From Clinic to Market:
Fast, Efficient & Cost
Effective

The

requirement to manufacture Phase |

Fast Trackcas

Since a large number of molecules fail in Phase | — some

sources put the failure rate at over 90% - then it is

imperative that those companies that are in the business

~ of deal-making can conduct their early phase studies
quickly, efficiently and cost-effectively.

IMPs in

accordance with GMP, and to arrange certification by a
Qualified Person, potentially add complexity and time to the process, particularly for those products being
imported from outside the EU can also delay your Phase | trial. Generally, a Phase | programme can take
around 12 to 18 months to complete and the last thing you want is delays from the outset.
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drug materials, can often complete projects within a three-week period or less, instead of the six to eight

weeks usually associated with a Phase | supply.

Our Dedicated, Multi-Functional and Cross-Trained team
specialises in preparing materials for early phase clinical
studies.
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of people who are trained to perform all the steps from
the first stage of protocol interpretation through to the
dispatch of supplies to the investigator site.

Benefits to You

¢ Potential for much faster turnaround of projects (2-
3 weeks instead of 6-8 weeks plus).

+ Improved delivery and quality

¢ There are no handovers from group to group.

¢ Project status is visible at all times as the team
works from a single office.

¢ Projects can be scheduled tightly and kept on track
due to the multi-skilled team and their flexibility.

¢ Dedicated QA support is always on hand to assist in
ironing out any problems.

Penn Pharma
Tredegar, Gwent, UK NP22 3AA

For more information visit www.pennpharm.com
TEL: +44 (0) 1495 711 222 FAX: +44 (0) 1495 711 225

Case Studies

Phase | Dose Escalation Study

+ Dose escalation study required extra cohort of 16
patients urgently to complete study

¢ Monday: Teleconference with client
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+ Thursday: Pack, release and ship product

Phase | Toxic Compound

+ Required 20 Patient Kits packed and shipped at -20°c.
Highly toxic compound

+ Product can remain out of freezer for maximum of 5
minutes

+ IMP packed by team in freezer

+ Classed as dangerous goods, that is special pack and
shipping conditions

¢ Shipped successfully to site in Estonia on time

Blinded Complex Study

+ Nine drug materials, seven tablet strengths plus active
and placebo auto-injectors

¢ Innovative approach to labelling to ensure injector
remained blinded after firing

+ Tablets shipped refrigerated due to stability issues

Short Timelines

¢ Project completed successfully and on time
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WITH YOU EVERY STEP OF THE WAY

Penn Pharma is a Trading Name of Penn Pharmaceutical Services Limited
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