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Dear FDA: 

Please file the enclosed letter in the docket referenced above. Thank you for your attention to 
this matter. 

Arthur Y. Tsien 

AYT:jdc 
Enclosure 

CNP- 04% cs 



GILBERT’S 

Via Facsimile 

Mr. Daniel Troy 
Office of Chief Counsel 
U.S. Food and Drug Administration 
5600 Fishers Lane 
Rockvi Ile, Maryland 20857 
U.S,A. 

Clear Mr. Troy: 

Re: April 8, 2002, Article “FDA discontinued label guidance on hold; is 
generic Tramadoi frozen too? from The PM Sheet, April 8, 2002 

Docket OOD-1537: Draft’ Guidance for Industry on Referencing 
Discontinued Labeling for Listed Drugs in Abbreviated New Drug 
Submissions 

Docket CUP-0495: Apotex Corp. Citizen Petition te Ultram (tramadol) 

We have reviewed the April 8, 2002, article in the Pink Sheet where it is 
stated “FDA has stopped work on a guidance which would permit genetics to 
reference discontitrued labeling after the Office of Chief Counsel raised objections 
about the draft document. The general counseI’s office is understood to have raised 
concerns regarding the statutory authority for the guidance”. 

We attach a copy of an opinion from Professor David Bedermar? of the Emory 
University School of Law, which addresses the statutory authority for the draft 
Guidance. 
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We would be pleased to discuss this matter with you or provide you with 
further information. Please do not hesitate to contact me. 

-JG:nt 
Encl. 

CC; Elizabeth Dickinson 
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April 23,2002 

Tim Gilbert, Esq. 
Gilbert’s 
The Flatiron Building 
49 Wellington Street East 
Toronto, Ontario M5E 1, C9 
CANADA 

Re: Expert Opinion on Statutory Authorization for 
Tawe Out” of I.ndWion$ or other Labeling Information 
Protected bv Patent or Ex,c.l;usivity 

Dear Tim: 

You have requested my expert opinion as to the statutory basis, under the relevant 
provisions of 22 WK. 9 355, for the US. Food and Drug Administration (“FDA”) to permit 
generic drug manufacturers to obtain, tiotrgh Abbreviated New Drug Applications (“ANDGs”}, 
approval of products seeking fewer indications than were approved for the pitmeer drug, or using 
diffesnt lhbels than a brand product in cases where sections of the brand labeling are stiS1 covered 
by patent or exclusivity I conclude in this letter opinion that the IF’DA bas ample statutory 
authority to make su& approvals, 

I am qualified to render this opinion by virtue of my academic and professional experience, 
and my full Curriculum Vitae is attached. Briefly, I have ‘written numerous books and articles OQ 
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questions of statutory interpretation and agency action, have instruct& law students OR these 
subjects for many years, md have litigated many cases (including a number in the US, Supreme 
Court) on these questioos. 

For the purposes of rendering this opinion, you have provided for my review the fol.loting 
statutory and administrative materials: (1) 21 U.S.C. 9 355; (2) 21 CPR. $5 31.4.94 & 3 X4.1 27; 
(3) the Draft Guidance for Industry on Referencing Discontinued I.,abeling for J&isted Drugs in 
Abbreviated New Drug Applications, HI-JS#DA/CDER (October 2000) (hereina!& WDrafit 
Guidance”); and (4) the submissions made by the Generic Pharmaceutical Association {GPhA) 
and Pharmaceutical Research and Manufacturers orf &nerica (PhJW?A) for the FDA Sympo$ium 
on the Hatch-Waxman Act in January 2002. I have supplemented these items v&h the fruits of 
my own research. 

This opinion proceeds by (1) examining the reievant statutory provisions and the manner 
in which they have been implemented through FDA regulations; (2) assessing how FDA has been 
given the statutory gmt to allow “carve-outs” for indications and other labeling information 
protected by patent or exclusivity, in light of traditional rules of statutory interpretation; ald (3) 
determining whether the FDA is at liberty to depart from the cleat statutory text and intent in 
alluding such carve-outs, particularly when contiolling judicial precedent has held that Congress 
has spoken to this issue, within the meaning of the relevant holding of Chevron U.S.A. Inc. V. 
Natural Resources Defense Council, IX,, 447 US. 837,043 (1904). 

