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INTRODUCTION

R.C. 2919.123 requires Ohio physicians who use mifepristone to induce medical abortions
to do so in accorciance with any “drug approval letter” of the U.S. Food and Drug Administration
(“FDA”) that governs mifepristone-induced ébortions. The FDA’s letter approving mifepristone
(“Approval Letter™) specifically contemplates mifepristone use up to a gestational limit of 49
days and under a specific treatment protocol. As the Ohio Attorney General (“State™) argued in
its initial merits brief, R.C. 2919.123 requires physicians using mifepristone in Ohio to comply
with this gestational limit and treatment protocol, prohibiting “off-label” use of the drug for other
purposes and under different protocols. Respondents, a group of abortion providers and clinics
{collectively, *“Planned Pa_renthood”), offer no persuasive support for their alternative
interpretation of R.C. 2919.123: that the statute only requires compliance with federal
regulations governing mifepristone distribution (“Subpart H restrictions™) and does not prohibit
off-label mifepristone use in Ohio.

In arguing that R.C. 2919.123 allows for off-label mifepristone use in Ohio, Planned
Parenthood disregards the statute’s plain language and instead employs circular reasoning to urge
this Court to answer the certified questions in the negative. According to Planned Parenthood,
because federal law and the FDA do not generally prohibit off-label use of FDA-approved drugs,
then Ohio’s law allowing physicians to prescribe mifepristone only in accordance with the terms
of the FDA's approval—which include a gestational Hmit and treatment protocol-—similarly
must not prohibit off-label mifepristone use in Ohio. To the contrary, R.C. 2919.123°s plain
language prohibits off-label mifepristone use by requiring Ohio physicians to adhere to the FDA-
approved gestational limit and treatment protocol.

Unable to overcome the statute’s plain meaning, Planned Parenthood assigns too much

weight to ambiguous statements made by the bill’s sponsors in an attempt to distract the Court



from legislative history supporting the State’s interpretation of R.C. 2919.123. Specifically,
Planned Parenthood attempts to undermine a crucial piece of the statute’s legislative history: the
proposal, debate, and defeat of an amendment that, if adopted, would have allowed so-called
“evidence-based” mifepristone use in Ohio. But Planned Parenthood offers no sound reason why
a member would have offered this amendment if the legislation did not already prohibit off-label
mifepristone use. Instead, Planned Parenthood now asks this Court to read.R.C. 2919.123 as if
the General Assembly had adopted the amendment to safeguard off-label mifepristone use in
Ohio. In fact, as Bill Analyses authored by the Ohio‘ Legislative Service Commissién (“LSC™)
make clear, the General Assembly enacted legislation that restricts off-label use by requiring
Ohio physicians to comply with the FDA’s conditions for mifepristone use. Contrary to Planned
Parenthood’s assertions, the legislative history underscores the statute’s plain language,
confirming that R.C. 2919.123 allows Ohio physicians to use mifepristone to induce abortions
only under the conditions noted in the Approval Letter.

Ultimately the Court need not reach the legislative history, however, because R.C.
2019.123’s plain language answers the certified questions before this Court: Ohio physicians
may use mifepristone to induce abortions only up to the FDA—approved indication of 49
gestational days and under the treatment protocol described in the FDA-approved final labeling.

The Court should therefore answer both certified questions in the affirmative.



ARGUMENT

Petitioner Qhio Attorney General’s Proposition of Law No. 1:

R.C. 2919.123 mandates that doctors in Ohio who perform abortions using mifepristone do
so only up (o the FDA-approved indication of 49 gestational days.

Petitioner Ohio Attorney General's Proposition of Law No. 2:

R.C. 2919.123 mandates that doctors who perform abortions using mifepristone in Ohio do
so only in compliance with the treatment protocol and dosages described in the drug’s
EDA-approved labeling.

Read together, the two certified questions ask this Court to decide a single issue: What
does R.C. 2919.123 require of Ohio physicians using mifepristone to perform abortions? The
statute’s plain language answers that question: R.C. 2919.123 requires physicians to use
mifepristone only as approved by the FDA—that is, only in accordance with the gestational limit
and treatment protdcol described in the FDA’s Approval Letter. This interpretation is consistent
with the statute’s legislative history. Accordingly, this Court should answer both certified
questions in the affirmative.

