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STATEMENT OF THE | SSUE

Whet her Rul es 64F-12. 006 and 64F-12.019, Florida
Adm ni strative Code, in whole or in part, constitute invalid
exerci ses of delegated |egislative authority?

PRELI M NARY STATEMENT

On January 5, 1999, Discovery Experinental and Devel opnent,
Inc., (Discovery) filed with the Division of Adm nistrative
Hearings a petition denom nated, "Petition for Rule Challenge."
The petition requested that three rules of the Departnent of
Heal th be declared invalid exercises of legislative authority.
The rules listed in the petition were Rul es 10D 45. 0545,
64F- 12. 006, and 64F-12.019, Florida Adm nistrative Code.

On the sane date, January 5, Janes T. Kinball filed a
petition by the sane denom nation. Just as D scovery's
petition, M. Kinball's petition requested that several rules of
the Departnent of Health be declared invalid. Unlike the
Di scovery petition, however, M. Kinball's petition did not seek
a declaration with regard to Rul e 64F-12.006. The petition was

limted to Rul es 10D 45. 0545 and 64F-12.019.



On January 6, 1999, a letter advising that two petitions
had been filed was sent by the Division of Adm nistrative
Hearings to the Bureau of Adm nistrative Code in the Departnent
of State. On the sane date, the Division assigned the two cases
(DOAH Case Nos. 99- 0005RX and 99-0006RX) to David M Mal oney,
Adm ni strative Law Judge.

Orders establishing prehearing procedures and notices of
hearing setting separately the final hearings in the two cases
were issued January 7, 1999. Follow ng orders to show cause why
t he cases shoul d not be consolidated, the cases were
consol i dated w t hout objection. The cases proceeded to hearing
on January 26, 1997.

In the interim the Departnent filed in each case notions
to dismss. The notions were denied. Together, the parties
filed a joint prehearing stipulation four days before final
hearing. |In the stipulation, the parties "agreed that, since
Rul e 10D-45.0545 is no longer in effect, the challenges to that
rule are noot."! Joint Exhibit No. 1.

At final hearing, no witnesses were called. The joint
exhibit was offered and admtted into evidence as well as three
exhibits of Discovery's, Discovery Exhibits No. 1 - 3, and four
of the Departnent's, Departnent's Exhibits No. 1 - 4. An
exhibit offered by Petitioner Kinball was marked as Kinball

Exhibit No. 1. The Departnment objected to the exhibit's



adm ssion into evidence. Before a ruling was entered on the
objection, M. Kinball withdrew the offer.

The transcript of the proceeding was filed on January 29,
1999. Petitioners D scovery and Kinball filed their proposed
final orders on February 9, 1999; the Departnent filed its
proposed final order on February 10, 1999. Al proposed final
orders were tinely filed.

FI NDI NGS OF FACT

a. The Chall enged Rul es

1. Following the parties' stipulation that the chall enges
by Petitioners to Rule 10D 45.0545 are noot, two rules remain in
this proceeding subject to challenge: Rules 64F-12. 006 and 64F-
12.019, Florida Adm nistrative Code. The parties further
stipulated that "[P]etitioners do not contest the rul emaking
procedures or requirenents, used or foll owed by the Departnent
in the adoption of the rules which are the subject of these rule
chal l enges.” Joint Exhibit No. 1, (c)(5), page 3.

i. Rule 64F-12.006; the Labeling Requirenments Rul e

2. Formerly nunbered Rule 10D 45.39 and | ater 10D 45. 039,
Rul e 64F-12.006, (the "Labeling Requirenents Rule") was anended
by a substantial rewording on June 11, 1996. The anmendnent t ook
effect July 1, 1996 (when it was nunbered 10D 45.039). It has

not been anended since although it has been renunbered as Rule



64F-12. 006. The part of Rule 64F-12.006, Florida Adm nistrative
Code, chall enged by D scovery, provides:

(1) The departnent hereby adopts and

i ncorporates by reference the | abeling

requi renents for prescription drugs and
over-the-counter drugs as set forth in the
federal act at 21 U.S.C. ss. 301 et seq. and
in Title 21 Code of Federal Regul ations
Parts 1-1299.