A, Relevant Statutory and Regulatcwy Background. 

21 U.S.C. 9 355(j) is the crucial statutory provision in determining whether FDA has the 
authority to permit generics to file ANDAs for products with indications or labeling not subject to 
exclusivity, even though those indications or labeling may not preciscfy match the current 
presentation of the product by the pioneer drug manufacturer. Section 355(j)(Z)(A)(i) requires 
that MI abbreviated application for a new drug contain: “information to show that the conditions 
of use prescribed, recommended, or suggested in the labeling proposed for the new drug have 
been previously approved for a drug listed under paragraph (7) (hereinafter in this subsection 
rekemd to as a ‘listed drug’),” fd. Moreover, section 355@(2)(A)(ii)(v) requires the ANDA 
applicant to submit 

(y) information to show that the labeling proposed for the new drug is the same as the 
labeling approved for the listed drug referred to in clame (i) except for changes required 
because of differences approved under a petition filed under subparagraph (C) or because 
the new drug and the listed drug are produced or distributed by different marmfacturer$. 
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Id. 

The complications that arise in the interpretation of these statutory provisions occur where 
a brand pharmaceuticti company makes ch.an$es in the composition, appearance, dosing, 
administration or labeling of a product, pursuant to supplemental NDA provisions under section 
355@(5)(D)(iv). FDA acceptance of such changes would typically trigger threeyear exclusivity 
for the product. Brand manufacturer changes can be major or minor, reflecting major scientific 
breakthroughs (which might cast doubt on the se&y and effectiveness of the prior product) or 
merely marketing gambits (such as minor changes in appearance or dosing of the product). In any 
event, brand manufacturers have not only claimed three years Of exclusivity for minor changes, 
but also have sought to completely block the approval and marketing, under 355(j), of the generic 
version of the previous brand product, even where there is no question that the former vemion of 
the product is &fe and effective. In essence, brand manufacturers have sought TV inte.rpret the 
language of 355(j) by asserting eat any new supplementaI NDA provides 36 month exclusivity 
for the new product (as altered), as well as prohibiting any marketing of a generic version of the 
funner, “superseded”product. 

For &is proposition, brand manufacturers have relied on the language in 
355(j>(2>(A)(ii)(v) that the “labeling proposed for the new drug is tie same as the Iabeling 
approved for the listed drug.” Id. According to this argument, the ANDA applicmt is in a 
“Catch-22”: they must apply for a product with the same label as a listed drug, but in so doing 
tiey run afoul of the brand mmufacturer’s exclusivity. Under t&s theory, even minor or trivial 
changes in a product - which have no bearing on a drug’s safety and effectiveness - woufd 
preclude any generic entry 1Far that product (in &her its earlier or later for,ms). 

Previously issued regulations by the FDA have seemin& resolved this paradox by ruling 
that ViEerences between [a generic applicant’s] pruposed labeling and labeling approved for the 
[brand drug] may include . + . omission of a31 indication or other aspect of labeling protected by 
patent or accorded exclusivity under section 505(j)(5)(R) of [the Ha&h-Waxman Act].” 21 
C.F.R. 3 14,94(a)@)(iv). Additionally, the FDA by regulation has indicated that difiFerences in 
generic a~ld brand labels were permitted where “aspects of the listed drug’s labeling are protected 
by patent, or by exclusivity, and such differences do not render the proposed drug product less 
safe or effec$ive than the listed drug for all remaining, non-protected conditions of use.” 2 1 
C.F.R. 3 14.127(a)(7). See also Daft Guidance, at lines 146-54. More generallly, the FDA has 
interpreted Section 355(j)(2)(A)(v) to permit changes in labeling because of “diflerences in 
expiration date, IEbrmulation, bioavailability, or pharrnacokinetics, [or] labeling revisions made to 
comply with current FDA labeling guidelines or other guidance.” 21. C.F.R. $3 14.94(a)(8)(iv). 

