e Regulated by authorities / Pre-defined Product File
e Delivery reliability

- Compounding services
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Sourcing options

- Hospital Pharmacies

- Commercial companies

e Actual situation “grootbereiders”
- Review by authorities in 2011: 3 out of 20 comply with GMP regulations

- Significant improvement over last three years

“Grootbereiders”

Compounding Facilities
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UMCG - Facts and figures

e UMCG (2012) e Manufacturing
- 1339 beds - Individual medication : 37 p
- 306.045 patient days — Medication to stock : 14 p
- Others: 4p

e Pharmacy
- 24 pharmacists
e 12 hospital pharmacists
e 3 trainee hospital pharmacist
e 6 pharmacists
3 PhD students
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Criteria for manufacturing in the UMCG

e Local needs
- Patient population
- Needs related to UMCG specific research and development

- Investigator Initiated Studies
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Criteria for manufacturing in the UMCG

e Local considerations
- Knowledge and expertise
- Training program for licensing hospital pharmacists

- Training pharmacy students
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Criteria for manufacturing in the UMCG

e Local considerations

- Sourcing risks and risk mitigation
e Shortage
e Recalls

e Discontinuance
Alffenaar JW, van der Heiden J, Herder RE, Grejjdanus B, Uges DR,
Schellekens RC. Rapid development of pharmacy prepared labetalol injection
as the solution for Trandate drug discontinuity. Eur Assoc Hosp Pharm.
2006;6:123-8
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Criteria for manufacturing in the UMCG

e Local considerations
= &
e Head count / skilled and experienced
e Knowledge

e Infrastructure
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UMCG Manufacturing in the Pharmacy

e Organization
- Make to stock
e Sterile (ampoules; LVP; SVP; eye drops; intermediates; RTU)
* Non-sterile (ointment/creams; suppositories; oral solution; tablets; capsules)
- Individual patients - centralized facilities
* Non-sterile (ointment/creams; suppositories; oral solution; capsules)
e Sterile (compounding; SVP; eye drops; TPN; RTA)
e Chemotherapy

- Sterile (compounding)

- Non-sterile (capsules; oral solutions)
- Individual patients - decentralized facility in childrens unit

e Sterile compounding

- License for manufacturing IMP’s
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Number of Product Files

Make to Stock (non-sterile)

Make to Stock (sterile)

Individual Medication (non-sterile)

Individual Medication (chemotherapy)

Individual Medication (TPN)

Individual Medication (sterile)

Total
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UMCG - volumes 2013

Manufacturing to stock (# batches)
Non-sterile products

I
Own products (%)

Universitair Medisch Centrum Groningen

UMCG - volumes 2013

Individual medication (# deliveries) _
Non-sterile preparations _
Sterile preparations _
Sterile cytotoxic preparations _
| 5107
HET

TPN
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What about the future

e Vision of KNMP / NVZA / 1GZ
- Need for local manufacturing
- However, as costs increase there is a growing demand for
“inter pharmacy deliveries”
e Operating plan 2014 Health Care Inspectorate

- With regards to “inter pharmacy deliveries” in 2014 the
inspectorate will further invigorate and legally justify the

circular letter “"Grootbereiders”
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To make or buy is that the question
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