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Recall procedures for poor-quality medical supplies
for the purpose of drug administration

Isao TAKEMOTO, Ayako OKA, Mina TAKEUCHI, Yuko FUKUDA,
Yoriko TSUGAWA, Tatsuya ITO, Hisashi ASANO, Takahiro SHIGA,
Hajime SHINJO, Kiyomi KANAMICHI

Sapporo General Hospital Social Insurance; Pharmaceutical Division

The responsibility of pharmacists to properly administer drugs has become more impor-
tant since 1994, because the recall of medical supplise occurred frequently, especially after it
was made obligatory to inform all patients about any recalls made due to the revision of
GMP. This is all subsequent to the enforcement of .the PL law.  Our hospital examined the
recall process and the measures taken against poor-quality madical supplies. Between
January of 1995 and August of 2000, the results of an investigation on recalled medical sup-
plies by Japanese companies stated that 30 percent out of all items recalled were recalled due
to the detection of an alien substance. 60 percent of all recalls were due to the detection of
an alien substance, the detection of substances that did not measure up to regulatory
atandards, the detection of heterogeneous substances, and incorrect labeling, all of which
are preventable. A manual was devised after these results were recognized. This manual
outlines the procedure for requesting a recall, the procedures of a recall, the procedure for
providing alternate supplies, and the procedure on how to deal with patients. By utilizing
this manual, prompt distribution to parties both inside and outside the hospital was made
possible, as well as carrying out immediate recall for lesser-quality supplies was made pos-
sible. The manual was effective in managing two different cases. One where steroid hor-

mone pills were recalled and another where claim linking pills to malignant tumors.