A. The statute’s plain language requires Ohio physicians to comply with the FDA-
approved gestational limit and treatment protocol.

The certified questions at heart ask what the General Assembly accomplished by defining
“federal law” in R.C. 2919.123 to include the FDA’s Approval Letter. Planned Parenthood
argues that because federal law does not generally prohibit off-label use of FDA-approved drugs
and the Approval Letter does not specifically prohibit off-label mifepristone use, then Ohio’s law
must not prohibit off-label mifepristone use. The problem with this argument is that the General
Assembly expressly defined the term “federal law” to include not only federal statutes and rules,
but also the Approval Letter. R.C. 2919.123(F)(1). The fact that federal law does not prohibit
off-label use or regulate physicians is precisely why Ohic enacted the statute—to require Ohio

physicians to use mifepristone only as specifically contemplated in the Approval Letter. The |



Approval Letter identifies a gestational limit and incorporates mifepristone’s final printed
labeling (“FPL™), which repeatedly sets forth the protocol for mifepristone use. Supplement to
Merit Br. of Pet’r Ohio Att’y General Nancy H. Rogers (“Supp.”) at S-195. By enacting R.C.
2919.123, the General Assembly made both the gestational limit and treatment protocol
requirements for using mifepristone in Ohio.

Planned Parenthood argues that the State therefore is wrong to say R.C. 2919.123 would be
meaningless unless it imposes the gestational limit and protocol restrictions. Merit Br. of Resp’ts
Planned Parenthood Cincinnati Region et al. (“Planned Parenthood Br.”) at 17. As an
alternative, Planned Parenthood advocates a so-called “common sense” interpretation of
R.C. 2919.123, reading the statute only to give Ohio a mechanism for enforcing federal Subpart
H restrictions that otherwise would be enforceable only by mifepristone manufacturers. [d. at
11, But Planned Parenthood misses the point of the State’s argument: Planned Parenthood
cannot pick and choose which parts of the Approval Letter with which R.C. 2919.123 requires
compliance. By requiring compliance with federal law and defining ‘,.‘federal law” to include the
Approval Letter, R.C. 2919.123 both gives Ohio a mechanism for enforcing the Subpart H
restrictions and requires physicians to comply with the FDA-approved gestational age and
treatment protocol. Planned Parenthood offers no principled reason why this Court should read
R.C. 2919.123 to impose only some of the Approval Letter’s requirements—namely, the Subpart
H restrictions.

The State’s interpretation of R.C. 2919.123 does not, as Planned Parenthood claims,
improperly read words into the statute by interpreting “federal law” to include the final printed
labeling referenced in the Approval Letter. Once again, Planned Parenthood engages in circular

reasoning, claiming that Ohio law must not prohibit off-label mifepristone use because the



“provisions” and “criteria” of federal law do not prohibit off-label use. Planned Parenthood Br.
at 19-21. In fact, R.C. 2919.123 plainly requires compliance “with all provisions of federal law
that govern the use of RU-486 (mifepristone) for inducing abortions,” R.C. 2919.123(A), and
defines “federal law” to include “any law, rule or regulation of the United States or any drug
approval leiter of the food and drug adminisiration,” R.C. 2919.123(F)(1) (emphésis added). In
addition to stating the Subpart H requirements, the Approval Letter and every document
published as paft of that letter prominently discuss the FDA-approved gestational limit and
treatment protocol. The FDA incorporated the FPL in the Approval Letter and indicated in every
document comprising the FPL that 1t was approving mifepristone use in treatmeﬁts up to 49
gestational days and under a specific protocol. Supp. at S-185, 8-206, S-211. Recognizing the
possibility of off-label mifepristone use, the General Assembly enacted R.C. 2919.123 to require
as a matter of Ohio law that Ohio physicians comply with the gestational limit and treatment
protocol considered by the FDA. R.C. 2919.123 thus reflects the General Assembly’s intent both
to give Ohio power to enforce physicians’ compliance with Subpart H regulations and to confine
mifepristone use to the terms considered by the FDA.

