
Biological Methods for Allergen
Standardization

■ Paul C. Turkeltaub, M.D.
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Relative Potency

E Ratio of Doses for Identical

Response

H Potency

■ Composition

■ Assignment of Units
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Relative Potency
Histamine Base 1,8 wrt 0.1mg/ml
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Properties of Acceptable Dose-
Response Line

n Clinical Criteria StatisticalCriteria
■ 4 Serial Dilutions
■ Graded Erythema r >0.92
n ZE Brackets 50mm Slope ~13

(includes end-point)

ELISA: In Wro vs In Vivo
Estimate of Relative Potency

Ambal:In Vi vo vs In Vitro
Relative Potency

,,. .

Accuracy and Precision of Parallel-
Line Bioassay

w 95% Limits of RP (%Reference)q
65.7-152.2

■ 99”/’UL of SD of Mean Log RP*
0.76
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- Methods of Allergrnk Prcdu@s Testing

■ Relative potency based on
major allergen content is
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Compositional Differences:

A

Cat Pelt vs Cat Hair

( )..L1

PLST

Extract Fel d 1 Serum- Serum+—— — —
Cat Pelt [100] [1001 [100]
Cat Hair 127 132 16

- (MPA 11AF.[ d1Ulml
- GI Hal, MB F.1d1Wm1

- Cat Serum- Fel d 1 re.cloz
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Compositional Differences

K
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■ Interpatient variability of

RP exceeds upper limit
seen with identical extracts

■ Relative Potency is patient dependent

■ Arbitrary 100,000 IU/ml

■ Arbitrary 100,000 AU/ml

■ Biologically Based Units

1) u

Equivalent Allergy Units (13AU)
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K Y5’YL“o Imlts of Mean tJw”
Histamine base (m#ml)

0,1 1.8
3.=5 5.97.9

%)~. UL of SD of MeanDw*

1.01
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Variability of Mean D50
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Qstradersml QWion ror ~hm sum of Erythema
detesssslnes bioequhudent A_brgy u%.s)
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l’1 Intradermal Dose for 50 mm Sum fl
II of Erythema Response (BAU/ml) II

■ 0.02*
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Subject Selection

■ Highly Reactive Subjects:
Puncture XE ~75mm

■ Appropriate Allergic
Disease

Percutaneous Reactivity
10,000 BAU/ml (

Allergen Esythema Wheal
■ (has a4 15
■ Df 78 15
MDp 87 17
n Cat Hair 71 14
■ Cat Pelt 77 15

- llifllxded“a,
- Df and Dp 10,000 AUhd . IO@ BAU/ml
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