


J-N TH’E CIRCUIT COURT OF COOK COUNTY, ILLi’NOIS 
COUNTY DEPARTMENT, CHANCERY DMSION 

WINSTON LAE~ORATORIES, INC., ) 

Plaintiff, > 
> No. 02CH 07461 

UNITED STATES ADOPTED NAMES COUNCIL; ) 
DANIEL L. BCKfNG, PhD, in his representative > 
capacity; EVERETT FLANIGAN, PhD, in his > 
representative capacity; SOPHIA V. FUERST, ) 
in her representative capacity; WILLIAM M. > 
XEXLER, PhD, in his representative capacity; ) 
JOl?N E. KASIK, MC, PhD, in his representative ) 
capacity; and ALXCE YEAN MATUSZAK, PhD, 1 
in her representative capacity; AMERICAN 1 
MEDXXL ASSOCIATlON, UNITED STATES ) 
PHARMACOPEIA; and AMERICAN 1 
PHARMACEUTICAI, ASSOCIATION, > 

Defendants. > 

MEMOR.ANIXI?vI OPINION 

This matter coming before this court on a motion lo dismiss the complaint with prejudice 

pursuant to 735 1LCS s/2-615 and 619 filed by defendant, United States. Adopted Names Council 

(“US AN”), and collectively by all defendants, on the grounds that the claims of plaintiff, 

Winston Lclbomtories, Inc., (“Winston”) have no legal basis; that plaintiff cannot state a claim 

against defend.ants and aat the relief plainlifirequests is available, if at all, only from the United 

States Food and Drug Administration (“USFDA”). {See motion at 1). A response has been filed 

by plaintiff and a reply thereto having also been filed by defendants. 
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This court recogrnzes fi-on1 the complaint and submissions that each non-US- ’ 

defendant has been SLIEC! only in the capacity as a member, officer or sporrsor of USAN. (See 

compfaint at 3-l&17). 

A motion to dismiss filed under 735 JLCS 2-6 15 challenges the legal insufficiency of Ihe 

complaint whereas a motion filed under 735 XLCS Z-G1 9 raises legal defects or defenses that 

negate the plaintiffs canse of action completely, or refute crucial conclnsions of law or 

conclusions oimaterial fact that are unsupported by allegations ofspccific facts. Lawson v City 

of Chicano, 2713 Ill. App. 3d 628,634 (1996). Motions filed under either section admit a11 well- 

pleaded facts. Lawson, 278 111. App, 36 at 634. A conclusion oflaw or -Pact which is not 

supported by specific facrual allegations, howevcr, is not admitted. Nuccio v. Chicago 

- Commodities 1.x., 257 111. App. 3d 437,443 (lb! Dist. 1994); Talbeti v. Hotne Savings of 

_@nerica. F-A., 265 111. App. 3d 376,379 (ls’Dist. 1994). In ruling on tither motion, all 

pleadings and supporting docuxnents are construed in a Jighz most favorable to the normoving 

party, In Re Chkaao Flood Litipation, 176 111.2<1 179, 184 (I 997). Inkrnation contained in an 

exhibit attached to the complaint and incorporated therein controls over a contrary factual 

allegation in 1:he pleading. (See Smith v. Prime Cable of Chicafro, 276 111. App. 3d 843, 855 {l” 

Dist. 1995); see also Charles Hester Entemrises. Inc. v. Jllinois Founders Insurauce Co., 114 Tll. 

2d 278,287 (:19X0); Dunn v. Baltimore 62 Ohio R. Co., 114 Ill, 2d 350,372 (3989)). 

Defendantslmovants contend that there is no need to reference matters outside xhe 

pleadings as plaintif??s complaint, along with the exhibits, fails to state a cause of action under 

appiicablc law against the defendants. (See plaintiffs memorandum at 2; see also Storm & 

Assoc., Ltd. v Cuculich, 298 Ill. App. 3d 1040, 1047 (1$! Dist. 1998)). 
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PlainlZI’~Iiilcges it is a Delaware corporation engaged in the pharmaceutical business that 

conducts research a& arranges for ciinical .tcsting of various pharmaceutical products. {See 

complaint at 1). USKN is alleged to be a voluntary association that assigns nonproprietary drug 

names based upon its in house guiding principles. (Set complaint at 2,15). It is alleged that in 

the present case USAN adopted the nonproprietary name “zucapsaicin” in I993 for cis-S-m-ethyl- 

lu’-v;tnilly-6-none~~,anljdc in violation of its guiding principles, including that the drug name 

should be x&her confusing non misleading. (See complaint at 15, 16). 