Even though Planned Parenthood sought and secured a permanent injunction of R.C.
2919:123 for vagueness, it now claims that the statute’s plain meaning is clear., Planned
Parenthood insists that the statute does nothing more than allow Ohio to cnforce federal Subpart
I restrictions, and it contends that reading the statute to do anything more would render it
unconstitutionally vague. Planned Parenthood Br. at 23-24. To survive a vagueness challenge, a
statute must be sufficiently clear that persons of ordinary intelligence can steer between lawful
and unlawful conduct, but it need not be drafted with mechanical precision. Grayned v. City of

Rockford, 408 U.S. 104, 110 (1972) (“Condemhed 1o the use of words, we can never expect



mathematical certainty from our language.”). Although the General Assembly could have
expressly written the gestational limit and treatment protocol into the statute, rather than
incorporating these limitations by reference to the Approval Letter, legislatures are not obligated
to draft statutes in the clearest possible way to avoid a finding of ambiguity. Even if R.C.
2919.123 could have been more artfully drafte_d, its plain meaning is obvious: The statute’s
definition of “federal law” makes it sufficiently clear that Ohio physicians must comply with the
gestational limit and treatment protocol contemplated by the FDA.

B. The statute’s plain language is fully supported by its legislative history, which reflects

the General Assembly’s intent to require Ohio physicians to comply with the FDA-
approved gestational limit and treatment protocol.

Although Planned Parenthood attempts to marshal additional legislative history in support
of its “common sense” interpretation of R.C. 2919.123, Planned Parenthood Br. at 11, legislative
history fully supports the State’s reading of the statute and therefore also requires an affirmative
response to the certified questions.

1.  As shown by its rejection of an amendment that would have protected ofi-label
mifepristone use, the General Assembly intended to require compliance with the
FDA-approved gestational limit and treatment protocol.

As the State’s initial merits brief explains, the Ohio Senate specifically rejected Sen. Robert
Hagan’s amendment, which would have protected off-tabel mifepristone use in Ohio. See Merit
Br. of Pet’r Ohio Ati’y General Nancy H. Rogers at 10-11. The bill’s sponsor, Sen. Jeff
Jacobson, spoke against the IHagan amendment, clarifying that the bill’s objective was fo limit
mifepristone use in Ohio to the terms of the FDA’s approval:

. . . [Alsk yourself whether or not this is something you can in good conscience

endorse, and that is the use of drugs, this would say that healthcare providers can

allow the use of the drug in a dosage or context that has not been specifically
approved for that drug by the United States Food and Drug Administration.

Remember why we have RU-486 in the first place; it is because the FDA approved it.

And they said how it was to be used, because it is dangerous. It is dangerous to
womei in that some women have died.



Supp. at S-468. Sen. Jacobson openly dbjected to language that would allow Ohio physicians to
use mifepristone “in a dosage or context that has not been specifically approved for that drug by
the [FDAL™ Id

Planned Parenthood unsuccessfully attempts to blunt the impact of this legislative history
by erroneously asserting that the Court cannot consider the General Assembly’s rejection of an
amendment when determining legislative intent. Planned Parenthood cites several cases for the
proposition that courts cannot use evidence of an amendment’s defeat to understand legislative
intent. Planned Parentﬁood Br. at 16-17. These cases, however, did not hold that courts cannot
consider such evidence of legislative intent. Rather, in each case cited by Planned Parenthood, a
court declined to consider an amendment’s defeat as evidence of legislative intent when “several
equally tenable inferences may be drawn from an amendment’s defeat.” United States v. Craft
(2002), 535 U.S. 274, 287 (internal quotation and citation omitted); see Broad. Music, Inc. v.
Roger Miller Music, Inc. (6th Cir, 2005), 396 F.3d 762, 774; see also Lockhart v. United States
(2005), 546 1).S. 142, 147. By contrast, in Franklin Federal Savings Bank v. Office of Thrift
Supervision (6th Cir. 1991), 927 F.2d 1332, the Sixth Circuit found that debate about an
amendment that would have addressed exactly the kind of transaction involved in the lawsuit
was the most persuasive legislative history available. Id. at 1340, “In the course of the floor
debate, representatives expressed their understanding of what the statutory language meant. The
debate is useful to us because it reveals a shared understanding of a particular text.” Id. at 1340-
41.

