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The principal purposes of this study are to make recommendations for specific revisions of the
Guidelines for obstetrical practice in Japan: Japan Society of Obstetrics and Gynecology and Japan
Association of Obstetricians and Gynecologists 2014 edition, in view of the 2017 edition of the Guideline,
and to make recommendations for revisions of the inserts on ethical drugs, especially for precautions for
use. The goal is to steadily link results to revisions for the Guideline and the precautions for use in the
inserts on ethical drugs, and improve the safety of mothers and children by promoting the proper use of
ethical drugs for pregnant/breastfeeding women. The overall purpose is to achieve results that contribute
to the further promotion of the work of the Japan Drug Information Institute in Pregnancy.

1. Extracting problems after the launch of the 2014 Guideline for Gynecological Practice in
Japan-Obstetrics edition

The extraction of problems in the title was performed using an attitude survey of obstetricians and
gynecologists. Specific drugs, where an addition or modification was needed for the language in the 2014
Guideline, were studied on the basis of the analysis results for the circumstances of medication in the first
trimester.

2. Surveying actual prescription practices and creating a database of important prescription drugs

Actual prescription practices by obstetricians and gynecologists, other physicians working in
diagnosis and treatment, dentists, and pharmacists were surveyed, yielding considerably interesting data,
including data related to non-steroidal anti-inflammatory drugs. A database of important prescription
drugs was established.

3. Collecting and analyzing literatures and making a database of important papers

Both internal and external literatures on the use of ethical drugs during pregnancy and
breastfeeding were collected throughout the whole study period, and the content of each paper was
carefully studied. Ultimately, many important papers were collected and compiled into the database.

4. Analysis of descriptions and instructions on information provided in medical drug inserts from Western
and other countries

Descriptions and instructions on information provided in inserts from Western and other countries,
including the United States, were surveyed and analyzed. The results yielded thought-provoking
information that can also serve as a reference for future plans to revise instructions in inserts in Japan.
5. Analysis of accumulated data from the Japan Drug Information Institute in Pregnancy

Various analyses were performed on data from consultation cases at the Japan Drug Information
Institute in Pregnancy, with a view to “aggregate analysis by drug,” breastfeeding and medicines,” “drugs
contraindicated n inserts,” and the like, yielding important data that were highly important in “7” below.
6. Survey and analysis of administration of treatments and vaccines for viral infections

Influenza virus, by way of example, was surveyed and analyzed, and the results revealed important
facts that should be applied in future vaccine administration, such as differences between primiparas and
multiparas and differences in infection risk depending on the number of cohabiting family members.

7. Examination and completion of recommended revisions to items in the 2014 Guideline for obstetrical
practice in Japan and to precautions for use in ethical drug inserts

Recommended revisions for the items in the Guidelines for obstetrical practice in Japan, in view of
the 2017 edition of the Guideline, were drafted on the basis of the results of the studies in “1” to “6” above.
These recommended revisions were adopted almost across the board; after minor amendments, they were
published in the Guideline issued on April 1, 2017. Treatment according to the Guideline will be
performed as the standard treatment in obstetric medical care in Japan; this is intended to further
promote the proper use of medicines during pregnancy and breastfeeding in Japan. Regarding the
recommended revisions for usage precautions, in the last year, the Ministry of Health, Labour, and
Welfare showed a new proposal for descriptions in ethical drug inserts and invited public comments;
therefore, these study results have been submitted in a manner where principal investigators submitted
an opinion on the basis of the results until the year prior and the study results in “1” to “6” above.
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