The complaint cantains alIegations that the USFDA, a federal agency, cooperates wjth 

and is represonlcd on LEAN’s Council. that has been engaged in the assignment of 

nonproptierary drug names since January 1964. (See complaint at 5, 17). One.of the five 

members on USAN is from rhhe USFDA. (Set complaint at 5). 

The complaint alleges, among other things. that, in 1992, a company called GenDesm 

submitted an application to a& the defendant US!&? for ils opinion of Nfhat name should be 

@en to a particular drug, which is identified in the complaint as cis-8-m.:nthyl-N-uanillyl-6- 

nonenamide. (See complaint para. 26). CerDxrn initially submitted a rcqumt r’or the names of 

civamide or mcvamide, but that the name “‘ntcapsaicin” was eventually adopted for the drug. 

(See complaint at X,27; see ako exhibit 4 attached to complainI). According to the complaint, 

LJShN notified GenDerrn in November 24,1993, that the name ““zucnpsaicin” had been approved 

for cis-S-methyl-N-v;FIlilly-6 noncnamide and i.he name was then of?ictcialIy adopted by federal 

agencies, including the LJSFDA. (See complaint a~ 26-28). 

In 1994, after acquiring the rights 10 the drug called “zucapsaicin”, plaintiff, Winston, has 

decided that it wants the oficia1 name for the ckuy, to be changed. (See complaint at 25,48-46). 
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Winston no*’ proposes in its complaint a different name because the official name adopted in 

1993 is “potentially” confusing and misleading. {See complaint at 21, 26-27, 29). 

In July 1999, Winston wrote to WAN and requested that it change its opinion of the 

name and asked [haI U’SAN adopt a new name, “&amide”. (See complaint at 36-43, cxh.ibits 3- 

7 attached to complaint:). AfIer considering Winston’s demand, USpLhT reconfirmed ils earlier 

opinion in 1.993 that the xamc of the drug should be remain “zucapsaicin.” (See complaint al: 3% 

39, and ahibbit 4 attached thereto). In a letter of November 4, 1999, which iS attached as efibit 

4 to Ihe complaint, it is stared that the name “civamide” had not been adopted in July of 1993 

when GenDerm ari@naIly submitted jls application for a name of the compound. It is further 

stated in that letter that GerDenx agreed upon the name zucapsaicm, which is &e recommended 

nonpropriel‘y name for use in all WHO-member countries and is the FDA-recognized 

nonproprietary name for fiat drug. (See exhibit 6 and 8 to lhe complaint). It is also staled in the 

iet%x of November 4, 1999, and July Z&2000, which are attached CO the complaint, that 

zucaptsiacin was recommended by representatives of GenDerm who negotiated for the name 

Plaintiff alleges that USAN has suggested for plaintiff lo pursue a review of the matter 

with LlSMPs Review Board and that T.XXN’ has furnished plaintiff with z copy of the rules of 

procedure. (See complaint at 40-45,46, and exhibits 6 and 8 to the complaint). In tie letter of 

September 10,2001, s&ich is attached to the pkading, USAH indicated that reconsideration of 

the adoption of‘a name change was denied, a&et USAN claimed it had reviewed the historical 

background of evenis and rationale associated with the selection of the TMTIE “ZUC~~S~C~II”. 

P&tiff, Winston, has not pursued a review of the matter by USAN’s Review I%xd. 
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The co:mplaint asks in its prayer for relief that defendants be enjohed from continuing to 

USC the name zucapsaicin, or any other term containing the word’ caps&in, for cis-B-m,ethyl-N- 

vanillyl-6-nonenamide; that the defendants be required to adopt the name “civamide” or another 

name acceptable to Winston for cis-8-met&+N-vanillyl-6-nonenamide. 1~1 addition, plaintiff 

requests this coult to order that defendants be required to send an application for the new name to 

the World Health Organization Intematiollal MonproprieMy Name Commitlee. 