In this case, the General Assembly actively debated the Hagan amendment, and the
legislative record reveals a shared understanding of what Sen. Jacobson’s bill and Sen. Hagan’s

amendment would accomplish—the bill would prohibit off-label mifepristone use in Ohio and



the Hagan amendment would preserve off-label use. Sen. Hagan explained to the Ohio Senate
that Sen. Jacobson’s proposed legislation would “deviate from the way medicine is practiced in
this country and in Ohio,” Supp. at 5-464, and consequently interfere with women’s “freedoms
to make [their] own decisions” by restricting mifepristone use in Ohio, id. at S-466. In response,
Sen. Jacobson opposed the amendment because it would allow Ohio physicians to use
mifepristone “in a dosage or context that has not been specifically approved for thét drug by the
[FDA).” Id at S-468. No one voiced a contrary opinion about the effect the Hagan amendment
would have on the proposed legislation. See Supp. at S-464-S-470. The reasons why Sen.
Hagan offered the amendment and the Senate defeated it are not hypothetical; they were stated
on the record. Both Sen. Hagan and Sen. Jacobson understood that the proposed legislation
before the- General Assembly would impact the legality of off-label mifepristone use in Ohio,
and they conveyed this fact to the entire Senate through debate.

In light of this evidence, Planned Parenthood’s contention that “it is entirely plausible that
the Senators who voted to defeat the Hagan amendment did so because they believed the
amendment to be superfluous since the legislation was never intended to ban evidence-based
use” could not be more misleading. Planned Parenthood Br. at 16. Once again, Planned
Parenthood relies on circular reasoning: If the General Assembly defeats a proposed amendment
that would create an exception to an activity prohibited by a bill, then enacts the bill, does that
mean the General Assembly did not enact the prohibition to which the amendment proposed an
exception? Planned Parenthood offers ilo persuasive reason why the General Assembly would
reject the Hagan amendment if it did not intend to prohibit off-label mifepristone use. The
General Assembly did want to give Ohio a mechanism to enforce the Subpart H restrictions, as

Planned Parenthood argues, but it also wanted to ban off-label mifepristone use.



Planned Parenthood is frying to pick and choose the components of legislative history most
favoréble to its argument, urging this Court simultaneously to ignore Sen. Sen. Jacobson’s
remarks about the Hagan amendment and to rely on his remar-ks supporting Planned
Parenthood’s statutory interpretation. As Planned Parenthood correctly observes, the Court
“must determine the intent of the Ohio General Assembly not from the expressions of a single
legislator, but from the expression of the legislative body as a whole.” Nichols v. Villareal
(1996), 113 Ohio App. 3d 343, 349; see Planned Parenthood Br. at 17 n.6. Debate of the Hagan
amendment and information provided by the LSC, as described below, demonstrate that the
members of the General Assembly had a shared understanding that R.C. 2919.123 would restrict
mifepristone use in Ohio to the FDA-approved gestational limit and treatment protocol.

2. Ohio Legislative Service Commission analyses acknowledge that the Act

specifically contemplates a 49-day gestational limit and indicate that the Act
does more than require compliance with federal Subpart H restrictions.

The LSC wrote numerous Bill Analyses—summaries provided to members of the General
Assembly to assist their understanding of legislation—of the proposed legislation, noting in each
the 49-day gestational limit for mifepristone use. See LSC, Bill Documents,
http://www.lsc.state.oh.us/billdocuments.html (“Bill analyses explain, in detail, the contents of
cach Vefsion of a bill as it advances through the legislative process.”); see also LSC, A
Guidebook  for Ohio Legislators 60 (10th ed. 2007-2008), available
http:/fwww.lsc.state.oh.us/guidebook/guidebook07.pdf (“A  bill analysis does not present
arguments for or against a bill, nor does it discuss any political implications of passing or
defeating a bill. However, because it contains an impartial and nonpartisan description of a bill’s
contents, it is useful in understanding the bill.”) The LSC repeatedly described the terms of the
Approval Letter, explaining: “In issuing its approval, the FDA specified that the drug for use in

the termination of eatly pregnancy, defined as 49 days (seven weeks) or less.” Bill Analysis of



