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Disclaimer

Any views or opinions represented in this presentation are personal and do not represent those of people or companies 
the presenter is associated with.



About me

• 2010: QC and RA at Polymun Scientific Immunbiologische Forschung GmbH

• 2012: RA at Polymun Scientific Immunbiologische Forschung GmbH

• 2017: 3rd QP at Polymun Scientific Immunbiologische Forschung GmbH

• 2019: Manager – QM/QP at HOOKIPA Biotech GmbH

• Aug 2020: Sr. Manager – QA/QP at HOOKIPA Biotech GmbH



Directing the Power of the Immune System Against Serious 
Diseases



Arenaviruses Naturally Target Immune Cells to Activate T Cells - Using 
This Mechanism to Direct T Cells to Specifically Kill Tumor Cells



Investing in a Diverse Oncology Pipeline, Partnering Infectious Disease 
Programs



Challenges

Novelty of platform
• Initially, limited experience on GMP production of arenaviruses:

o Limited number of CMOs and CLOs capable of handling BSL-2 attenuated viral vectors
 Dependency
 Complex contractor landscape (improved)
 Harmonization of processes and methods between different contractors
 Assure adequate quality oversight (deviations, OOS,…)

o Limited manufacturing experience in case of new vectors (antigens)
 Difficult to define specifications (e.g. yield experience may not fully translate to new antigens)

• Implementing increasing process knowledge and experience
o Adaption of manufacturing process
o Comparability (the process is the product)
o Compliance with GMP
o Compliance with regulatory filings

• Ongoing stability program
o Frequent extension of shelf-life



Challenges

Company structure
• Clinical Operations and Regulatory Affairs mainly located in US

o Disciplined communication required
o Align on regulatory expectations (e.g. ATMP vs. Vaccine, phase I requirements US vs. EU, IND vs IMPD, label 

requirements)
o Working in different time zones

Changing regulatory requirements
• Annex 1?
• Clinical Trial Regulation (Annex 13 vs “GMP for IMPs” vs GMP for 

ATMPs)
Storage and shipping conditions
• Limit time at RT during manufacture (avoid hold times)
• Store and ship at ≤ -65 °C (dry ice shipments)
• "The patient is waiting at the site. Can we use the product?”



Challenges

(source unknown; deliberately exaggerated)

Maturity
• Quality governance

o Transitioning a stand-alone QMS into an integrated QMS

• GxP mindset not yet fully internalized across whole organization

o "I have already requested a re-test"

o "This is only for Phase I"

o "Can we release this at a later point in time if needed?"

o "We are only a little bit OOS“

• Challenging questions

o "Does this need to be GMP?“

o "Can we just change the specification?“

o “How can we avoid temperature excursions”?
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Gratification



Gratification



Thank You!
Questions?
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