One last element needs to be reviewed in the context of the statutory and regulatory 
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background to the drug IaboIing and exclusivity issue. On January 4,2002, Public Law 101-l 09 
(Best Pharmaceuticals for Children Act) was signed into law, section 1 I of which speaks to this 
issue in the context of pediattic drugs and clarifks tiat a subsequent addition of labeling 
information for a drug for use with children will not serve as a bar for generic entry for previous 
versions of that drug. See id. section 1 l(a)(3)(C) (?.bis sub-section does not effect . . . the 
question of the eligibihty for approval of any application under section 505@ that omits any other 
conditions of approval entitled to exclusivity under clause (iii} or (iv) of section SOS(i)(S)(D)“). Xt 
is importam to realize, however, that the underlying section for this amendment - 21 USC. $5 
355a(b) & (c) - c?.iffe~ in material respects with section 355(j). Thns the argurneat that a 
congressional change is required to resolve the ambiguity of generic entry for previous iterations 
of non-pediatric drugs does not necessarily follow. Indeed, I[ conclude (as discussed below) that 
the text and legislative history of section 3%(j) clearly stipulates that FDA has the authority to 
allow a carve-out for indications and labeling not the subject of exclusivity. 

3% Statutory Authority for Caws-Out of Labeling and Indication Requirements. 

Application of traditional means of statutory interpretation clearly lead zo the conclusion 
that FDA has the authority to permit generic drug manufacturers to obtain approval of products 
seeking fewer indications thm were approved for the pioneer drug, or using different labels tfian a 
brand product in cases where sections of the brand labeling are still covered by patent or 
exclusivity. I reach this conclusion based on both the application of textual and contextual 
interpretation of the relevant provisions of section 355(j), as weIll as accepted usages of legislative 
history as mmifesting the clear intent of Congress on this point. Finally, and perhaps most 
importantly, this interpretation of the statute has been the only one validated by judicial do&ions. 

1. Textual and Contextual Readings 

The textual basis for FDA’s authority arises from (1) a cross-reading of the relevant 
provisions, and (2) the number of qualifications that are found in se&on 355(j)(2)(A)(v)% 
language. While the introductory passage for the prctvision indicates that the ANDA applicant ’ 
must provide “information to show that the labeling proposed for the new drug is the Same as the 
labeling approved for the listed drug referred to in clause (i)” a glance at the cross-reference to 
355@(2)(R)(i) shows that th.e %unc . . . labeling” requirement is not necessariJy made in relation 
to a listing as amended by a supplemental NDA under section 355(j)(S)(D)(iv). In other words, 
the “same . . . labeling” requirement is satisfied by a generic entering an application with labeling 
information that mat&es the labei on any earlier &IDA filed by a brand-name pharmaceutical 
maker. 
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This is confirmed by the refmnce to 3$5(j)(2)(A)(i) which mentions a drug “previously 
;rpproved”. 21 USC. 5 3%(j)(2)(A)(i) (emphasis added); see also id. fi 355@(4)(B) (FDA may 
reject an ANDA in which it is not &timed that the proposed conditions of use have been 
‘previously approved”). Congress is presumed to mean what it says, and words used in a statute 
are to be construed according to their ordinary or natural meaning. See Ferrin v. Uniredsfa~e~, 
444 U.S. 37,42 (1979) (words not defined in statute should be given ordinary or common 
meaning). By using the term “previously” in its cross-reference in 3SS(j)(2)(A)(v), Congress 
intended to allow reference not only to the product’s currentIy+pproved conditions of use and 
labeling, but also to those conditions of use 2Lnd labeling that weTe “previously” - but not 
necessarily cunenttly - approved. Any other interpretation would render the word “previously” as 
mere surplusage, and established canons of statutory interpretation are adamant that all words in a 
statute should be given force. It is “a cardinal principle of statutory construction” that “a statute 
ought, upon the whole, to be so construed that, if it can be prevented, no clause, sentence, or 
word shall be superfluous, void, or insignificant.” Duncan v. Wuibr, 533 U.S. 167,121 S.Ct. 
2 120,Z 125 (200 1) (internal quotation marks omitted); see Uitited States v. Mencrsche, 348 U.S. 
528,538-539 (1955) (I% is OUT duty ‘to give effect, if possible, to every clause and word of a 
statute.’ Cc (quoting Montdair v. Ramsdell, 107 U.S. 147, 152 {1883)))- 

