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Inclusion of pregnant women:

It is widely recognized that pregnancy is a near-automatic exclusion criterion for research
participation, “regardless of the costs of exclusion or the magnitude or likelihood of the risks of
participation.”

The near complete exclusion of pregnant women from research on drugs and biologics means that
there is little clinical trial data on the basis of which health care providers can make treatment
recommendations for pregnant women.? This includes women with underlying health conditions
who become pregnant, and healthy pregnant women who become sick.

There are several reasons to pursue research involving pregnant women. These include®?:
» Developing effective treatments for pregnant women

« Promoting fetal safety (avoiding clinical use of drugs and biologics that are harmful to the
fetus)

« Reducing harm from the reticence to prescribe potentially beneficial drugs and biologics
(suboptimal care)

« Allowing access to benefits of research participation

Justice requires that if pregnant women are going to use drugs and biologics to manage their health,
then we need to study these drugs and biologics in that population. More generally, we need to
learn to make reasoned decisions about risk in pregnancy (which may include taking responsible
and calculated risks), both with respect to pregnant women and developing fetuses. We also need
to recognize that there are responsible ways in which to manage risk.

Mandatory contraception:

It is common practice in Canada and elsewhere for researchers to mandate the use of
contraception by women of childbearing potential while enrolled in clinical trials. This practice
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is deeply problematic for several reasons. Consider, for example, women who are not sexually
active (e.g., nuns), are not sexually active in a heterosexual relationship (e.g., lesbians), or are
sexually active in a heterosexual relationship with a male partner who has had a successful
vasectomy. Why should they be required to use contraceptives? Or, consider women who have
had a hysterectomy or a successful tubal ligation, women with certain types of infertility, or
women with male partners who have certain types of infertility. Requiring these women to use
birth control as a condition of research participation is offensive and should not be permitted
under any circumstances.

Current practice with respect to mandatory contraception is also often discriminatory in its
exclusive application to women. There is no ethical justification for the blanket requirement of
contraceptive use only by women of childbearing potential. If the worry is the risk of fetal harm,
then it is important to recognize potential male contributions to this harm.
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