Dcfenclants argue in their motion and accompanying memorandum that pl.aintiff’s 

complaint should be dismissed because it fails lo state a legal ciaim fobr relief against USAN and 

because the subject maker of its claim is preempted by federal law. {See motion at l-2). It is also 

argued by defendants/movantts that the doctrine of la&s bars any claim because of the eight yeat 

period that has elapsed :;ince the name “xzapsacian” was adopted for the generic drug. 

i Defendants further contend in thex submissions that plaintiff’s claim of deceptive practices 
‘j __^ 

under the Illinois Deceptive Practices Act is barred because of: the applicable three year statute of 

limitations, specific facts have not been alleged to state a violation of the Act, in&ding any 

factual allegations that defendants seil, market or distribute the product, and because the naming 

of the drug is govemcd by federal regvlaiions of the USFDA and thus exempt. (See 815 ILCS 

Section 510/4(l)), see also memorandum at 13-15). 

__ Under the Federal Food, Drug and Cosmetic AcL (“Federal Drug Act”), the Secretary (of 

the U.S. Depariment o:f I-lea&h and Human Services) may designate an official name for any drug 

or device if it is determined that such action is necessary or desirable in the interest of usefulness 

and simplicity, (21 U.S.C.A. Section 358(a)). Any official name designated under the Federal 

Drug Act shal1 be the only official name of that drug used in any official compendium published 
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aftu such name has been prescribed. (See 21 U.S.C.A. Se&h 358(a)). IJnder the &de& Drug 

Act, the SCCE~~ (of the U.S. Department oFHeal& and Human Services) is directed to review 

and determine thal my official name is unduly complex or is not useful for anv other reason 

[emphasis added]. (See 21 U.S.C.A. Section 358(c)). However, if it is determined that the name 

so recommended is use;Ful, that name shall be the official name of such drug. &. Moreover, the 

Secretary is directed wbcn it deems to be necessary ur desirable to cause to be pubfished and 

publically distributed a list of all revised official names of drugs designated under Section 358 of 

the Federal Drug Act. (See 21 U.S.C.A. 358(c)). At the hearing on the motion, this court was 

referred to a rule issued by the USFDA on September 25, 1984. In that rule, the L&FDA 

purports to have reviewed the then existing list of official names designated by the agency and 

indicates that nonproptietary drug names Iisted in USAN and in USD Dictionary of Drug Names 

will serve as ‘“estrtblished names” under Section 502(e) of the Federal Drug ,4ct (27 U.S.C. 
, -_ 

352(e)) so that tie USFDA does not need to publish routinely as official names those names 

I&cd in the volume. (See the rule 49 FR 3X74-01). However, fslnguage in rhe rule I?.u-&er 

provides that the USFDA will continue to designate any- official, name5 for a drug because it finds 

the names listed in that volume to be unduly complex or not usefu’ul. The rule further states tidt 

because ‘*a liaison representative of USFDA sits on the USAN Council, the agency plays a more 

prominent ro,le in the establishment of names listed in the volume than it does in listing products 

in the eompe,ndia”. (See 49 FR 37574;OI at 2). By issuing the rule, the USFDA found that the 

ava&&jlity to the public of current information on acceptable “estabfished TXUTCI~S” of drugs Will - 

not be affcctzd. 



This court finds that the LJSFDA, a federal agency, is granted by statute the authority to 

provide “official namc[s)” to drugs. (See 21 LJ.S.C, Section 358 {a)). The federal agency has 

responsibility to rcvicw both previously assigned “official names” and those drugs without 

“official uames”in order to ensnsure that no drug bears an inappropriate name. (21 U.S.C.A. 

Section 358 (c)). If the USFDA has designated an “afficial name,” that name must be used on the 

drug label. (2 1 U.S.C. 332 (e)). Also, if the federal agency has designated an “offi& name” for 

a drug, then federal law requires that “‘official name” “ shall be the only &i&J name of that dmg 

. . . used in any official compendium published after such name has been prescribed” and “shall 

be the only official name of that drug . . , for any other pur~>ose of’ the Federal, Food, Drug, and 

Cosmetic Act. {See 21 U.S.C. para 358 (a)). 

