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STATEMENT OF THE | SSUE

The issue in this case is whether Florida Adm nistrative
Code Rul e 64B16-27.500(6) regarding the negative drug fornulary
is an invalid exercise of delegated |egislative authority within
t he meani ng of Subsection 120.52(8), Florida Statutes (2007).1!

PRELI M NARY STATEMENT

On August 17, 2007, Petitioner, Myl an Pharmaceuticals, Inc.
(Mylan), filed a Petition Seeking an Adm nistrative
Determ nation of the Invalidity of an Existing Rule, challenging
the validity of Florida Adm nistrative Code Rul e 64B16-27.500( 6)

relating to the inclusion of Levothyroxine Sodiumon the



negative drug forrmulary. On August 24, 2007, Intervenor, Abbott
Laboratories (Abbott), filed a Petition to Intervene, which was
granted by Order dated August 29, 2007. The final hearing was
originally schedul ed for Septenber 17, 2007. The parties stated
that they intended to file notions for final sunmary judgnent,
and the final hearing was continued and reschedul ed for

Decenber 10 and 11, 2007. On Novenber 5, 2007, Myl an and Abbott
filed notions for summary final judgnment. On Novenber 9, 2007,
Respondent, Board of Medicine, filed a Notice of Joining with
Intervenor in its Motion for Final Summary Judgnment. On
Novenber 19, 2007, the final hearing was continued and
reschedul ed for January 3 and 4, 2008. On Novenber 27, 2007,
Myl an and Abbott filed responses to each other’s notions for
final sunmary judgnment, and the Board of Medicine joined in
Abbott’ s response.

On Decenber 11, 2007, the parties presented oral argunent
on the notions for final summary judgnent. The final hearing
schedul ed to conmence on January 3, 2008, was cancel | ed pendi ng
aruling on the notions for final summary judgnent.

FI NDI NGS OF FACT

1. Levothyroxine Sodiumis a drug used to treat
Hypot hyroi dism and Pituitary TSH Suppressi on.
2. Ml an devel ops, manufactures, and sells generic

pharmaceuticals and is |licensed as a non-resident prescription



drug manufacturer and an out-of-state prescription drug
whol esal er in Florida pursuant to Section 499.01, Florida
Statutes. Ml an has received approval fromthe United States
Food and Drug Administration (FDA) to market 12 strengths of
generi c Levot hyroxi ne Sodiumtablets, which the FDA has
determ ned to be bioequival ent and therefore therapeutically
equi val ent to correspondi ng strengths of four reference |isted
drugs®: Unithorid® tablets, Synthroi d® tablets, Levoxyl®
tabl ets, and Levothroi d® tablets.
3. Abbott is the manufacturer of Synthroid® a
Levot hyr oxi ne Sodi um product marketed in Florida and ot her
pl aces.
4. The Board of Pharmacy “has authority to adopt rul es

pursuant to ss. 120.536(1) and 120.54 to inplenment the
provi sions of [Chapter 465] conferring duties upon it.”
8 465.005, Fla. Stat. Subsection 465.025(6), Florida Statutes,
provi des:

The Board of Pharnacy and the Board of

Medi ci ne shall establish by rule a formulary

or generic drug type and brand nanme drug

products which are determ ned by the boards

to denonstrate clinically significant

bi ol ogi cal or therapeutic inequival ence and

which, if substituted, would pose a threat

to the health and safety of patients

recei ving prescription nedication.

5. Subsection 465.025(1)(a), Florida Statutes, defines

“brand nane” as “the registered trademark nane given to a drug



product by its manufacturer, |abeler, or distributor.”
“Generically equival ent drug product” is defined in Subsection
465. 025(1)(b), Florida Statutes, as “a drug product with the
sanme active ingredient, finished dosage form and strength.”