Even more significant are the express statutory exemptions even from this requirement of 
“Same . . - labeling.” Under section 355(j)(Z)(A)(v), the requirement is waived where “changes 
[are] required because of dif%rences approved under a petition filed under’ subparagraph (v 
[suitability petitions] or because of dehberate differences in absorption rates of dnrgs (under’ 
section 355(i)(S)(B)(ii)), lastly and most pertinently, because crf changes required “because the 
new drug and the listed drug are produced or distribtrted by diffeent rnanufacture~.” A 
strai&tforwwd reading of the statute would thus indicate that the “same . . . labeling” 
requirement is simply inoperative when the new drug and listed drug are produced or distributed 
by different manufacturers. And, as wil be considered betow, this may be Consistent with the 
legislative purpose of this provision as being a limit on the brand-name manufacturer’s ability to 
monopolize production of certain drugs. 

Viewing the language of 355(j)(Z)(A)(v) in its entire context, including the CXOSS~ 
references, and related provisions, yields an interpretation consistent with the view that FDA has 
the statutory authority - if not the express obligation - to &rant AND& with variant Iabeling md 
indicative, elements. See Un&i Suv. Amt. cf Tex. v. Timbers of lizwood Forest Associates, Ltd., 
484 U.S. 365,371 (1988) (statutury interpretation is a “holistic endeavor”); United States Dep ‘t 
of Defense v. Nurional Labor Relations Authority, 5 50 U,s. 487,494 (1994); ~otenson v. 
Secretary of freuswy, 435 U.S. 8SIv 860 (1986). And even if one were limited to the strict 
lords of the text of 355(j)(Z)(A)(v) - because, after all, “The starting point in statutory 
nterpretation is ‘the language [of the statute) itself. “’ hited Stutes v. Jumes, 478 U.S. 597,604 
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(1986) (quoting&e Ch@ Stcmrps v. Manor Drug &ores, 421 US, 723,756 (197s) (Powell, J., 
concurring)) -c that would still produce an interpretation that tends to support the Statutory 
authority of the FDA in granting variant ANDAs. 

2. Legislative Nistory 

I am satisfied that a textual reading of section 3550) sufZiccs to confm that Congress has 
dcdy aTId ut~atnbiguowly authorized the FDA to grant ANDAs which reference a drug’s 
previously approved conditions of use and labeling, so long as there is no question that such 
conditions of use and labeling are for a safe and effective drug. Such a textual conciusion would, 
happily, end my Iabors, because I am a strong advocate of textualism in statutory construction- In 
an abundance of caution, however, I did proDeed to resea& the legislative history of the Hatch- 
Waxman amendments to the Food and arug Act, which produced ihe currently-codified code 
section at 21. U.S.C $355(j). What I discovered may be one of the strongest examples I have yet 
uncovered of legislative history manifestly confirming a clear statutory comtrtmd. 

The Report accompanying the House version of Hatch-Waxma, expressly noted that the 
Act “permits an ANDA to be approved for less than all of the indications for which the listed drug 
has been approved.” HR. Rep. No. 857(I), 98’ Cong., 26 Sess. 21-22, reprinted in U.S.C.C.A.~. 
2654-55. As hardly needs to be explained, such Reports - often conveying the work of the 
Congressiohat committee charged with considering a piece of legislation, as well as a section-by- 
section analysis of a bill - is considered the most probative evidence of congressional intent 
through legislative history. See Music v. UnitedSfates, 446 U.S. 398,405 (1980). But the House 
Report is probative in this instance, precisely because it ilr bolstered by the clear text of the 
statute. Cf. City ufC&ago v. Envir~nmentol Defense Fur?d, 511 U.S. 328,337 (3994) C’But it 
is the statute, and not the Committee Report, which is the authoritative expression of the law, and 
the statute prominently omits reference to generation.“) (&&ions omitted). 