Specific Authority 499.05 FS.
Law | npl enent ed 499. 007, 499. 0122, 499. 013 FS
Hi story--New 1-1-77, Anended 12-12-82,

7-8-84, Fornerly 10D 45. 39, Anmended 11-26-
86, 7-1-96, Fornerly 10D 45. 039.

ii. Rule 64F-12.019; the "l nspection Rul e"

3. Formerly nunbered Rule 10D 45.545 and later as Rule
10D 45. 0545, Rul e 64F-12.019, Florida Adm nistrative Code, (the
"I nspection Rule") was | ast amended when still nunbered 10D
45. 0545. The anendnent was by a substantial rewording on
June 11, 1996; it becane effective twenty days later, July 1,
1996. It has not been anended since, but it has been renunbered
wth its present nunber. It provides:

| nspections, Investigations, Mnitoring.
(1) Inspections and investigations are
conducted to determ ne conpliance with the
provi si ons of Chapter 499, Chapter 893,
and fh?é’rule chapter and may i ncl ude:

(a) entry at reasonable tinmes or during

nor mal business hours to any property,
bui | di ng, establishnent, or vehicle;



(b) inspection of furniture and equi pnent,

finished or unfinished nmaterials,
cont ai ners,

| abel s, | abeling, products, supplies,
spaces,

records, files, papers, processes, controls,

and facilities;

(c) review and copying of all records

i ncl udi ng receiving docunents, shipping
docunents, purchase orders, purchase

requi sitions, invoices, paid receipts,
contracts, checks, deposits, and credits or
debits in any form what soever;

(d) surveillance of procedures;
(e) collection of facts and information;

(f) questioning of persons who may have
information relating to the inspection or
i nvestigation and taking sworn statenents
fromthese persons;

(g) sanpling of products, materials,
docunents, literature, |abels, or other
evi dence;

(h) photographing materials, physical plant,
articles or products;

(1) observations and identification of:

1. drugs, devices or cosnetics consisting
wholly or in part of filthy, putrid or
deconposed subst ances;

2. undesirable conditions or practices
bearing on filth, contam nation, or
deconposition which may result in the drug,
device or cosnetic becom ng adulterated or
m sbr anded;

3. unsanitary conditions or practices which
may render a drug, device or cosnetic
injurious to health;



4. faulty manufacturing, processing,
packagi ng, or hol ding of drugs, devices or
cosnetics as related to current good

manuf acturing practices including i nadequate
or inaccurate recordkeeping;

5. deviations fromrecomended processing,
storage or tenperature requirenents;

6. deviations of |abel and | abeling
requirenents;

7. any other action to determ ne conpliance
wi th Chapters 499 and 893, F.S., and this
rul e chapter.

(j) taking of evidence; and

(k) renoving potentially m sbranded or

adul terated drugs, devices, or cosnetics
from

comrerce or public access.

(2) Inspections and investigations may be

announced or unannounced at the discretion
of

t he departnent.

(3) The departnent shall take reasonable

steps to assure that a sanpled product is
not

reintroduced into commerce if it is or has

become adul terated or m sbranded.

Specific Authority 499.05 FS. Law

| npl enented Ch. 499, Parts |, |1, and Il
FS.

Hi story--New 7-8-84, Fornerly 10D 45. 545,
Amended 11-26-86, 7-1-96, Fornerly
10D 45. 0545.

b. The Parties

4. Discovery (Petitioner in Case No. 99-0005RX) is a drug

manuf act ur er. Its business establishment is |ocated in Pasco



County at 29949 State Road 54 West, Wesley Chapel, Florida. As
a drug manufacturer, Discovery is regul ated by Chapter 499,
Fl orida Stat utes.

5. Janmes T. Kinball (Petitioner in Case NO 99-0006RX) is
a private citizen of the State of Florida and the President of
Di scovery. He resides at 6036 Country Club Road, Wesley Chapel,
Fl ori da 33544.