The USFDA has promulgated regulations pursuant to its stztutory authority. (See 21 

C.F.R. para 299.4, et seq.). These regulations acknowledge the special expert&e of USA??, and 

that USAN negotiales with manufacturing firms in the selection of nonproprietary names for 

drugs, which the letters attached to the complaint irrdicate was d.one in July of 1993 wilh 

representatives of GenDcrm in arrjving at the name “zucapsaicin”. (See exhibrts 4,6,8 to the 

complaint; see also 21 C.F.R. Sec. 299.4(c)). There are insufficient iacts alleged to tier a 

connection between USAN’s opinion on the name ‘kucapascian” and t.be alleged harm to 

plaintiff which is referred to in the pleading. (See complaint at 28 and 29). The compl@nt does 

not allege that USAN’s opinion has a binding legal effect on the USFDA, but alleges generally 

that “once a name is adopted by USAN, it is also adopted by other agencies”- (See complaint al 

28, see also 21 C.F.R. Section 299.4(c),299.4(e)). Even if IJSAN considers changing its opinion 

of the name for the drug, the parties’ submissions indicate that the USFDA can stil1 act if it 
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determines that any such name change ,is unduly complex or not useful for any reason. It is 

evident from the submissions that the USFDA, as a federal agellcy, has.oversight over drug 

naming under federal regulations that jncludcs the involvement of USAN, an association, on 

which U%DA is represented as one of 5 members. The federal regulations also provide a 

procedure to Ihave the USFDA, a federal agency, review a matter involving drug naming. (See 21. 

C.F.R. Section 10.30 (2002)). A petition is submitted to requesx the Commission to take or 

refrain from taking administrative action and USFDA can determine whether an official or 

common name is “‘unduly complex or is no1 useful for any other reason”, or even that two or 

more drugs are identical in chemical structure, identical in pharmaceutical actions or are 

substantially identical in strength, quality and purity. (Set 21 C.F.R. Section 10.30), 

A request to name or rename a drug for official adoption by federal agencies is preempted 

by federal lace and USFDA regulatjons. (See 21 U.S.C.A. Section 35X,22 C.F.R. para. 
-._ 

2999.4(d); see also e,g, Verb v iMoiorola. Jnc.. et al., 284 111. App. 3d at 460,467 (1”’ Din. 1996) 

where the Court indicated the USFDA had excIusive preemption authority to issue heafth and 

safety standards in r~gulating.radiation-emil~ing electronic products even though the agency had 

sot set specific standards because the power to do so resides with the USFDA; see E&O SchifJ%er 

v. Motorala. :I& 297 Ill. App. 36 1099,1104-l 106 (7 $’ Dist. 1998) where the Court noted that 

Congress cm assert exclusive power either by explicit statutory hnguage or by regulating a 

matter in such detail lo leave no room for sWte involvement and where it is appropriate to 

approve unifkn national standards. 

This coti finds that the Depatiment of Health and Human Sm-uices through the USFDA 

has legitimate governmental interests as a federal agency with a particular expertise to be 
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responsible for determining the official names of drugs that reflect their chemical compositions 

under federal regulations and national standards. 

Plainliff further alleges in its complaint that USAN should comply with its in house 

principies, which are coniained in its guidelines, for issuing U.S. adopted names for drugs. As 

stated in the introduction to the guidelines being cited, “these principles take into Ecount 

practical considerations and logic in the choice of names . . . These guidelines arse and must be 

sufficiently flexible to tte revi.sed if this is considered to be described and/or necessary.” (See 

complaint at 15 1 I;; exhibit 2 page 1 lo appendix II, to th,e complaint). In view of rI2e general 

language used in the guidelines granting ‘USAX its discretion to apply practical considerations, 

Plaintiff is seeking this courl to order USAN to comply with its self-imposed principles, yet 

sufficient factual allegations have not been alleged to state a claim that a brca.ch of the guidelines 

occurred and harmed piaintiff. In addition, con~ary to the allegations in the complaint, the i 

letters, which are attached tn Ihe complaint, contain a purported basis asserted by USAN for the 

adoption of “zucapsaicin” as the nonproprio,tary name. (See exhibits 3,6 and 8 to the complaint). 