6. Subsection 465.025(2), Florida Statutes, provides:

(2) A pharmaci st who receives a
prescription for a brand nane drug shall

unl ess requested ot herw se by the purchaser,
substitute a | ess expensive, generically
equi val ent drug product that is:

(a) Distributed by a business entity doing
busi ness, and subject to suit and service of
| egal process, in the United States; and

(b) Listed in the formulary of generic and
brand nanme products as provided in
subsection (5) for the brand nane drug
prescri bed unless the prescriber wites the
wor ds “ MEDI CALLY NECESSARY,” in her or his
own handwiting, on the face of a witten
prescription; unless, in the case of an oral
prescription, the prescriber expressly
indicates to the pharnacist that the brand
name drug prescribed i s nedically necessary;
or unless, in the case of a prescription
that is electronically generated and
transmtted, the prescriber makes an overt
act when transmitting the prescription to

i ndi cate that the brand name drug prescribed
is nedically necessary. Wen done in
conjunction with the el ectronic transmssion
of the prescription, the prescriber’s overt
act indicates to the pharmaci st that the
brand nanme drug prescribed is nedically
necessary.

7. Subsection 465.025(5), Florida Statutes, provides:

Each community pharnmacy shall establish a
formul ary of generic and brand nanme drug
products which, if selected as the drug



product of choice, would not pose a threat
to the health and safety of patients
receiving prescription nmedication. In
conpiling the list of generic and brand nane
drug products for inclusion in the

formul ary, the pharmacist shall rely on drug
product research, testing, infornmation, and
formul ari es conpil ed by ot her pharnacies, by
states, by the United States Departnent of
Heal t h, Education, and Welfare, by the
United States Departnent of Heal th and Human
Servi ces, or by any other source which the
pharmaci st deens reliable. Each conmmunity
pharmacy shall make such formul ary avail abl e
to the public, the Board of Pharnacy, or any
physi ci an requesting sanme. The fornulary
shall be revised foll ow ng each addition

del etion, or nodification of said formul ary.

8. If a brand nane drug or a generic drug type drug
product is listed on the negative drug formul ary established by
the Board of Pharmacy and Board of Medicine, a pharmacist is
prohi bited fromsubstituting a generically equival ent drug
product for a prescribed brand nane drug product.

§ 465.025(6)(b), Fla. Stat. The Board of Pharnmacy has adopted a
negative drug formulary which is contained in Florida
Adm ni strative Code Rul e 64B16-27.500, and Levot hyroxi ne Sodi um
is listed on the negative drug fornmulary. Thus, Mylan’s generic
products currently cannot be substituted where a prescription is
witten for a brand name Levot hyroxi ne Sodi um product.

9. Ml an has challenged Florida Adm nistrative Code

Rul e 64B16-27.500(6), which provides:

The negative drug formulary is conposed of
medi ci nal drugs whi ch have been specifically



determ ned by the Board of Pharnacy and the
Board of Medicine to denonstrate clinically
significant biological or therapeutic

i nequi val ence and which, if substituted,
coul d produce adverse clinical effects, or
coul d otherwi se pose a threat to the health
and safety of patients receiving such
prescription medications. Except where
certain dosage forns are included on the
negative drug fornulary as a class, al
medi ci nal drugs are listed by their official
Uni ted States Pharmacopoei a Non-Proprietary
(generic) nane. The generic nane of a drug
shal | be applicable to and include al

br and- nane equi val ents of such drug for
which a prescriber may wite a prescription.
Substitution by a di spensing pharmaci st on a
prescription witten for any brand nane

equi val ent of a generic naned drug product
listed on the negative drug fornmulary or for
a drug within the class of certain dosage
forms as listed, is strictly prohibited. 1In
cases where the prescriptionis witten for
a drug listed on the negative drug fornul ary
but a nanme brand equivalent is not specified
by the prescriber, the drug di spensed nust
be one obtained froma manufacturer or

di stributor holding an approved new drug
application or abbreviated new drug
application issued by the Food and Drug

Adm ni stration, United States Departnent of
Health and Welfare permtting that

manuf acturer or distributor to market those
medi ci nal drugs or when the former is not
appl i cabl e, those manufacturers or

di stributors supplying such nedicinal drugs
nmust show conpliance with other applicable
Federal Food and Drug Adm nistration

mar keting requirenents. The follow ng are

i ncl uded on the negative drug formulary:

* * *

(6) Levothyroxine Sodi um



10. Subsection 465.0251(1), Florida Statutes, provides:
The Board of Pharmacy and the Board of
Medi ci ne shall renove any generic nanmed drug
product fromthe fornul ary established by
S. 465.025(6), if every comercially
mar ket ed equi val ent of that drug is “A”
rated as therapeutically equivalent to a
reference listed drug or is a reference
listed drug as referred to in “Approved Drug
Products with Therapeutic Equival ence
Eval uati ons” (Orange Book) published by the
United States Food and Drug Adm nistration.