6. The Departnent of Health is the agency of the State of

Florida responsible, inter alia, to "adm nister and enforce

[Part | of Chapter 499]," Section 499.004, Florida Statutes, the
"Florida Drug and Cosnetic Act." These duties are prescribed
for the Department in order "to prevent fraud, adulteration,

m sbrandi ng, or false advertising in the preparation,

manuf acture, repackagi ng, or distribution of drugs . . ." Id.
Pursuant to power conferred on the Departnent's predecessor, the
Department of Health and Rehabilitative Services (power to which
t he Departnent succeeded), the chall enged rul es were adopted

originally as part of Rule Chapter 10D 45.

c. Warrantl ess Searches

7. On May 12, 1993, agents of the Departnent of Health
conducted inspections without warrants at both D scovery's

busi ness establi shnent and the residence of M. Kinball.



8. On July 13, 1994, agents of the Departnent of Health
conducted an inspection wthout a warrant at D scovery's
busi ness establi shnent.

9. A nunber of itens were seized by the agents during the
second search of Discovery's business establishnent.

d. Filings with the Departnent of State

10. On June 11, 1996, the Departnent of Health and
Rehabilitative Services filed with the Departnent of State a
docunent denom nated, "CERTIFI CATI ON OF MATERI ALS | NCORPORATED
BY REFERENCE I N RULES FI LED W TH THE DEPARTMENT OF STATE."
Department Exhibit No. 3. [Included within an attachnent of "a
true and conplete copy of nmaterials incorporated by reference
into Rul e Chapter 10D 45, Florida Adm nistrative Code .

id., were "21 U.S.C. ss. 301 et. seq. and federal regulations
promul gated thereunder in Title 21 Code of Federal Regul ations
(CFR) referenced in Rule[] . . . 10D-45.039(1) . . ." 1d.

11. The filing was confirmed on January 21, 1999, when the
Secretary of State certified "that the Food and Drug and
Eur opean Uni on Pharmaceutical Libraries (96-02) conpact disc,
containing 21 U S. C. ss. 301 et. seq. and federal regulations
promul gated thereunder in Title 21 Code of Federal Regul ations,
was incorporated by reference in rule Chapter 10D 45, Florida

Adm ni strative Code, rules and regul ati ons of the Departnent of

Heal th and Rehabilitative Services, which was filed on June 11



1996, as shown by the records of this office."” Departnent
Exhi bit No. 4.

CONCLUSI ONS OF LAW

e. Jurisdiction

12. The Division of Adm nistrative Hearings has
jurisdiction over the parties and the subject matter of these
consol i dated cases (challenges to existing rules). Section
120. 56, Florida Statutes.

f. Standing

13. The parties stipulated to the standing of Discovery.

14. As to M. Kinball, the Departnent contends that he has
failed to prove standing and therefore, that his petition should
be di sm ssed.

15. M. Kinball, in turn, relies on both the inspection of
his residence in 1993 and his status as corporate president of
D scovery, a drug manufacturer, to support standing.

16. The record is not favored with a copy of the rule (the
"prior inspection rule") under which the Departnent conducted
i nspections authorized by Chapter 499 at the tinme of the
i nspection of M. Kinball's residence in 1993. No proof was
offered by M. Kinball of the nexus between either the prior
i nspection rule or the existing rule and the inspection of his
residence in 1993. The departnent’'s inspection nore than five

years ago of his residence, noreover, when another, however



simlar, rule was in existence does not denonstrate that he is
affected today, or in the future, by the challenged rule.

17. Furthernore, M. Kinball neither alleged nor proved
that he is a drug manufacturer or that he cones within the anbit
of interests regulated either by the Florida Drug and Cosnetic
Act, Part | of Chapter 499, Florida Statutes, or the inspection
rul e adopted by the Departnent under the Act.

18. Any reliance on his status as a corporate officer to
establish standing is subsuned under the standing of the
corporation to seek admnistrative relief in the formof a
declaration of the invalidity of the chall enged rul es.

19. In short, M. Kinball did not provide proof at hearing
to establish that he is substantially affected by the rules he
chal l enges. The petition in Case No. 99-0006RX shoul d be
di sm ssed.

h. The Labeling Requirenents Rule

20. The issues raised by Discovery with regard to the
Labeling Requirenments Rule are set out in the Joint Prehearing
Stipul ation:

Whet her the docunents filed with the
Departnent of State, in connection with Rule
64F- 12. 006, are sufficient to conply with
[s.] 120.54(1)(i) and (6)(e), Fla. Stat.