H.B. 126, 125th General Asserribly (As Passed by the General Assembly), Supp. at S-371; Bill
Analysis of H.B. 126, 125th General Assembly (As Passed by the House), Supp. at S-351
(same); Bill Analysis of HL.B. 126, 125th General Assembly (As Reported by S. Health, Huﬁlan
Services, Aging), Supp. at 360-61 (same); see Bill Analysis of H.B. 126, 125th General
Asserﬁbly (As Reported by H. Health), Supp. at S-347-48 ([FDA] restrictions provide that the
drug may be used only for the medical termination of intrauterine pregn;mcy through 49 days
(seven weeks) pregnancy.”) |

“Although this Court is not bound by [L.SC] analyses, we may refer to them where we find
them helpful and objective.” Meeks v. Papadopulos (1980), 62 Ohio St. 2d 187, 191. In this
case, LSC’s analyses are both objective and helpful indicators of the legislators’ shared
understanding. They demonstrate not only the General Assefnbly’s specific intent to incorporate
the FDA’s “restrictions” confining mifepristone use to a gestational limit, bﬁt also the General
Assembly’s more general intent to accomplish more by enélcting R.C. 2919.123 than merely
giving Ohio a mechanism to enforce the Subpart H restrictions. |

3. Planned Parenthood’s claim that-mifepristone use is safe and effective does not

undermine the General Assembly’s legitimate concerns about mifepristone use,
‘which motivated the enactment of R.C. 2919.123.

Even as Planned Parenthood attempts to discredit Amici’s data about mifepristone-related
deaths, they acknowledge that some deaths have occurred, and those deaths are relevant to the
certified questions because they support the General Assembly’s justifiable concerns about
limiting mifepristone use to the terms of the FDA’s approval. As Planned Parenthood
acknowledges, the General Assembly has authority to enact laws pfohibiting off-label use of a
drug, such as mifepristone, and has exercised this authority in the past. Planned Parenthood Br.
at 21 n.11 (“[T]o be clear, there is no dispute about whether the State may regulate evidence-

based use of FDA-approved drugs. Clearly it can.”); see, e.g., R.C. 3719.06 (prohibiting off-
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label prescriptions of anabolic steroids for athletic enhancement). Evidence of patient deaths that
may have been related to off-label mifepristone use is relevant to the questions before this Court
because it demonstrates one of the General Assembly’s reasons for enacting R.C. 2919.123—
even if it were later decided that the deaths were not related to mifepristone use.

Planned Parenthood devotes an extensive section of its merits brief to arguing that using
mifepristone at longer gestations and under different profocols is safe and effective, implying
that the General Assembly had no reason to prohibit off-label use of the drug. Specifically,
Planned Parenthood claims that “a number of studies concluded that by varying the dose and
route of administration of misoprostol (the second drug used to induce mifepristone medication
abortion), mifepristone medication abortion is significantly more effective and can be used later
in pregnancy.” Planned Parenthood Br. at 9. In support of this mguﬁent, Planned Parenthood
relies on an outdated American College of Obstetrics and Gynecology (“ACOG”) Bulletin,
which cited the results of several now-outdated studies as grounds for approving an “evidenced-
based regimen” involving the vaginal administration of misoprostol. Medical Management of
Abortion, ACOG Practice Bulletin No. 67 (Oct. 2005), Supp. Vat S-491-502.