11. The Orange Book identifies drug products approved on
the basis of safety and effectiveness by the FDA under the
Federal Food, Drug, and Cosnetic Act. It also includes
t her apeuti c equi val ence eval uati ons for approved nultisource
prescription drug products. The Orange Book is updated annually
and is supplemented with nonthly cunul ative updates.
Additionally, the FDA has a website containing an el ectronic
version of the Orange Book, which is also updated. The Orange
Book used in 2007 is the 27th Edition. The Orange Book in
effect at the date of the enactnent of Section 465.0251, Florida
Statutes, ® was the 21st Edition.

12. Generally, approval by the FDA is required before a
prescription drug product may be marketed, distributed, or sold
inthe United States. See 21 U S.C. § 355(a). Wien a product
contains a new active ingredient or otherwise differs

significantly from previ ously approved products, the sponsor

must provide the FDA with data denonstrating the product’s



safety and effectiveness for the intended use. See, e.g.

21 U.S.C. § 355(b). Wen a product is a copy of a previously
approved product—what is commonly called a “generic” version of
the original drug—proof of safety and effectiveness is not
required. Instead, the FDA requires a showing that, with regard
to certain characteristics, the proposed generic product is
essentially the sane as the approved product it purports to
copy, which is called the “reference |listed drug.” See

21 U S.C. §8 355(j). The FDA's previous finding that the
reference listed drug is safe and effective is then inputed to

t he generic product.

13. In general, the generic product nust contain the sane
active ingredient in the sanme strength, and it nust be in the
sane dosage form (e.g., tablet, capsule, solution) as the
reference listed drug. See 21 U.S.C. 8§ 355(j). Products that
share these characteristics are considered “pharnmaceuti cal
equi val ents” by the FDA. Orange Book, 27th Ed., at v-vi
(Jan. 2007). Subsection 465.025(1)(b), Florida Statutes, uses
the term “generically equival ent drug products” to describe such
products. “Drug products are considered to be therapeutic
equi valents only if they are pharmaceutical equivalents and if
they can be expected to have the sane clinical effect and safety
profile when adm ni stered to patients under the conditions

specified in the labeling.” Oange Book, 27th Ed. at vi.



14. The FDA classifies as therapeutically equival ent those
products that neet the followng criteria:

(1) they are approved as safe and
effective;

(2) they are pharmaceutical equivalents in
that they (a) contain identical anmounts of
the sane active drug ingredient in the sane
dosage form and same route of

adm ni stration, and (b) neet conpendial or
ot her applicabl e standards of strength,
quality, purity, and identity; (3) they are
bi oequi val ent in that (a) they do not
present a known or potential bioequival ence
probl em and they neet an acceptable in
vitro standard, or (b) if they do present
such a known or potential problem they are
shown to neet an appropriate bioequival ence
standard; (4) they are adequately | abel ed;
(5) they are manufactured in conpliance with
Current Good Practice Manufacturing Practice
regul ations.

Id. These criteria are essentially the sane criteria that

exi sted in 2001 as shown in the final staff analysis of HB69,
whi ch was passed and becane Chapter 2001-146, Laws of Florida,
now codi fied as Section 465.0251, Florida Statutes.

15. Drug products that have been relied on as reference
listed drugs are so identified in the Orange Book, and products
that are therapeutically equivalent to each other are identified
by a shared therapeutic equival ence eval uati on code (TE code).
These are primarily, but not exclusively, reference |isted drugs
and the generic drugs approved on the grounds of pharnaceutical

equi val ence and bi oequi val ence to those reference |isted drugs.

10



16. Cenerally, the FDA uses a two-letter TE code, with a
code of “AB” given to solid oral dosage form products that have
denonstrated therapeutic equival ence. O ange Book, 27th Ed. at
Xii-xiii. For the vast mgjority of nobst nulti-source drugs,
there is one product that is the reference listed drug and one
or nore generic versions of that product, and all the products
share a TE code of AB. However, there are situations in which
there is nore than one reference |isted drug. These situations
are discussed in the Orange Book, 27th Ed. at xiv.