Joint Exhibit No. 1, p. 4.



21. The portions of Section 120.54, Florida Statues, the
application of which are at issue, state:

(1) GENERAL PROVI SI ONS APPLI CABLE TO ALL
RULES OTHER THAN EMERGENCY RULES. - -

* * %

(1) Arule may incorporate material by
reference but only as the material exists on
the date the rule is adopted. For purposes
of the rule, changes in the material are not
effective unless the rule is anended to

i ncorporate the changes. No rule nay be
anended by reference only. Anendnents nust

set out the amended rule in full in the sane
manner as required by the State Constitution
for | aws.

* * %

(6) ADOPTI ON OF FEDERAL STANDARDS. - -

* * %

(e) \enever all or part of any rule
proposed for adoption by the agency is
substantively identical to a regulation
adopt ed pursuant to federal |aw, such rule
shall be witten in a manner so that the
rule specifically references the regul ation
whenever possi bl e.

22. Discovery's argunent with regard to application of
Section 120.54(1)(i), Florida Statutes, is that the Labeling
Requi renents Rule does not by its termspecify the date the rule
was adopted or whether the material incorporated therein by
reference existed on the date the rule was adopted. Further,

D scovery argues, the rule does not by its terns identify with



specificity the Federal regulations that are intended to be
i ncorporated by reference therein.

23. Wth regard to the latter argunent, the rule quite
clearly identifies the material to be incorporated by reference:
"the labeling requirenents for prescription drugs and over-the-
counter drugs as set forth in the federal act at 21 U S.C ss.
301 et seq. and in Title 21 Code of Federal Regul ations Part 1-
1299." It is true that the rule does not cull out fromthe
portions of the federal act and the code of federal regulations
identified the specific parts that relate to | abeling
requi renents. Wthout doubt, there are provisions of the
portions of the federal act and federal regulatory code cited in
the rule that do not relate to labeling. But there is no
requirenment in Section 120.54(6)(e) for the specificity
Di scovery denands. The statute requires only that the rule be
witten in a manner so that it "specifically references the

[ adopt ed federal] regul ati on whenever possible."” (enphasis

supplied) The reference in the rule to "22 U S. C. ss. 301 et.
seq. and in Title 21 Code of Federal Regulations Part 1-1299" is
adequate for any reader of the rule in need of finding the

| abeling requirenents in federal regulatory Iaw. These
references, noreover, neet the requirenent of the statute that
the federal regulation be specifically referenced "whenever

possible.”™ 1In short, while the references to federal



regul ations in the rule could be nore specific, they are
speci fic enough.

24. Subsection (6) of Section 120.54, Florida Statutes,
applies only to rules adopted "in pursuance of state
i npl enent ati on, operation, or enforcenment of federal prograns.”
Therefore, the Departnment argues, paragraph (e) of Subsection
(6), has no applicability here since, on its face, it inplenents
provi sions of state [aw found in Chapter 499 of the Florida
Statutes, not any federal program |ndeed, Discovery did not
prove that the rule was adopted "in the pursuance of state
i npl enent ati on, operation, or enforcenment of federal prograns.”
As the Departnment asserts, the rule, on its face, appears to
i npl enent provisions of state |law, nanely, the Florida Drug and
Cosnetic Act. In the inplenentation of that Act, the Departnent
has adopted certain federal standards as the Departnent's
standards. But there has been no showi ng that the Departnent is
attenpting to enforce those standards as part of a federal
pr ogr am

25. As for the first argunment made by Di scovery, the
hi story portion of the rule shows that it was anended July 1,
1996. This date is the effective date of the amendnents filed
on June 11, 1996. On the latter date, the Secretary of State
received a certification of materials incorporated by reference

inrules filed wwth the departnent of state. Anong the materi al



so incorporated were "21 U S.C. ss. 301 et. seq. and federal
regul ati ons promul gated thereunder in Title 21 Code of Federal
Regul ations (CFR) referenced in Rule[] . . . 10D-45.039(1) and
(2) [the predecessor to Rule 64F-12.006]." The materials filed
with the Departnent of State have not been shown by Di scovery to
be anything other than material as it existed on the date the
rul e was adopt ed.