3. Judicial Constructions of 355(j) 

Lastly, it is important to realize that in properly consting section 355(j) as to whether 
the FDA must accept ANDAs which reference a drug’s previous, but not currently, approved 
conditions of use and labeling, we are assisted by several credible judicial interpretations. Indeed, 
as 1 will suggest in the final section of this opinion letter below, thest judicial interpretations may 
actually be binding on the FDA, aud the agency may not be at liberty to depart from them. 

l’%e first of these cases is Bristol-Myers Gp.titd~ Co. v, i%u&uh, 91 F.3d 1493 (D.C. Cir. 
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1996). In this matter, a drug manufacturer brought an action challenging FDA regulatiohs 
governing approval of new generic drugs based on research paid for by manufktwer of a pioneer 
drug with which generic product was therapeutically interchang;eable. The Court of Appeals, 
Douglas Ginsburg, Circuit Judge, held that FDA may approve ANDAs for new generic drug even 
though the label of the generic product will not include one or more indications that appear on the 
label of pioneer drug upon which ANDA is based. 

The discussion of the D.C. Circuit Court of Appeals is clear and cogent in the 
interprettation of sections 355(j)(Z)(A)(i) a& 355@(2)(A)(v), and it is worth quoting in its 
entirety: 

The crux of the dispute is whether 2 I USC 5 355cj)(Z)(A)(v) permits the agency 
to approve an ANDA for a new generic drug even though the label of the generic product 
wills not include ‘one or more irrdications that appear on the labc=l of the pioneer clmg upon 
which the ANDA is based- BMS [Bristol-Myers Squibb] rests its case squarely upon the 
fust step in the analysis prescribed in Chevron, U,S.A,, Inc. v. Natural Resources Defense 
flouncil, Inc., 467 U.S. 837,104 S.Ct- 2778,8t L.Ed.2d 694 (1984). Thus, the question 
is whether the Congress has directly addressed the issue now in dispute. BMS argues 
that it has, and that the statute clearIy precludes such approval, as follows: Section 
355@(2)(A)(v) requks that the generic label be “the same” as that of the pioneer; there 
are two exceptions in the statute that, by negative implication, preclude al! others; and 
neither exception permits the label ofa generic product approved under 9 355(j) to list 
fewer than all the indications listed on the label of the @oneer drug upon dicb the ANDA 
of the generic hug is based. Q.E.D. 

Not so, says the Secretary, One of the statutory exceptions to the same-label 
requirement does “accommod&te the situation in which the generic drug manufacturer has 
sought [§ 355cj) ] approval for fewer than all of the indications of the pioneer 
manufacturer’s drug.” That exception is for khanges required .., because the new drug 
and the listed drug are produced or distributed by different mantiacturers.” 21 USC. 
$355cj)(2)(A)(v). We agree, 

First, only the Seaetary’s interpretation of 15 355(j)(Z)(A)(v) works in harmony 
with two other provisions of tie Act, Section 355@(2)(A)(i) requires That an ANDA 
include “information to show that the conditions of use prescribed, recommended, or 
suggested in the labeling proposed for the new drug have been previously approved for a 
[listed] drug.” This req&ment would be redundLdnt if the same label-requirement in 9 
355(j)(2)(A)(v) alpplied to indications for use. In addition, 9 355(j)(3) lists the 
circumstances in which the Secretary may disapprove an ANDA; that the labeling 
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proposed for the new generic does not list every indication approved for the pioneer is not 
among these. Instead, 8 355cj)(3)(B) provides that the SecreWy may disapprove an 
ANDA if “the information submitted tith the application is insufficient to show that each 
of the proposed conditions of use have [sic] been previously approved for the listed drug 
referred to in the appfication.” In other wcxds, the statute expresses the legislature’s 
concern that the new generic be safe and effective for each indication that will appear on 
its label; whether the label for the new generic lists every indication apprvvcd for use of 
the pioneer is a mat& of indifference. 

Second, and stifl more persuasive, $355@(4)(D)(iv), by its terns, appears to 
protect the manufacturer of a pioneer drug ouSy against the manufa~twe of a gem& 
substitute using the pioneer’s proprietary research undertaken to obtain approval for a 
supplementa indication. The appelllant’s interpretation of 8 355(j)(2)(A)(v), however, 
wotdd turn 6 355@[4)(D)(iv) into a bar to the generic manuf~turer’s use of research 
undertaken to obtain approval for any indication fur the pioneer dnq, a reading that off&s 
much broader protection from comp&ion than 9 3SS(j)(4)(D)(iv) would otherwise 
confer. Under BMW interpretation, every time a supplemental indication is added to the 
labeling of a pioneer drug, the manufacturer of the pioneer would get three more years of 
protection against the approval of ZKIY ANDA based upon that pioneer drug, including one 
that lists only tie original indication(s) of the pioneer. By way of contrast, under the 
Secretary’s interpretation of the Act, a pioneer drug manufzzture~ that obtains approval for 
a supplemental indication based upon proprietary research wil1 enjoy three years during 
which the FDA will not approve any ANDA that includes the supplemental indication, 
BMS claims that economic reality renders the protection offered by the Secretary largely 
an illusion. Perhaps so, but why ? By l3MSs own account, it is because the valtie of the 
protection the Congress most clearly conferred upon pioneers would be greater but for 
some state Iaws and health insurers that mandate substitution of generic drugs. That is not 
a sufficient basis upon which to conclude that the Congress intended to confer upon the 
manufacturers of pioneer drugs the much broader protection that BMS now seeks, 

