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L. {15 NFEAL SR HEE 16/18F K ¢ Sodium
Phosphate monobasic (Sigma, SH30013.02),
Casein (Sigma, C3400), Single component
TMB, Biotinylated mouse anti-IgG
antibodies, Streptavidin-biotin-peroxidase
complex, Negative rabbit serum, Anti-HPV
rabbit polyclonal antibodies (type 16, 18),
Anti-HPV mouse monoclonal antibodies (type
16, 18), HPV vaccine standard (type 16, 18),
HPYV vaccine internal control (type 16, 18),
Reference vaccine, 0.4 N H,SO, (DL 555y 5
R )

2. 5% &5 NHARFEER ¢ Tri-Sodium
Citrate dihydrate (Merck), Sodium Phosphate
Dibasic (Sigma, S-7907), Sodium Phosphate
monobasic (Sigma, S-8282), Sodium chloride
(Fisher Scientific, S-271), Tween 80 (Sigma,
P8074), PBS (Sigma, P3813), PBST (pH
7.4, Sigma P3563), Bovine Serum Albumin
(Sigma, A-7906), TMB (Sigma, T-8665),
Phosphoric acid (Fisher Scientific, LC 18650-
1), Anti-HPV Capture Antibody (type 16,
18), Anti-HPV Primary Antibody (type 16,
18), Anti-HPV Goat-anti-mouse Conjugate
Antibody, HPV quadrivalent reference
standard (DA_ 87 R R FE (L)
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Post-Market Surveillance of Human Papilloma Virus
Vaccines in Taiwan

HUI-CHIA CHAN, TING-NI WU, KUANG-CHUNG CHU, HUEY-JEN DUH,
DER-YUAN WANG AND DANIEL YANG-CHIH SHIH

Division of Research and Analysis, FDA

ABSTRACT

Vaccines are sensitive to environmental temperature. Potency can be adversely affected if vaccines are
left out too long or exposed to various temperature excursions (out-of-range temperatures) that could have a
cumulative negative effect. In order to survey the quality of the marketed HPV vaccines in Taiwan, total of
23 samples were collected by the local health authorities from hospitals, clinics and manufacturers in various
counties from January to July, 2011. Samples were analyzed by test methods originated from manufactures. The

results revealed that the potency and completeness of adsorption of all samples met the approved criteria.

Key words: HPV vaccines, post-market surveilance