Tine fetfer of November 4, 1399 appears to explain that. there were negotiations with GenDerm’s 

reprcseutative in accordance with USCA’s procedures prior to adoption of the name 

“zucapsaicin” on November 24, 1993. According to the letter of November 4, 1999, the 

proposed name was trsnsmittcd to the WHO Internationaf Nonproprietary Name Committee for 

revi.ew and approval, which was secured p~srsuant to USAN’s rules of procedure. In the letter of 

July 26,2000, USAN rcIers to “zucapsaicin” as the FDA-recognized aonproptietary name for the 

compound which was adopted in 1993 after the approval was secured from GenDerm 

Corporation, the predecessor of plaintiff interested in naming the drug. The complaint does not 
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contain any allegations  ihat refute any of the aforesaid s tatements in the letter ~tich are 

incorporated in the pleading. To the extem tlxat plaintiff cnntinucs to c llalllenge USAN’s  refusal 

to change the name of the drug, LJSAN’s  letter advises  that pla&iIf can submit the matter to 

IJSAN’s  Review Board which lhe letter explains  was specifica lly  estabiblished to resoIvc 

nomenclature disptltcs between the USnT;T Coupcil and the manufacturer when normal 

procedures have f’ailed. (See exhibits  6 and 8 to complaint). 

Based upon the submis s ions , USAN’s  Review Board detemines the-merits of protests 

lodged agains t any adopted name, (See exhibit 9 lo complaint, Rules ofProcedure, Section l}. 

The ‘Board con&s of s ix  indiv iduals , inc luding a chairperson, (See Rules  of Procedure, Section 

1). The rules  provide for an oral hearing iircquesled. A decis ion of the chairman may be 

appealed to the entire Review Board, There are ntles  to prevent a men&w fi-om having a confIict 

of interes t. (See Rules  of Procedure, Section 3). The proceed~in~s may be transcribed and 
.,, 

s tatcmmk czn  be sulx x itted under oath. (See Rules  of Procedure Sections 8, 11). A 

detemkation will be made by the Board within a desigr,ated time frame. (See RI& of 

Procedure Section 22). Plairltiffxrould appear to he afforded an oppo,rttity  to pursue the matter 

with USAN even though any determination would be binding between plaintiff and USAN only . 

(See complaint at 46). 

Moreover, this  court is  not convinced that plaintiff alleges  sufficient fac ts  in COLKI~ 1 for 

tic  injunc tive relief it seeks,  particu larly  ‘to enjoin the use of fhc  offk ial name by persons that 

would inc lude federal agencies, ihaf according to the complaint, have adopted the name s ince 

1893. Suffic ient fac ts  arc not alleged that plaintiff fias  a right to have LJSAN change the offic ial 

name for the drug. It is  not contended that defer-dant USAN uses the narnc “zucapsaic in” in its  
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sale,  m a r k e tin g  o r  d is t r ibut ion o f th e  d r u g , o r  th a t U S  A N  is e n g a g i n g  in  c o n d u c t th a t h a r m s  

plaintiff.  P laintiff h a s  n o t a l e g e d  suff ic ient facts to  comp la in  th a t th e  n a m e  “zucapsa ic in” is 

m is lead ing  a n d  c o n fus ing  o r  th a t th e  dec is ion  n o t to  c h a n g e  th e  s a m e  creates  a  lega l  bas is  fo r  a  

c a u s e  o f ac t ion  a g a i .ns!. IJS A N , in  v iew o f U S A N ’s rev iew p rocess  a n d  th e  avai labi l i ty  o f poss ib le  

fede ra l  a d m i m s trat ive remed ies .  ( S e e  compla in t  P a r . 4 8 ,49) .  T h e  c o u n t a lso  lacks suff ic ient 

fac tua l  a Ile @ ions  to  add ress  th e  e l e m e n ts requ i red  fo r  in junct ive rel ief,  Sko ln ick  V . A lthc imer  8 t 

m , 1 9 1  1 1 1 .2 d  2 1 4  ( 2 0 0 0 > ; Hart Ie in v. Iho is  P o w e r  C o ., 1 5  I 1 1 1 . 2 d  1 4 2  (1992) .  A S  p o m te d  

o u t in  th e  m o v a n t’s submiss ions ,  m a n d a tory  in junct ive rel ief  is i ssued  on ly  wi th c a u tio n . P e o l > l > l e  

v. V a n  T ran  E lectr ic C o r n ., 1 5 2  Ill. A p p . 3r.i 175 ,  1 .83  ( S h  Dist 1 9 8 7 ) ; J o h n  D e e r e  C o . v. H imichs,  

