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The clinical safety literature research of Naoxintong capsule
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ABSTRACT:OBJECTIVE To obtain clinical safety information and provide basis for rational drug use in clinic by studying the
clinical safety literature of Naoxintong capsule. METHODS The clinical safety literature of Naoxintong capsule was collected,
screened, standardized and integrated to form a literature database of adverse drug event(ADE)/adverse drug reaction( ADR)of
Naoxintong capsule. The occurrence characteristics of ADR were analyzed by descriptive analysis method. RESULTS Among
the 58 eligible literatures, 54 were clinical studies,2 were case reports and 2 were ADR/event monitoring. A total of 213 ADR
cases were reported. 31 ADR clinical manifestations involved 9 organ/system lesions, mainly gastrointestinal system lesions
(67.21%) ,central and peripheral nervous system lesions(15, 79%)and systemic lesions(7. 69%). Only 16 cases(7. 51%) had
detailed records of the occurrence time of ADR, 141 cases(66. 2% )had records of ADR treatment and prognosis,and the inci-
dence of ADR was 4, 95%. CONCLUSION The clinical manifestations, organ/system damage involved, ADR outcome and
prognosis of ADR of Naoxintong capsule can be obtained through literature study; however, the description of the overall ADR
occurrence is not detailed enough, there are many missing information on the occurrence time of ADR, etc. ,and the incidence of
adverse reactions varies greatly due to the limitation of the sample size of clinical studies in the literature; it is necessary to
standardize the content of the description of the occurrence of ADE/ADR in the clinical study literature and improve the acquisi-
tion of safe and effective information; the descriptive literature study can play a supplementary role in obtaining effective infor-
mation on the clinical safety of drugs.
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