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Regulatory science study of counseling for
monoclonal antibody use by pharmacists to pregnant women

Nobue Tanaka®, Tamiko Suzuki-Nishimura®?
UGraduate School of Clinical Pharmacy, ?School of Pharmacy, Shujitsu University.
(Received 21 September 2017; accepted 1 November 2017)

Abstract: Monoclonal antibodies for human use are 1gG molecules and most IgGs are able to cross
the placenta; however, animal experiments on unborn offspring and fetal development are limited.
Furthermore, it is difficult for pharmacists to counsel pregnant women regarding shared decision
making about the risk-benefit balance of monoclonal antibody use. For this reason, we surveyed the
small group discussion (SGD) of 5th-year-students before and 6th-year-students after taking the
practical on-site training and graduation training curriculum provided at the Pharmacy School of
Shujitsu University. The results of the SGD of 97 students revealed that students were confused about
the prescribing information based on risk-benefit balance for monoclonal antibodies indicating that
they should be given only if needed. The survey for 6th-year-students demonstrated progression
through practical on-site training and the graduation training curriculum. The percentage of the 94
students who counseled pregnant women or women of childbearing age was 19.1%, the percentage
who observed pharmacist counseling was 13.8%, the percentage who did not counsel preghant women
was 62.8%, and 4.3% did not answer. When the students were unsure whether the drug was indicated
for pregnant women or not, they studied the review report by PMDA and discussed with experienced
pharmacists at the training facility. Practical on-site training and the graduation training curriculum are
essential in order for pharmacy school students to become pharmacists who counsel specific
populations such as pregnant women.
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