26. There has been no proof offered by D scovery that the
rule violates in any way the requirenents of Section
120.54(1)(i1), Florida Statutes.

27. In sum the labeling requirenments rule has not been
shown to violate either paragraphs (1)(i) or (6)(e) of Section
120.54, Florida Statutes.

i. The Inspection Rule

28. Rule 64F-12.019, Florida Adm nistrative Code, provides
for inspections and investigations by the departnment to
determ ne conpliance with both Chapter 499, Florida Statutes,
(and the rules which inplenment Chapter 499) and Chapter 893,
Florida Statutes, the "Florida Conprehensive Drug Abuse
Prevention and Control Act." The rule inplenents all provisions
of Chapter 499, Florida Statutes.

29. Inspections conducted under the rule may be "announced
or unannounced at the discretion of the departnent.” Rule 64F-

12.019(2), Florida Admnistrative Code. Significantly, the rule



does not require a warrant or probable cause that neets Fourth
Amendnent " probabl e cause"” standards for an inspection to be
conducted. In fact, the rule does not contain any |anguage that
hints at the inplication of Fourth Anmendnent rights.

30. Discussion of the Fourth Armendnent's relationship to
adm nistrative rules authorizing warrantl ess regul atory
i nspections or searches occurred recently in appellate review of
a final order declaring such a rule of the D vision of Pari-
Mut uel Wagering to be an invalid exercise of del egated

| egi slative authority. |In Departnment of Professional Regul ation

v. Cal der Race Course, Inc., et al., 23 Fla. L. Wekly D1795,

1st DCA, Op. filed July 29, 1998, the First District Court of
Appeal observed that the United State Suprene Court,

has recogni zed exceptions to the general
rule that warrantl ess inspections are
unconstitutional as violative of the Fourth
Amendnent in cases such as Col onnade
Catering Corp. v. United States [citations
ommtted] (liquor dealer); United States v.
Biswell [citations ommtted] (gun dealer),
and Donovan v. Dewey [citations omm tted]
(stone quarry). The reason these exceptions
have been all owed invol ves the nature of the
busi ness regulated. As the Court pointed
out in Marshall v. Barlows, Inc.,
[citations ommitted]:

Certain industries have such a history of
government oversight that no reasonable
expectation of privacy could exist for a
proprietor over the stock of such an
enterprise. Liquor (Colonnade) and firearns
(Biswell) are industries of this type; when
an entrepreneur enbarks upon such a



busi ness, he has voluntarily chosen to
subject hinself to a full arsenal of
governnment al regul ation.

| ndustries such as these fall within the
"certain carefully defined classes of case,"
referenced in Camara [387 U. S.] at 528, 87
S.C. at 1731. The el enent that

di stingui shes these enterprises from
ordinary business is along tradition of

cl ose governnent supervision, of which any
person who chooses to enter such a business
must al ready be aware.

Cal der Race Course, above, at D1796. The pharnaceuti cal

industry is such an industry. It has a long history of

pervasi ve supervision and inspection. United States v.

Janm eson- McKanes Pharnmaceuticals, Inc., 651 F. 2d 532, 537-38

(8th Gr. 1981); cert. den., 455 U. S. 1016 (1982).

31. The rule authorizing warrantl ess inspection in the
pari-nmutuel i1ndustry had withstood a rule challenge prior to the
Cal der deci sion because the rule was determ ned to be reasonably
related to its enabling legislation and found to be not
arbitrary or capricious. But the rule was declared invalid in
t he wake of the 1996 anendnents to the Adm nistrative Procedure
Act because it was not supported by "a specific |law to be
i npl enented.” Section 120.52(8), Florida Statutes. This is not
t he ground advanced by Discovery in making its case against the
| nspection Rul e.

32. Instead, Discovery argues, in essence, that the rule

is "vague, fails to establish adequate standards for agency



deci sions, or vests unbridled discretion in the agency,"” one of
the definitions for "invalid exercise of delegated |egislative
authority," found in Section 120.52(8), Florida Statutes.