3 6  1 1 1 . A p p . 3 6  2 5 5 ,2 6 9  ( IsL E s t. 1 9 7 2 ) . T h e  conc lusory  re fe rences  in  th e  c o m p l a .in t th a t th e  

n a m e  “zucapsa ic in”, wh ich  w a s  a p p r o v e d  in  th e  s u m m e r  o f 1 9 9 3  by  U S A N  a n d  a d o p te d  by  

fede ra l  agenc ies  i nc lud ing  th e  U S F D A , is “p o te n tia l ly” c o n fus ing  a n d  v io la tes U S A N ’s o w n  

po l ic ies  d o e s  n o t state a  G ~ U S C  o f ac t ion  fo r  th e  e q u i ta b l e  reIicf b e i n g  s o u g h t. [S e e  compla in t  a t 

2 1 ,2 9 ; s e e  a lso  M a d & n  v M e lrosc, 1 3 1 1 1 1 1 . A p p , 3 d  1 4 9 ; W i lson v I l l inois B e n e d i c tin e  Co l lege ,  

1 1 2  Ill. A p p , 3 d  9 3 8 ; $ko ln ick  v  A lthc imer  &  G rey, 1 9 1  Tfl. 2 6  2 1 4  (2000) ;  G le ichcr  v  

Univcrsi tv of Hea l th  S c i e n c e , 2 2 4  1 1 X . A p p . 3 d  7 7  (I 9 9 6 ) . 

P laintiff h a s  a lso  fa i l ed  to  a l l ege  suff ic ient facts to  c la im th a t d e fe n d a n ts v io la ted th e  

Tl l inois D e c e p tive T m tle  P ract ices A c t, 6  1 5  T L C S  5  1  U /2 ; (“I l l inois D e c e p tio n  A c t”). It is not  

a l l eged  wi th speci f ic  facts in  p a r a g r a p h  5 3  o f th e  compla in t  th e  bas is  fo r  ZI c la im o f a  v io la t ion o f 

th e  Iilino is  D e c e p tio n  A c t th a t d e fe n d a n ts a l leged ly  c o m m i tte d , th e  a l l eged  incorrect  

reprcscnta t ion o f th e  c o m p o u n d ’s compos i t i on  a n d  th e  h a r m  th a t d e fe n d a n ts a l leged ly  inf l icted 
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by violating a particui;u- provision of the Act. It is noteworthy the-t USAN is neither alleged to be 

a competitor of plaultiff, or a distributor, or supplier of the re1evnn.t drug. 

Moreover, a three-year stattutc of limitations applies to claims brought under the Illinois 

Deceplion Act. Elrsd v United Life and Act, Ins. Co., 624 F. Supp. 742, 744-745 (N.D. TIT. 

1985). The complailx alleges that the name was approved by defendam USAN on or about July 

20,1993, and according to the allegalions in the complaint , the name was, subsequently, 

adopled by federal agencic~, including by the LJSFDA, which is even repl-esented on USAN’s 

Council. Based upon the facts alleged, plaintiffs claim for any alleged improper designation of 

the mrmc in July of 1993 under the Illinois Deceptive Act would be barred under the three year 

time limitation under 735 TLCS 5/2-619 (a>(S). 

Tn addition, the TIlinois Deception Act aisd “does not apply to . . . conduct in compliance 

with the orders or rules of or a statute administered by a Federal, state, or local governmental 

agency.” 8 15 ILCS 5 10/4(L). Pursuant to its statutory authority, the USFDA requires that the 

name “zacapsaicin” be placed on drug labels in accordance with its rcgulaiions. In effect, 

plaintiff is iruiiircctfy seeking relief that directly involves the actions being taken and will be 

takx~ by the LJSFDA under its regulatory authority insofar as the drug’s name is concerned. 

This coufl is also not convinced from the akgations in the pleading that USAN has the 

ultimate authority to designate the “‘official names” of drugs or to change the names of drugs if 

the name is no longer useful, after the USFbA has designakd a name as an “official name”. 

IT IS HEWBY ORDERED, based upon the foregoing, defendants’ molion snd the 

parties’ submissions, that: 
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