Time to relax the rules about administration of mifepristone
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Summary

Pre-clinical and clinical data indicate that mifepristoneis a
safe and effective drug for the termination of pregnancy.
The author suggests that it could be given by nursing staff
rather than by a doctor, and that the 2-hour post-
administration observation period is unnecessary in the
majority of cases.
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Mifepristone is effective and safe for early pregnancy
termination.'"3

The manufacturer’s data sheet and control procedures in
hospitals include the following rules, which often create
practical problems:

1. administration of oral mifepristone in the presence of
the doctor

2. the patient should be observed for at least 2 hours
following administration.

There is some variation in the extent to which service
providers respect these rules. Some centres have no
problem making a doctor available to observe the ingestion
of the tablets. In small units, strict adherence to the rules
means that some patients have to bear waiting for the
doctor.

In our experience at Bassetlaw Hospital, Worksop, with
medical termination of pregnancy for 40 to 50 patients per
year (1993 - 1998), there were only four patients on our
record who reported transient nausea, and only one patient
actually vomited. We observed no other adverse effect. All
the patients felt well and ready to go home as soon as
possible, but we kept them under observation for 2 hours in
compliance with our protocol.

The most remarkable pharmacodynamic of mifepristone
is the antiglucocorticoid effect for a minimum of 24 hours
after a single oral administration. However, no clinical or
biological signs of adrenal insufficiency have ever been
observed.*

Faintness and vomiting were reported in clinical trials in
5.1% and 2.3% of patients, respectively, but it was difficult
to differentiate these symptoms from the effect of the
pregnancy and also from the process of abortion.

Toxicological studies in rodents estimated the LD50 to be
greater than 1 g/kg.® By deduction, the therapeutic ratio for
human would be about 1:100 for a 600 mg dose, and 1:200
for the 300 mg dose, which implies that it is safer than
paracetamol.

It would therefore be safe and more practical if the
prescribing doctor might delegate the supervision of oral
administration of mifepristone to nursing staff who also

have extended role to administer prostaglandins for
termination of pregnancy.” Furthermore, patients who have
no relative contraindications, and those who experienced no
side effects, may be free to take their leave at once.
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