In certain instance, a nunber is added to
the end of the AB code to make a three
character code ( i.e., ABl, AB2, AB3, etc.).
Three-character codes are assigned only in
situati ons when nore than one reference
listed drug of the sane strength has been
desi gnat ed under the sanme heading. Two or
nore reference |isted drugs are generally
sel ected only when there are at |east two
potential reference drug products which are
not bi oequi valent to each other. |If a study
is submtted that denonstrates

bi oequi val ence to a specific listed drug
product, the generic product will be given
t he sane three-character code as the
reference listed drug it was conpared
against. . . . Drugs coded as AB under a
headi ng are consi dered therapeutically

equi val ent only to other drugs coded as AB
under that heading. Drugs coded with a

t hree-character code under a heading are
consi dered therapeutically equivalent only
to other drugs coded with the sane three-
character code under that heading.

The FDA first officially described the three-character code

rating systemin the 16th edition of the Orange Book in 1996.

11



17. Levothyroxi ne Sodiumtablets are a drug product for
which there are nultiple reference listed drugs. Currently the
Orange Book identifies seven Levot hyroxi ne Sodi um products
approved for sale in the United States: Synthroid® Levo-T®,
Levoxyl ® Levothroid® Unithroid® a generic-naned product
manuf act ured by Genpharm and a generic manufactured by Ml an.
The current Orange Book al so contains the foll ow ng
| evot hyroxi ne sodi um products in a section identifying
“Di sconti nued” products that, although approved for distribution
in the United States, are not being marketed: Novothyrox,
Levolet, and Tirosint. The follow ng drug products are
currently identified in the Orange Book as reference listed
drugs: Synthroid® Levo-T® Levoxyl® Levothroid® and
Uni t hr oi d®.

18. In the case of Levothyroxine Sodi um products, not al
the reference |listed drugs are considered therapeutically
equi val ent to one another. The Orange Book di scusses this
situation and explains the therapeutic evaluations for
Levot hyr oxi ne Sodi um products as fol | ows:

Because there are nultiple reference listed
drugs of | evothyroxi ne sodiumtablets and
sone reference |isted drugs’ sponsors have
conducted studies to establish their drugs’
t herapeutic equi val ence to other reference
listed drugs, FDA has determned that its
usual practice of assigning two or three

character TE codes nay be potentially
confusi ng and i nadequate for these drug

12



products. Accordingly, FDA provides the
foll ow ng expl anati on and chart of

t herapeuti ¢ equi val ence eval uations for

| evot hyr oxi ne sodi um products.

Levot hyr oxi ne Sodi um ( Myl an ANDA 76187)

t abl ets have been determ ned to be

t herapeutically equival ent to correspondi ng
strengths of Unithroid (Jerone Stevens NDA
021210) tablets.

Levo-T (Alara NDA 021342), Levothyroxine
Sodi um (Myl an ANDA 76187), Unithroid (Jerone
Stevens NDA 021210) and Levot hyroxi ne Sodi um
(Genpharm ANDA 76752) tablets have been
determ ned to be therapeutically equival ent
to corresponding strengths of Synthroid
(Abbott NDA 021402) tablets.

Levo-T (Alara NDA 021342), Unithroid (Jerone
St evens NDA 021210), Levothyroxi ne Sodi um
(Myl an ANDA 076187) and Levot hyroxi ne Sodi um
(Genpharm ANDA 76752) tabl ets have been
determ ned to be therapeutically equival ent
to correspondi ng strengths of Levoxyl

(Ki ng/ Jones Pharma NDA 021301) tablets.

Levot hyroxi ne Sodi um ( Myl an ANDA 76187)

t abl ets have been determ ned to be

t herapeutically equival ent to correspondi ng
strengths of Levothroid (LI oyd NDA 021116)
t abl ets.