But Planned Parenthood fails to mention that Planned Parenthood itself has abandoned the
ACOG protocol in the wake of medical evidence indicating a possible relationship between the
protocol and several deaths from toxic-shock infections immediately following abortions.
Planned Parenthood now uses a different protocol involving the buccal administration of
misoprostol—placing misoprosto]l between a patient’s tongue and cheek and allowing it to
slowly dissolve—when using mifepristone to induce abortions. See Supp. at 385-86 (Planned
Parenthood of Central Ohio’s Medical Abortion Protocol, as revised in March 2006); 413

(Planned Parenthood of Greater Cleveland’s Medical Abortion Protocol, as implemented in
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March 2006), 439-40 (Planned Parenthood Southwest Ohio Region’s M_edical Abdr‘_[ion Protocol,
as revised in March 2006). This protocol is being subjected to medical studies only now. The
fact that even Planned Parenthood found reason to be concerned about its 01'igina1 off-label
protocol for mifépristone abortions suggests that the General Assembly’s concerns were well-
founded.

Considered together, this legislative history supports the State’s intemretation of R.C.
2919.123 and reveals that Planned Parenthood’s “common sense interpretation” does not appeal
to the common sense at all.

C. Planned Parenthood’s third proposition of law improperly asks this Court to decide
issues beyond the scope of the certified questions.

Planned Parenthood’s Proposition of Law No. 3 asks this Court to consider issues beyond
the scope of the certified questions this Court agreed to answer under S.Ct.Prac.R. XVIII(6).
According to Planned Parenthood, the Court should answer the certified questions in the negative
because doing so will resolve Planned Parenthood’s constitutional concerns and therefore end the
federal litigation in this case. In other words, Planned Parenthood argues that if this Court
answers the certified questions “no,” the federal case will end because this Court will have

agreed that any other statutory reading would be unconstitutional.'  According to Planned

! planned Parenthood inaccurately states that the Sixth Circuit has already “agreed that [R.C.
2919.123] is flawed because it lacks a health exception.” Planned Parenthood Br. at 4. The
Sixth Circuit did acknowledge that Planned Parenthood met its initial burden—for preliminary
injunction purposes——of showing that the Due Process Clause might require a health exception in
this statute. Planned Parenthood Cincinnati Region v. Taft (6th Cir. 2006), 439 F.3d 304,
amended by Planned Parenthood Cincinnati Region v. Taft (6th Cir. 2006), 444 F.3d 502.
However, the Sixth Circuit then reversed and remanded, instructing the district court to enter a
more narrowly drawn preliminary injunction pending a full trial on the merits of the health
exception claim and Planned Parenthood’s other coustitutional claims. /d. at 505. That trial has
not yet occurred, and the issue of whether the statute needs a health exception remains
unresolved. :
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Parenthood, this Court can now save everyone significant time and trouble by answering the
certified questions “no.”

Planned Parenthood’s approach suffers from several flaws. First, Planned Parenthood is
asking the Court to consider issues beyond the scope of the certified questions, essentially urging
the Court to resolve the constitutional questions at issue in the underlying federal action (even
though Planned Parenthood chose the federal forum). This Court agreed to answer two certified
questions about the statute’s meaning, and therefore should “issue a written opinion stating the
law governing the . . . questions certified,” consistent with S.Ct.Prac.R. XVIII(8). Second,
Planned Parenthood improperly invokes the principal of judicial economy as a basis for asking
the Court to ignore the statute’s plain language. See State v. Flam (1994), 68 Ohio St. 3d 585,
587 (“Where the wording of a statute is clear and unambiguous, this court’s only task is to give
effect to the words used.”). Third, Planned Parenthood relies heavily on staternents in the district
court’s decision, which is itself the subject of the current federal appeal, and essentially asks this
Court to adopt those statements. In other words, Planned Parenthood wants this Court to provide
the result that Planned Parenthood has been unable to achieve thus far in the federal litigation—
an interpretation that would gut the statute’s meaning.

While the State, too, would like to see this [itigatioh resolved, the State cannot agree that
this Court should end the litigation by writing a decision that ignores R.C. 2919.123’s plain
language. Accordingly, consistent with the statute’s plain language and legislative history, the
Court should answer both certified questions in the affirmative and avoid considering issues

beyond the scope of those questions.
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CONCLUSION

For the above reasons, Petitioner Attorney General Nancy H. Rogers asks this Court
answer both of the certified questions in the affirmative, as set forth in Petitioner’s Proposed

Propositions of Law.

Respectfully submitted,
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