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Overview

e Stakeholder interests
e Legal constructs

 Why it’'s even more complicated than
that...
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Legal constructs in drug labeling
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Products liability

* Drug and device cases almost 45% of
federal caseload

* Baseline rate of pregnancies affected
by miscarriage and birth defects

e Case study: Bendectin

Herrmann et al. Oxford University Press; 2" Ed. (2018).; Brent, Am J Obstet Gynecol
2002;186(5):S262-66; Hale & Niebyl. ACOG Clinical Review. Sep-Oct 2012; Daubert v. Merrell Dow ) M [:BSSM

Pharmaceuticals, 509 U.S. 579 (1993).



Medical malpractice

e /4% of OBGYNSs have
professional liability claim filed
during career

e Standard of care

Carpentieri et al., Washington, D.C.: ACOG, 2015; Spector-Bagdady et al. Hastings Cent Rep 2017 6 M [:BSSM

Nov;47(6):16-24; Spector-Bagdady et al. Hastings Cent Rep 2017 Nov;47(6):16-24.



Informed consent

o Capacity, information, freedom from coercion

— Autonomy: Has to cover facts “necessary to
form the basis of an intelligent consent...to the
proposed treatment”

— Beneficence: “the patient’s mental and
emotional condition Is important and Iin certain
cases may be crucial...in discussing the
element of risk a certain amount of discretion
must be employed...”

Faden & Beauchamp. Oxford University Press (1986); Salgo v. Leland Stanford Jr. Univ. Bd. of Trs., 317 7 M [:BSSM

P.2d 170, 181 (Cal. Ct. App. 1957).



Labeling regulations

e Intersection with standard of care
* Floor to celling?
 Wyeth v Levine (2009)

Richardson v. Miller, 44 S.W.3d 1, 16-17 (Tenn. Ct. App. 2000); Haught v. Maceluch, 681 F.2d 8 M EBSSM

291, 303 n.12 (5th Cir. 1982); Wyeth v Levine. 555 U.S. 555 (2009).
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Legal constructs in drug labeling

for pregnant and lactating patients
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Legal constructs in drug labeling

for pregnant and lactating patients
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Informed
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Data generation versus disclosure

Data tracking

. and research
Peer reviewed

publications

I Human
subjects
research
regulations
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Protection versus access

* Exclusion of pregnant women from
research

— Risk to fetus solely for prospect of direct
penefit for the woman or the fetus OR

— Risk to fetus not greater than minimal and
purpose important knowledge which
cannot otherwise be obtained

— Any risk is the least possible
 Example: ACE inhibitors

Lyerly etal. Int J Fem Approaches Bioeth. 2008;1(2):5-22; Cooper et al. NEJM 2006;354(23):2443-51; 13 M [:BSSM

45 CFR § 46.204.



Data generation versus disclosure
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Learning health systems
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kaytesb@med.umich.edu

http://cbssm.med.umich.edu/
@KayteSB

734.764.9886
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