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MATERIAL SOLUTIONS. UNCOMPROMISING INTEGRITY.

-Objective: -Model Bioprocess System -

Single use Bio-processing systems are attractive due to their efficiency and the poten-
tial to eliminate complex cleaning procedures and validations. This study was de- BiOprOCESS Tu bl ng
signed to demonstrate an analytical methodology tailored for effective determination :

of the extractable compounds from a model bioprocess system. A continuous flow Ba g Multilayer Film Phamaceutical grade

extraction was performed in order to investigate the compounds extracted under the LDPE Liquid Contact Thermoplastic Elastomer
conditions most closely representing a use condition. Once compounds had been EVA Air Barrier Film e LA A T eI
found and filtered, the effect of standard selection on the number of compounds fall-
ing above the analytical evaluation threshold (AET) was investigated.

e Extraction Vehicle:
obronylens Housine Saline- 137mM NaCl, 2.7mM Kl

Analytical Methodology LT 10mM Phosphate Buffer (pH 7.4),

Hydrophilic disk and holder 300 mL
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- Analytical Evaluation Threshold -

labeled doses

SCT 0.15ug _ 1day 500 doses . .
AET_ (doses/day) x( Container ) day 2 doses System 37.5 “g/DeVICe Analytical L | rucylamide

Accounting for the extraction performed, the intstrumental limitis: 37.5 pg/Device + 300 mL=0.125 pg/mL

Response factor Database

Standard 3

Norwood D. The Analytical Evaluation Threshold (AET) and Its Relationship to Safety Thresholds,
Leachables and Extractables Handbook (2012): 59-78. PQRI.org.

Number of compounds observed Above AET depends on Standard Selected
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Filtered Using I 1 -Conclusions-

Erucylamide Standard

Filtered Using 59
Irganox 1141 Standard
The analytical standard used to relate AET concentration to instrument response has

I 1 a strong effect on the response cut-off.

PQRI recommendation of adjusting the AET by the greater of 50% or the %RSD of the
relative response factor database represents good compromise.

A wide array of analytical techniques are required for thorough identification of
system extractables.

Extraction methodology effects the quantity of extractables observed.

Filtered Using
Response Factor Database
%RSD = 76%
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