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Bacterial Vaccine Manufacturing Components
Containing Bovine Material
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Media Components
Estimated Infectivity by Category Broth Source Category
'Category Media Component IDg/gram Nutrient broth Many tissues including, u, v
muscle, pancreas, liver
I Nervous tissue 107
Fenton Muscle, pancreas nL v
4
I Spleen, 1ymph nodes, colon 2.5 x 10 v Thioglycolate Liver, lungs ur
1 Pancreas, liver, lung 100 (estimatedy '
. Heart Infusion Heart, bone marrow, muscie I, Iv
v Muscle, bone, heart 0.1 (estimated) :
Charcoal agar Muscle, bone v
Reference: Bader et. al., 1998 BioPharm

 Assumptions for Risk Calculation Eq‘,‘a‘,“’“ for Calculatmg Risk

+ No species barrier

Sourcing from European country other than
UK :

Scenario 1 - Media component skeletal
muscle (Category IV) free of nervous tissue
contamination. :

Nesaber of
Alensda per
Bateh

Scenario 2 - Category IV media component
is 0.01% contaminated with Category I
material
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Estimated Infectivity by Category

Category Media Component ' ‘ [I‘)‘so/gram‘ ' .

: A Fonariiset
I Nervous tissue - 107 e
I Spleen, lymph nodes, colon 2.5 x 10*
Hr Pancreas, liver, lung 100 ¢estimated

v

v Muscle, bone, heart 0.1 (estimated) A ' :'f.éﬁ; g
Referenice: Bader et. al., 1998 BioPharm , | i- g AL )




Scenario I = No contamination of skeletal muscle with
Category I nervous tissue

" Scenario IT = Assume 0.01% contamination of skeletal
muscle with Category I nervous tissue

Risk Calculation for Use of Bovine Material in
Fermentation Steps
Scenariol  Scenario 1
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Summary of Risk Calculations

Master seed Working‘ Fermentor
seed

(ID/dose) ~ (IDidose)  (D7dose)
Scenario I 5x1078 5x107'¢ 5x10°1°
Scenario Il 5x107* 5x1072 5x10°*

Scenario { = No contamination of skefetal muscle with Cucgory 1 nervous

tissue

Scenario I = Assume 0.01% contamination of skeletal ‘muscle with Category | -

nervous tissue
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