1220 2021 11 35 11

| R
2020

a0 /R HamE, TR, kA, ERE, WMEE', B4R (LhHE
B2 K ENFSE R, dEET 102629; 2. =M A HI ST A BRTATA T, 2290 730046 )

M2 JRAS KB %% ( Oral Rotavirus Vaccine, ORV ) # 2 —30H, 329 i% 0% % 69 %
M Fe O, RIEELILRA SR A, 20205 B FORVE) k4216847 (JmaidE ) fiaik
HRFFHEON, FEELT—FLERJTE,; B PERLRA R EHMRE (MARFERR) a2 R
5k 2 Rt AT 20204 E iR G R AR EMA B S ERE T RILEAEYE (Out of Trend,
OOT) o 2020 E Fe20195F 4 45 R T w5 & o] A A AT 09 — B0k, P TR S 4k Jk 2 8 AN
R E £ F3H it FE L (P=0.3263, P>0.05) ; Bland—Altmanik%it B, 97.7%%t K 6940 4
RERRRETCE Nt 24 T2UEMREZE (2SD) VA, 20204 B = 0 JRA KA 5 E R A
B, T, BARIFH M, 45 BmESEE S PHOOTERGIAL . Kby, MmBF A LE S
M, AR PFHETLE L RE LI E IR

BRAEE; BY; RE—8K; REdiE; SAHer

R917 A 1002-7777(2021)11-1220-05
doi:10.16153/.1002-7777.2021.11.003

Quality Consistency of Domestic Oral Rotavirus Vaccine in 2020
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Abstract Objective: To evaluate the quality consistency of Oral Rotavirus Vaccine (ORV), improve the safety
and efficacy of the vaccine, and ensure the safety of infants. Methods: The test results of the key parameter
index(virus titer) of Domestic ORV in 2020 were evaluated by trend analysis and compared with the results of
the previous year. The test results of National Institutes for Food and Drug Control (NIFDC) were compared with
those of enterprises. Results: Trend analysis of virus titers in 2020 shows that no out of trend (OOT) results was
observed. The comparision between 2019 and 2020 shows that there was a good consistency in manufacturing
process. There was no statistically significant difference between the test results of virus titer detection in NIFDC
and the enterprise (P=0.3263, P>0.05). According to Bland-Altman method, the difference between the test
results of 97.7% batches in different concentration ranges was within 2 times of standard deviation (2SD).
Conclusion: The quality of domestic ORV vaccine in the market of China in 2020 was stable, controllable and has
good consistency. In the future, the investigation and feedback of OOT results in trend analysis the comparative

analysis between years and the comparative study between different laboratories in NIFDC and enterprises should
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be strengthened.
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