Novot hyrox (Genpharm NDA 021292) requires
further investigation and review to
establish therapeutic equival ence to
correspondi ng strengths of any ot her
Levot hyroxi ne Sodi um drug products and is
rated BX

Levol et (Vintage NDA 021137) requires
further investigation and review to
establish therapeutic equival ence to
correspondi ng strengths of any ot her
Levot hyroxi ne Sodi um drug products and is
rated BX

13



The chart outlines TE codes for
products with other

al |

0. 025ny

products being simlar.

Ther apeuti c equi val ence has been established
bet ween products that

AB+nunber TE code.
may apply to sone products.

have the sane

More than one TE code
One commpn TE

code indicates therapeutic equival ence
bet ween products.

Trade Nane Appl i cant Pot ency TE Appl Pr oduct

CODE No No
UNI THRO D STEVENS J 0. 025ng AB1 21210 001
LEVOTHYROXI NE SODI UM MYLAN 0. 025ng AB1 76187 001
LEVOXYL JONES PHARNA 0. 025ngy AB1 21301 001
SYNTHRO D ABBOTT 0. 025ng AB1 21402 001
SYNTHRO D ABBOTT 0. 025ng AB2 21402 001
LEVOTHYROXI NE SODI UM MYLAN 0. 025ngy AB2 76187 001
LEVO- T ALARA PHARM 0.025ng AB2 21342 001
UNI THRO D STEVENS J 0.025ng AB2 21210 001
LEVOTHYROXI NE SODI UM GENPHARM 0.025ng AB2 76752 001
LEVOXYL JONES PHARMA 0.025ngy AB3 21301 001
LEVO- T ALARA PHARM 0.025ngy AB3 21342 001
UNI THROI D STEVENS J 0.025ngy AB3 21210 001
LEVOTHYROXI NE SODI UM MYLAN 0.025ngy AB3 76187 001
LEVOTHYROXI NE SODI UM GENPHARM 0. 025y AB3 76752 001
LEVOTHRO D LLOYD 0.025ngy AB4 21116 001
LEVOTHYROXI NE SODI UM MYLAN 0.025ngy AB4 76187 001
NOVOTHYROX GENPHARM 0. 025ngy BX 21292 001
LEVOLET VI NTAGE PHARMS 0. 025ngy BX 21137 001

Orange Book, 27th Ed.

19. In the Orange Book, 21st Ed.

June 2001),

listed,

at xi x-xx.

(Cunul ati ve Suppl enent 6,

only two Levot hyroxi ne Sodi umtabl et products were

Levoxyl ® and Unithroid® and both were rated as BX

meani ng that the data that had been revi ewed by FDA was

insufficient to determ ne therapeutic equival ence.

al so 12 additi onal

14

There were

Levot hryroxi ne Sodi um products that were




bei ng comrercially marketed in the United States and were not
listed in the Orange Book.

CONCLUSI ONS OF LAW

20. The Division of Adm nistrative Hearings has
jurisdiction over the parties to and the subject matter of this
proceedi ng. 88 120.56(1) and (3), Fla. Stat.

21. Subsection 120.56(1)(a), Florida Statutes, provides
that “any person substantially affected by a rule . . . nmay seek
an admnistrative determnation of the invalidity of the rule on
the ground that the rule is an invalid exercise of del egated
| egislative authority.” Subsection 120.52(8), Florida Statutes,
defines “invalid exercise of delegated |egislative authority” as
fol | ows:

“I'nvalid exercise of delegated |egislative
aut hority” neans action which goes beyond

t he powers, functions, and duties del egated
by the Legislature. A proposed or existing
rule is an invalid exercise of del egated

| egi sl ative authority if any one of the
foll owi ng appli es:

(a) The agency has materially failed to
foll ow the applicabl e rul emaki ng procedures
or requirenents set forth in this chapter;
(b) The agency has exceeded its grant of
rul emaki ng authority, citation to which is
required by s. 120.54(3)(a)l.;

(c) The rule enlarges, nodifies, or
contravenes the specific provisions of |aw

i npl enented, citation to which is required
by s. 120.54(3)(a)1l.;

15



(d) The rule is vague, fails to establish
adequat e standards for agency deci sions, or
vests unbridled discretion in the agency;

(e) The rule is arbitrary or capricious. A
rule is arbitrary if not supported by logic
or the necessary facts; a rule is capricious
if it is adopted without thought or reason
or is irrational; or

(f) The rule inposes regulatory costs on
the regul ated person, county, or city which
coul d be reduced by the adoption of |ess
costly alternatives that substantially
acconplish the statutory objectives.

