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ABSTRACTS FOR INVITED TALKS AT CONFERENCES THIS FAL
For additional information or to speak with a subjmatter expert in any of the areas describedwplease
contact Jim Veale, President, Lighthouse at jvedigi@ouseinstruments.com

2014 | SPE Annual Meeting

Oct12-15, 2014 Caesars Paladeas Vegas, Nevada USA

Dr. Jim Veale, President Lighthouse, will give amiied talk in the Manufacturing Technology Sessotitled
“Benchmarking Study of Container Closure Integfay Sterile Products”

Abstract:

Should pharmaceutical manufacturers implement 1[@@d6detection into sterile fill and finish operats?
Container closure integrity (CCl) is critical to m&ining parenteral product stability and steyilibefects in
packaging components or out of control manufactupirocesses result in CCl failures which in turbgnoduct
and ultimately patients at risk. Fully automateskleetection systems for monitoring CCl are nowilaise that
record data and provide insight into the numbertgpd of package defects in individual batcheshtliguse has
analyzed batch CCI data from over 15 million vialanufactured by 4 large pharmaceutical companiésn2
Europe and 2 from the USA. The data includes hqthd and lyophilized product manufactured overesal/
years. The analysis shows that on average 0.6%odlipt show some type of container closure defect.

PDA 9th Annual Global Conference on Phar maceutical Microbiology

Oct 20-22, 2014 Bethesda, MD

Dr. Tony Cundell, Consulting Microbiologist, wilivee an invited talk entitled “Innovative Technolodyse of
Online Headspace Analysis for Media Fill Inspection

Abstract:

To validate an aseptic filling process, in excésst10,000 vials are filled with soybean-caseirestidgproth,
stoppered and sealed. The vials are inspectecafoade and incubated between 2023for at least 14 days.
After incubation, the vials are inspected for mied contamination in the form of turbidity, peliécformation,
submerged floccular growth or precipitation. Thatemts of the so-called turbid vials are microscalty
examined and subcultured to confirm the presencei@iorganisms and the microbial isolates idesdifio the
species level. As visual inspection is a time comag and probabilistic process its replacement withpid, on-
line, objective physicochemical inspection proogesild be most welcomed by the pharmaceutical inglastd
their regulators.

Any microorganisms growing in the broth will conseioxygen and produce carbon dioxide changing the
composition of the headspace in the vials. Thisighacan be non-destructively detected using lasadspace
analysis of oxygen and carbon dioxide. Data agsguted on the change in headspace gas compakitiog
microbial growth of compendial and sentinel orgarssi.e. slow growers and low G@roducers. The effect of
inoculum size, incubation temperature, growth cti@rstic in liquid culture, and headspace volume a
container type on the time to detection was exploBetails on the business case for the capitalifase of
automated online inspection systems is presenteetthss details of the laser technology behind thpid and
non-destructive measurement method.

The presentation will illustrate in a case histthny potential cost savings and increased fillingacdy that
would be achieved this media fill inspection tedogg.



L yophilization Forum 2014

Oct 20 - Oct 21, 2014 Philadelphia, PA

Dr. Derek Duncan, Director Product Development| giite an invited talk entitled “Rapid Moisture Mitoring
and 100% Container Closure Inspection of Lyophdix&als”

Abstract

Laser-based headspace analysis has proven tofokindeseze drying activities, from the developmef lyo
cycles and the validation of freeze dryers to fopadlity inspection of freeze dried product. Datand industry
case studies are presented in this paper, whiclonlgnates the wide utility of this analytical teaure for

freeze drying activities. Quantifying the amouhtvater vapor in the headspace

of freeze-dried vials with an optical method enablpid non-destructive moisture analysis. Expenisibave
demonstrated that the amount of headspace water vap

directly correlates to the lyo cake moisture cont8tability studies have shown that the degradaticthe active
pharmaceutical ingredient correlates to the inwiater vapor concentration present in the freemsddnal. These
results indicate that rapid water vapor determamatvith an optical method could replace the slostietive
traditional methods for moisture analysis of fredred products. This paper presents data from

industry case studies involving lyo chamber mosstuapping, freeze drying cycle optimization, an6%0
moisture inspection of commercial freeze-dried piats