Finally, we note that the Secretary’s interpretation finds unusually strong support in 
the legislative history of 0 355cj). The Report accompanying the House bill expressly 
noted that it “permits an ANDA to be approved for less than al1 of the indicatious for 
which the listed drug has been approved.” H.R.Rep. No. 857 (Part I), 98th Cong., 2d 
Sess. 22-22, reprinted in 1984 U.S,C.C.A-N. 2654-54, BMS points out that the 
three-year period of exclusivity for supplemental indications in 9 35S(j)(4)(D)(iv) was 
added to the bill after the report vyas written, but that does not undermine the Secretary’s 
argument. It suggests merely that the Congress added that provision understanding that yj 
355(i)(2)(v) does not prevent a genetic mantiaeturer from obtaining approval for fewer 
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indications than the FDA has approved for the pioneer-which is precisely the way in 
which the Secretary intevrets the Act. 

91 F.3d at 14991500. 

A similar result was reached by the U.S. Court of Appeals for the Fourth Circuit in 
Zeneca, I&, v, Shak&z, 213 F.3d 141 (4th Cir. 2000). The Fourth Circuit concluded thy FDA 
nzgulations, including 2 1 C.F.R. 6 3 14.94(a)(8) permit labeling variations because of formul.ation 
changes OT chatsges made to comply with prevailing FDA labeling guidances, md provided 
sufficient leeway TV allow the labeling changes for the generic product at issue in the case. See 
213 F.3d at 169-70, 

Thus, of the two court of appeals to have considered the interpretation of section 355(j), 
both held that FDA is statutorily authorized to accept ANDAs which reference a drug’s previous, 
but not currently, approved conditions of use and labeling. 

C. Interpretive Departure and Chevron, 

That leaves one final question to be answered in this opinion: may the FRA legitimately 
depart from the clea.rI~established co&ruction of section 355(j) which gives FRA the statutory 
authorization to accept ANDAs with superseded labeling or conditions of approval? Under the 
rule of Chevron U.S. A, Inc. v. Natural Resources Lkfeme Council, Inc., 467 U.S. 837,843 
(1984), if a court of conlpetent authority has held that a statutory text is clear (under Chevron 
“step one” analysis), and thus no deference tu agency interpretation is required (under Ci~evrort 
%tep hi”), then the meaning of the statute is fkecl anti the agency (nor any other party for that 
matter) is not at liberty to depart from that interpretation, absent m intervening change or 
amendment to the statutory text. This rule nullifying Ch~~on deference to agency 
interpretations, and denying interpretive departures by agencies, has been consistently foilowed by 
the US. Supreme Court. See Lechmwa, Inc. V. NLRB, 502 U.S. 527,537 (1992); Maislirr 
Hindus., r%S., .kc. v. Primary @eel, Inc., 497 U.S. 116, 13 1 (1990) rOnce we have determined a 
statute’s clear meaning, we adhere to that dotermination under the doctrine of stare decisis, and 
we judge an agency’s later interpretation of the statute against our prior determination.“); 
California v. FERC, 495 U.S. 490,499 (1990). 