A grant of rul emaking authority is necessary
but not sufficient to allow an agency to
adopt a rule; a specific lawto be

i npl enented is also required. An agency may
adopt only rules that inplenent or interpret
the specific powers and duties granted by
the enabling statute. No agency shall have
authority to adopt a rule only because it is
reasonably related to the purpose of the
enabling legislation and is not arbitrary
and capricious or is within the agency’s
class of powers and duties, nor shall an
agency have the authority to inplenent
statutory provisions setting forth genera

| egislative intent or policy. Statutory

| anguage granting rul emaki ng authority or
general |y describing the powers and

functi ons of an agency shall be construed to
extend no further than inplenmenting or
interpreting the specific powers or duties
conferred by the sane statute.

22. As the petitioner, Myl an has the “burden of proving by
a preponderance of the evidence that the existing rule is an
invalid exercise of delegated |egislative authority as to the

objections raised.” § 120.56(3)(a), Fla. Stat.

16



23. Ml an argues that the inclusion of Levothyroxine
Sodiumin the negative drug fornulary of Florida Adm nistrative
Code Rul e 64B16-27.500 contravenes Subsection 465.0251(1),
Florida Statutes, which requires that a drug be renoved fromthe
negative drug fornulary “if every commercially marketed
equi val ent of that drug product is 'A rated as therapeutically
equi valent to a reference listed drug or is a reference |isted
drug as referred to in” the Orange Book.

24. For Levothyroxine Sodium the 27th edition of the
Orange Book lists five reference |isted drug products and two
generic drugs which are coomercially marketed. They are all “A’
rated. One of the generic drug products is therapeutically
equi valent to sonme but not all the reference listed drug
products, and one of the generic drug products is
t herapeutically equivalent to all the reference |isted drug
products. Thus, the comercially marketed generic drug products
for Levothyroxine Sodi um are therapeutically equivalent to at
| east one of the reference listed drug products. Not all the
reference |listed products are therapeutically equivalent to al
the other reference |isted products.

25. Abbott and the Board of Medicine argue that Subsection
425.0251(1), Florida Statutes, requires that all comrercially
mar ket ed generic drug products for Levothyroxi ne Sodi um and

apparently all commercially marketed reference |listed drug

17



products for Levothyroxine Sodi um be therapeutically equival ent
to one anot her.

26. Subsection 425.0251(1), Florida Statutes, is clear and
unanbi guous. As the Florida Supreme Court stated in AL R

Dougl ass, Inc. v. MRainey, 102 Fla. 1141, 1144, 137 So. 157,

159 (Fla. 1931):
The intention and neani ng of the Legislature
must primarily be determ ned fromthe
| anguage of the statute itself and not from
conj ectures aliunde. Wen the | anguage of
the statute is clear and unanbi guous and
conveys a clear and definite nmeaning, there
is no occasion for resorting to the rul es of
statutory interpretation and construction;
the statute nust be given its plain and
obvi ous neani ng.

27. The plain and obvious neani ng of Subsection
465.0251(1), Florida Statutes, is that a generic naned drug
product is to be renoved fromthe negative drug formulary if the
generic equivalent is “A” rated as therapeutically equivalent to
a reference listed drug as referred to in the Orange Book. The
statute does not state that all generic drug products nust be
“A’” rated as therapeutically equivalent to all the reference
listed drugs in the Orange Book listed for a specific generic
named drug product. It just requires that every commercially
mar ket ed generic drug be “A’ rated as therapeutically equival ent

to a reference listed drug in the Oange Book. “A” is singular,

nmeani ng one.

18



28. At the tinme that Section 465.0251, Florida Statutes,
was enacted, the FDA had been listing nore than one referenced
drug product in certain situations and had been utilizing the
t hree-character TE codes. (Obviously since the Legislature
referenced the Orange Book in the statute, the Legislature was
aware that the Orange Book used nultiple reference |listed drug
products at tines and had adopted a three-character rating code
for those situations. The Legislature is presuned to know t hat

“a” neans one. In Ward v. State, 936 So. 2d 1143, 1146 (Fl a.

