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Recommended literature retrieval and screen factors
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Registration applicant shall select retrieval database according to specific
circumstance(such as design characteristic, scope of application and so on) of the product under
approval, and shall discuss the selection reason in the scheme. Selection of database shall be
comprehensive, recommended databases as follow:
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Science databases: such as America Medline, Netherlands EM, the China Journal Full-text
Database and so on.
2. ARIREG B G 2 . ARl s AS XS BRIV M 0 (CENTRALD . Il R AR 36 33 85 k) 22
(ClinicalTrials.gov) %%,
Clinical trial databases: such as Cochrane controlled trial registration center (CENTRAL),
ClinicalTrials.gov and so on.
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System assessment databases: such as Cochrane library and so on
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Special databases: such as MEDION, Bone joint registration database and so on.
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Retrieval approach, Search words, logical relationship among the search words
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In order to retrieve clinical literatures of product under approval fully and accurately, shall
consider selection of retrieval approach, search words, the configuration of logical relationship
among the search words comprehensively, make scientific search strategy. Common retrieval
approaches include subject terms retrieval, keyword search, abstract retrieval, full text retrieval
and so on. Search words should be adapt to the retrieval approaches, factors to consider include
product’s common name, trade name, manufacturer, basic principle, structural composition,
manufacturing materials, design characterstic, key technology, application and so on. Retrieval
word logic coordination, should select logical operators properly to express the logical
relationship among the retrieval words, such as logic OR expands the retrieval range, logic AND
reduces the retrieval range. Should discuss reason to determine retrieval approach, Search words,

logical relationship among the search words.
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literature screening process and screening criteria
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Suggest conduct “Screening of the detection literature” according to procedures set in
figure 1. Registration applicant screen out possible satisfactorible literature according to title
and abstract of the literature. Screen out incorporated literature according to full text of the
literature. If can not make sure whether bring into analysis or not according to full text, shall
contact with the author to make judgement.
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Screening criteria of literature is incorporate and exclusion criteria of literature, should be

specific and have operability.
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output of literature retrieval and screening result
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iRk $Efit 4= 3. Output form of literature retrieval and screening result include title, abstract and

full text. The full text shall be provided if the literature is selected as clinical evaluation.
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