33. In making its argunent, D scovery draws conpari son
bet ween the | anguage of the current inspection rule and its
predecessor Rul e 10D 45. 0545, Florida Adm nistrative Code. The
predecessor rule had been found to place reasonable limts upon
the discretion of the Departnent's inspectors in Arthritis

Medi cal Center v. State of Florida, Departnent of Health and

Rehabilitative Services, an unreported opinion, Case No. 87-

6078-CIV (US District Court, So. Dist. Fla., August 22, 1988),

rev. den. 473 F.2d 209 (11th Cr. 1989).

34. Discovery points out that the |anguage of 10D 45. 0545

in effect at the time of Arthritis Medical Center was definitive

So as to give guidance to the neaning of certain terns used in
the Rule. By way of exanple, Discovery points to | anguage in
the rule as it existed at the tine of the federal district court
deci sion which nodifies the word "records" so as to define with
preci sion the records subject to inspection: "'all records and

other information required by Chapter 499 and the rul es

pronul gat ed t hereunder available to the inspecting officer.”

(Emphasi s supplied.) D scovery's Proposed Final Order, p. 8.
35. The precision with which the term"records" was

described in the former rule underscores, for D scovery, the



vagueness of a nunber of terns used in the current |nspection
Rule. These terns are "records,"” "property," "building,"
"space" and "docunent."

36. As Discovery points out, none of the terns used in the
I nspection Rule and listed in paragraph 35, above, are defined
in the Inspection Rule, itself, in provisions of Chapter 499,
Florida Statutes, or in any of the rules pronul gated for the
pur pose of inplenenting Chapter 499.

37. Discovery offered into evidence definitions of these
same trnms from Wbster's New Wrld Dictionary, Third Coll ege
Edition. Anong the definitions for the noun, "record," are the
fol | ow ng:

2/a) anything that is witten down and
preserved as evidence; account of events; b)
anyt hing that serves as evidence of an
event, etc.; c) an official witten report
of public proceedings, as in a |egislature
or court of law, preserved for future
reference; 3/ anything that witten evidence
IS put on or in, as a register or nonunent;
4/ a) the known or recorded facts about
anyone or anything, as about one's career;

D scovery Exhibit No. 2., p. 1122. As D scovery points out,

this definition, "anything that is witten down and preserved as

evi dence; account of events; . . . anything that serves as

evi dence of an event, etc." (enphasis supplied) is sweepingly

broad. Commonly understood definitions of the other terns of



whi ch Di scovery conplains are |ikew se vast in scope and
i ndi scrimnately broad:
building . . . n. 1. anything that is built
with walls and a roof, as in a house,
factory, etc.; structure.
id., at 183 (enphasis supplied);
space . . . n. . . . 2 a) the distance,
expanse, or area between, over, within, etc.

things b) area or roomsufficient for or
allotted to sonething [a parking space]

id., at 1284.

38. The Departnment counters Discovery's argunent of
vagueness and overbreadth with the assertion that in the
argunent, "the challenged terns are taken conpletely out of

context." Departnent's Proposed Final Oder, p. 11.

39. The Departnent points to the | anguage of section (1)
of the Inspection Rule which declares the subject of what
follows to concern inspections and investigations which the

Depart ment conducts for determ ning conpliance with
Chapter 499 and 893, Florida Statutes." Since those statutes
relate only to the regulation of drug, devices, cosnetics, ether
and control |l ed substances, the Departnent concludes, "it is
patently absurd to argue that the chall enged terns exceed what
these statutes require to docunent conpliance." |d.

40. As the Departnent argues, the terns "records" and

"docunent s" necessarily, of course, include:



that which is required under good

manuf acturing practice regulations. Section
499. 013, F.S. requires such conpliance, and
Rul e 64F-12.001(2)(r), F.A. C. defines "State
Current Good Manufacturing Practises"” to

i ncorporate federal regulations on this
subject. The records required of a
prescription drug whol esal e distributor are
set forth in section 499.0121(6), F.S., and
Rul e 64F-12.012, F.A . C., as to sales by the
manuf acturer of its prescription drugs.

41. The terns "buildings" and "property" and "spaces" used
in the rule do not exceed del egated | egislative authority, the
Departnent's argunent goes, because Section 499.003, Florida
Statutes, and Section 499.051, Florida Statutes, only reference
the inspection of an "establishnment,"” so that these terns as
used in the rule are limted by the statute to buildi ngs and
property that constitute an establishnment and spaces within an
est abl i shnment .