3rd DCA 2006), the court stated:

We presune the | egislature understands the
meani ng of the | anguage it uses and the
inplications of its placenent in a statute.
See, e.g., R nker Materials Corp. v. City of
N. Manm, 286 So. 2d 552, 553 (Fla.

1972) (“In statutory construction, statutes
must be given their plain and obvi ous
meani ng and it nmust be assuned that the

| egi sl ative body knew the plain and ordinary
meani ngs of the words.”); State ex rel. Bie
v. Swope, 159 Fla. 18, 24 So. 2d 748, 751
(1947) (“[t]bhe legislator is presuned to
know t he neani ng of words and the rules of
grammar . . .").

If the Legislature had intended to nean that all generic drugs
nmust be therapeutically equivalent to all reference |isted drugs
for a specific drug, it could have worded the statute to say so.
It did not.

29. Abbott and the Board of Medicine argue that if

Levot hyroxi ne Sodiumis renoved fromthe negative drug formulary

19



that patients will be endanger ed because pharmacists will
substitute a generic drug which is not therapeutically

equi valent to the brand name drug prescribed and therefore is
harnful to the patient. The Legislature has addressed this

i ssue in Subsection 465.025(5), Florida Statutes, by requiring
“[e]lach community pharmacy [to] establish a fornmulary of generic
and brand nanme drug products, which if selected as the drug
product of choice, would not pose a threat to the health and
safety of patients receiving prescribed nedication.” The
Legislature has left it to the professional judgnent of |icensed
pharmaci sts to determ ne what substitutions would not pose a
threat to the health and safety of the patients. The
Legi sl ature has required the pharmacy in conpiling the formulary
to “rely on drug product research, testing, information, and
formul ari es conpil ed by other pharnmacies, by states, by the
United States Departnent of Health, Education, and Wl fare, and
by the United States Departnent of Health and Human Services, or
by any ot her source which the pharnaci st deens reliable.” The
Orange Book is a publication of the United States Departnent of
Heal th and Human Services and has listed the therapeutic
equi val ents for the drug products listed under the hearing of
Levot hyroxi ne Sodi um Al though, a pharmacy is not required by
law to follow the Orange Book, it is to consider the Orange Book

i n devel opi ng the formul ary.
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30. Abbott and the Board of Medicine have al so argued t hat
by del eti ng Levot hyroxi ne Sodi um fromthe negative drug
formulary that a pharnmaci st could substitute a reference |listed
drug product that is not therapeutically equival ent to another
reference |isted drug product. Again, the Legislature left the
deci sion of what drugs could safely be substituted to the
pharmaci sts by requiring the pharnmacies to develop the fornul ary
set forth in Subsection 465.025(5), Florida Statutes.

31. It should be noted that Subsection 465.0251(1),
Florida Statutes, does not require that all reference |isted
drug products be therapeutically equivalent to one another. The
statute provides that if every conmercially nmarketed equi val ent
of a generic naned drug product is a reference |isted drug as
referred to in the Orange Book that the drug product should be
renmoved fromthe negative drug fornulary. Thus, in the case
where there are nultiple reference listed drugs for one drug
product listed in the Orange Book and they are the only
comercially marketed products for that particular drug, the
drug should not be |listed on the negative drug formul ary.

32. Abbott and the Board of Medicine argue that the
current version of the Orange Book shoul d not be used to
determ ne whet her a drug should be renoved fromthe negative
drug fornul ary, contending that the 21st Edition of the O ange

Book in effect at the tinme of the enactnment of Section 465. 0251,
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Florida Statutes, is to be utilized. They cite Florida

| ndustrial Conmmi ssion v. State, 21 So. 2d 599 (Fla. 1945), for

the general rule that the Legislature nmay adopt rules and | aws
of federal bodies and other states that are in existence and in
effect at the tinme the Legislature adopts the rules and | aws.

