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A harmonized pharmaceutical quality system applicable
across the lifecycle of the product emphasizing an

Integrated approach to risk management and science
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Regulatory and Quality Considerations for Continuous Manufacturing
May 20-21, 2014 Continuous Symposium

G. Allison et al, Journal of Pharmaceutical Science, 104 (2015) 803-812 &Ykt

- The current regulatory environment supports advancing regulatory science and
iInnovation, which may include abandoning some traditional manufacturing
practices in favour of cleaner, flexible, more efficient continuous manufacturing.

- Global and regional regulations, guidelines, and standards are supportive of
iInnovative pharmaceutical development and manufacturing approaches. Current
guideline may need to be re-evaluated with consideration of continuous
manufacturing operations as experienced is gained.

- The same regulatory requirements apply for continuous manufacturing as for
batch manufacturing, specifically in that a control strategy should be developed
that ensures that the manufacturing process produces product of the intended
quality in a reproducible way.
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Regulatory and Quality Considerations for Continuous Manufacturing
May 20-21, 2014 Continuous Symposium

G. Allison et al, Journal of Pharmaceutical Science, 104 (2015) 803-812 XU ik#%

-Some aspects to consider in establishing the control strategy for a continuous

process are listed below.
State of control
Raw materials and intermediates
Equipment
Uniform quality and character of product
Production collection and rejection
Traceability
Process monitoring and sampling
Risk assessment and failure modes
Scale-up
Specifications
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