42. I ndeed, Section 499.003(12) defines "establishnent,"”
as "a place of business at one general physical |ocation."”
Section 499. 005 decl ares anpbng those acts it is unlawful to
perform

The refusal:

(a) To allow the departnment to enter or
i nspect an establishnent in which drugs,
devices, or cosnetics are nmanufactured,

processed, repackaged, sold, brokered, or
hel d;




(b) To allow inspection of any record of
t hat establi shnent;

Section 499.005(6), Florida Statutes (enphasis supplied) And
Section 499.051, Florida Statues, containing the provisions
whi ch aut horize warrantl ess inspections within the drug

manuf acturing industry provides, in pertinent part:

(1) The agents of the Departnment of Health
and of the Departnent of Law

Enf orcenent, after they present proper

identification, may inspect, nonitor, and

i nvestigate any establishnent permtted

pursuant to [ Chapter 499] during business

hours for the purpose of enforcing . .

chapter [499], 465, 501 and 893, and the

rules of the departnent that protect public

heal th, safety and wel fare.

(2) In addition to the authority set forth
in subsection (1), the departnent and any
duly designated officer or enployee of the
departnment may enter and inspect any ot her
establishnment for the purpose of determ ning
conpliance wwth the [l aw].

(enphasi s supplied)

43. The Departnent's argunent overl ooks that not only does
the rule not define the ternms Di scovery sees as objectionabl e
but it lists sonme of those terns in a group of terns that
i ncludes "establishnment” as if "property"” and "building" were
physi cal areas that go beyond the term "establishnent."
Accentuating that point is the rule's use of the term"any" as a
nodi fier:

(1) Inspections and investigations . . . may
i ncl ude:



(a) entry at reasonable tinme or during
nor mal business hours to any property,
bui | di ng, establishnment, or vehicle;

Rul e 64F-12.019, Florida Adm nistrative Code.
44, \Were the Departnent's argunent correct, so long as a
rule cited to the statutes it inplements (which all rules nust
do), it would never be invalid on one of the very bases for
invalidity found in the definition of "invalid exercise of
del egated |l egislative authority,” in Section 120.52(8), Florida
St at ut es:
[t]he rule enlarges, nodifies, or
contravenes the specific provisions of |aw
i npl enented, citation to which is required
by s. 120.54(3)(a)l.;

Section 120.52(8)(c), Florida Statutes.

45. Conparison of the rule and the statute is decisive.
The rul e does not circunscribe the terms at all. In contrast,
the statute makes clear that inspections are [imted to
"establishnents"” as defined in Chapter 499. The rule would
all ow i nspection of hones, that is, the rule authorizes
warrantl ess i nspections of places not historically subject to
pervasi ve governnental oversight. |In other words, the rule
aut hori zes warrantl ess searches of places where reasonabl e

expectations of privacy do exist, places guaranteed protection

from unreasonabl e searches by the Fourth Amendnent. There is no



readi ng of Chapter 499, Florida Statutes, by which one could
determine that this is what the |egislature intended.

46. Discovery's challenge to the Inspection Rule fails in
one way. The terns conplained of are not vague. Quite to the
contrary, Discovery has offered into evidence comon dictionary
definitions of the terns that are strikingly clear.

47. But Di scovery has otherw se soundly based its
chal I enge on one of the bases for determning a rule to be
"invalid exercise," paragraph (d) of Section 120.52(8), Florida
Statutes. The problemwith the terns is that wwthin the rule
they are not confined in the way the statute demands. The
difficulty wwth the terns i s shown under the exanple of contrast
drawn by Di scovery between "records required by Chapter 499 and
the rules promul gated thereunder,"” and sinply "records" with no
delineation as to what "records"” under the current rule are
meant. \What nust be neant, then, under the plain wording of the
rule is "all" records, whether they relate to or are required by
Chapter 499 and its rules or not. The sane is true for the
other terms, "any building" and "any property.” Thus, in acting
under the rule, agents of the Departnent do not have "adequate
standards for agency decisions [that is, the decision of where
and what to subject to an unannounced warrantl| ess search]."”
Under the plain wording of the Inspection Rule, they are free to

search any buil ding, any property and all records, no matter



whet her or not inside an establishnment permtted under Chapter
499 or inside a place of business in one general |ocation as

aut hori zed by Section 499.051(2) and as defined in Section
499.003(12), Florida Statutes. At the sane tinme, the breadth to
which these terns are plainly used in the rule, in contravention
of the statute inplenented, and therefore, the rule, itself,
"vests unbridled discretion in the agency." Section
120.52(8)(d), Florida Statutes.