See also Freinmuth v. State, 272 So. 2d 473 (Fla. 1972). In

Freimuth, the court held that a Florida statute defining
“hal | uci nogeni c drug” by reference to federal |aw did not
i nclude those drugs listed in the federal |law after the
enactnent of the Florida statute. 1d. at 476.

33. Ml an contends that the 27th edition of the O ange

Book shoul d be used, citing Eastern Air Lines v. Departnent of

Revenue, 455 So. 2d 311 (Fla. 1984). In Eastern Air Lines,

Eastern Air Lines sought a declaratory judgnent that a fuel tax
cal cul ated by reference to the Federal Consuner Price |Index
(CPI') then in effect was unconstitutional. Eastern Air Lines
contended that the use of the varying price conponent of the CPI
i ssued by the United States Departnment of Labor in determning

t he amount of the fuel tax was an inproper del egation of

| egislative authority because the CPI which was being used was
not in existence at the tinme the statute requiring its use was
enact ed.

34. The Court in Eastern Air Lines held that the statute’s

reference to the CPlI and basing tax adjustnents on a changi ng
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nunerical figure did not anmount to an unconstitutiona
del egation of |egislative power. 1d. at 316. The Court stated:

Here, the legislature is nerely setting
forth the manner in which the departnment is
to determ ne the appropriate total notor
fuel and special fuel retail price. The
departnment is directed with precision howto
make such a determnation. W think the

| anguage of Wl ch!* and Frei nuth shoul d be
interpreted to apply to statutes which

i ncorporate federal statutes or

adm ni strative rules which substantively
change the law, and not to a statute which
i ncorporates a federal index to provide aid
in maki ng mnisterial decisions.

35. In Section 465.0251, Florida Statutes, the Legislature
has set out specific standards, which when net require the
removal of a drug product fromthe negative drug forrmulary. It

is akin to the use of the CPl in Eastern Air Lines. The

st andards which the FDA used in 2001 to determ ne whether a drug
product is therapeutically equivalent are essentially the sane
standards used in 2007. The final staff analysis of HB 169
listed those criteria, and they are listed in the current
version of the Orange Book. Naturally, as new drugs are sought
to be approved, the list of reference listed, “A’” rated, and

t herapeutical ly equival ent drug products will vary, like the CPI
will vary. When drug products neet the criteria listed in
Section 465.0251, Florida Statutes, the renoval becones a

mnisterial duty.
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36. Ml an has denponstrated that Levothyroxi ne Sodi um does
nmeet the criteria listed in Subsection 465.0251(1), Florida
Statutes, and should be renoved fromthe negative drug formulary
contained in Florida Adm nistrative Code Rul e 64B16-27. 500.
Because Fl orida Adm nistrative Code Rul e 64B16-27.500(6) lists
Levot hyroxi ne Sodi um on the negative drug formulary, the Rule
contravenes Subsection 456.0251(1), Florida Statutes, and is an
invalid exercise of |legislative delegated authority.

ORDER

Based on the foregoing Findings of Fact and Concl usi ons of
Law, it i s ORDERED

1. Milan's Mtion for Summary Final Order is GRANTED

2. Abbott's Motion for Sunmary Final Oder is DEN ED.

3. Florida Administrative Code Rule 64B16-27.500(6) is an
invalid exercise of |legislative delegated authority.

DONE AND ORDERED t his 28th day of January, 2008, in

Tal | ahassee, Leon County, Flori da.

wa 4

SUSAN B. HARRELL

Adm ni strative Law Judge

Di vision of Adm nistrative Hearings
The DeSoto Buil di ng

1230 Apal achee Par kway

Tal | ahassee, Florida 32399-3060
(850) 488-9675  SUNCOM 278- 9675
Fax Filing (850) 921-6847

wwwv. doah. state. fl.us
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Filed with the Clerk of the
D vision of Adm nistrative Hearings
this 28th day of January, 2008.

ENDNOTES

1/
Statutes are to the 2007 version.

2/

Unl ess otherw se indicated, references to the Florida

The FDA defines a reference listed drug (RLD) as “an approved

drug product to which new generic versions are conpared to show

that they are bioequivalent.”

8/ Section 465.0251, Florida Statutes,
June 1, 2001.

becane | aw effective

4 State v. Welch, 279 So. 2d 11 (Fla. 1973).
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