48. At bottom the statute not only circunmscribes when
such searches may take place but also the "where and of what"
the searches may take place pursuant to Chapter 499. The rule
by using the undefined and unrestrained ternms of "property,"
"bui l ding," "spaces," and "records" does not.

49. The Inspection Rule is an invalid exercise of
del egated | egislative authority.

ORDER

Based on the foregoing, it is, hereby, ORDERED that:

1. Rule 64F-12.006, Florida Adm nistrative Code, is not
determ ned to be invalid.

2. Rule 64F-12.019, Florida Adm nistrative Code, is
determined to be an invalid exercise of |egislative authority
because it fails to establish adequate standards for decisions
with regard to inspections by the Departnent and vests unbridl ed

di scretion in the Departnent.



3. Jurisdiction is reserved to determ ne any appropriate
award of reasonable costs and attorney's fees pursuant to
Section 120.595(3), Florida Statutes.

DONE AND ORDERED t his 22nd day of February, 1999, in

Tal | ahassee, Leon County, Florida.

DAVID M NALONEY

Adm ni strative Law Judge

Di vision of Adm nistrative Hearings
The DeSot o Buil di ng

1230 Apal achee Par kway

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

www., doah. state. fl. us

Filed with the Cerk of the
Di vision of Adm nistrative Hearings
this 22nd day of February, 1999.

ENDNOTE

! The challenge is not merely moot. That the rule is no | onger
in existence deprives the division of jurisdiction under Section
120. 56, Florida Statutes:

CHALLENG NG EXI STI NG RULES' SPECI AL
PROVI SI ONS. - -

(a) A substantially affected person may
seek an adm nistrative determ nation of the
invalidity of an existing rule at any tine
during the existence of the rule.

COPI ES FURNI SHED

James T. Kinball, pro se
29949 State Road 54, West
Wesl ey Chapel, Florida 33543



R Elliott Dunn, Jr., Attorney
29949 State Road 54, West
Wesl ey Chapel, Florida 33543

Robert P. Daniti, Attorney
Angel a Hal |, Attorney

St eve Foxwel |, Attorney
Department of Health
Bin A02

2020 Capital G rcle, Southeast
Tal | ahassee, Florida 32399-1703

Carroll Wbb, Executive Director

Joint Admi nistrative Procedures Conmttee
Hol | and Bui | di ng, Room 120

Tal | ahassee, Florida 32399-1300

Li z d oud, Chief

Bureau of Adm ni strative Code
The Elliott Building

Tal | ahassee, Florida 32399-0250

Angela T. Hall, Agency derk
Departnent of Health

Bin A02

2020 Capital G rcle, Southeast
Tal | ahassee, Florida 32399-1703

Pet e Peterson, General Counse
Departnent of Health

Bin AO02

2020 Capital G rcle, Southeast
Tal | ahassee, Florida 32399-1703

Dr. Janes Howel |, Secretary
Departnent of Health
Bi n AOO

2020 Capital G rcle, Southeast
Tal | ahassee, Florida 32399-0703



NOTI CE OF RIGHT TO JUDI Cl AL REVI EW

A party who is adversely affected by this Final Oder is
entitled to judicial review pursuant to Section 120.68, Florida
Statutes. Review proceedi ngs are governed by the Florida rules
of Appell ate Procedure. Such proceedi ngs are comrenced by
filing one copy of a notice of appeal wth the Cerk of the

Di vision of Adm nistrative Hearings and a second copy,
acconpanied by filing fees prescribed by law, with the D strict
Court of Appeal, First District, or with the District Court of
Appeal in the Appellate District where the party resides. The
noti ce of appeal nust be filed within 30 days of rendition of
the order to be reviewed.