For starters, there have been no amendments made to Hatch-Waxman which affect the 
relevant portions of section 355(j). The question thus becomes one of whether the DC. Circuit’s 
decision in BrWoZ-Myers Squibb Co. v, Shalala, 9X F.3d 1493 (DC. Cir. 1996), was made under 
“step one” of Chevron (interpreting the statute’s “clear meaning”), or, rather, under Chevron 
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“step two” where the rendering court defmed to the agency interpretation wilder the gracious 
standard of that case. X believe the plain reading of the BrWol-Myers decision is that tie DC. 
Circuit ruled under the first step of the Chewo~ analysis. Indeed, only that fust step is mentioned 
in the decision. See 91 F.3d at 1499. In rjccting BMS’s submission in the case, the D.C, Circuit 
squarely aligned itself with the FDA’s texhxzl construction of the “clear meaning” of tie statute. 
Akhough somewhat mox15 equivocal, the Fourth Circuit’s decision in Zeneca, &IC. V. ,%Z&, 213 
F.3d 161(4th Cir. 2000) appeaxs to reach a similar conclusion, although that opinion does 
mention Chevron “step-two” deference. 

I am mindful that agencies should be given the freedom to change their minds in the 
interpretation of what courts have found to be ambiguous statutes. But all courts that have 
considered the issue have concluded that section 355(j) is not ambiguous as to acceptance of 
ANDAs with superseded labeling or conditions of approval. In view of these holdings, my 
opinion w&d be that the FDA is not a liberty to advance a contrary interpretation to that decided 
earlier by courts as the “clear meaning” of the relevant statutory provisions. Any 0W rule would 
allow agencies to subvert principles of stare decisis, as well as the clear statutory mandates of 
Congress. 

Conclusion 

I conclude that under the relevant provisions of 21 U.S.C. (j 355(j), the FDA has ample 
statutory authority to permit generic drug manufacturers to obtain, through ANDAs, approval of 
products seeking fewer indications than were approved for the pioneer drug, or using different 
labels than a brand product in cases where sections of the brand labling are stili covered by 
patent or exclusivity. The Drafi Guidance issued by the FDA in October 2000 is thus also 
supported by ample statutory authorization. 
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rnternational Law Advocacy and its Discontents, 2 Chi. J. 
Int'l L. 475 (2001) 

Xntemational DeCiSion, barsen v. Kingdom of Hawaii, 95 Am. 
J. Tnt'l L. 927 (2001) With K. Hilbert) 

I Hate International Law Scholarship (Sort Of), 1 Chi. J. 
Int'Z L. 75 (2000) 

Second Newport Symposium: Sunken Treasure, IO2 11 Diritto 
Marittimo 292 (2000) 

Agents of International Discourse: A Conspectus on the 
Future of International Law Journals, 40 Va. J. Tnt*l L. 
817 (2000) With 5. Hamilton) 

The UNESCO Draft Convention on Underwater Cultural Heritage: 
A Critique and Counter-Proposal, 30 J:Mar. I,. 6c Corn. 331 
(1999) 

Case Note, In re Air Crash Off Lmxg fsland, 30 J. Mar. L. & 
Corn. 143 (2999) (with A. ~03e) 

Food Libel: Litigating Scientific Uncertainty in a 
Constitutional Twilight Zone, 10 DePaul Bus. L. J. 193. 
(1998) 

International Decision, Abrahim-Youri v+ United States, 
92 Am. J. Int'l. L. 533 (1998) (with J- Borchert) 

Dooley v. Korean Air Lines, 1997-98 Preview of U.SI 
Supreme Court Cases (issue 7, April 8, 19981, at 431 

International Decisicm, United States v, Al,aska, 
92 Am. J. Int'l L. 82 11998) 

Tribute to Richard B. Lillich: Remembrances of a Student, 
Perspectives from a Colleague, 38 Va. J. Int*l L, 67 
(19971, and 4 ILSA J, Int'l & Camp. L. ii (1998) (no. 2, 
Spring) 

Case Note, Pierpoint v, Barnes, 28 J. Mar. 1;. & Corn. 369 
(1997) (with E. Snodgrass) 

Of Banana Bills and Veggie Hate Crimes: The 
Constitutionality of Agricultural Disparagement Statutes, 
34 Ham. 3, on Legisl. X35 (1997) (with S. Christensen & 
S. Quesenberry) 

Case Note, Marine Coatings, Inc. v. United State&, 
27 CL Mar. L. & Corn. 661 (1996) (wi.th P, Bauer) 
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Case Note, Maritrnns v+ Balsa 37, 27 3. Mar. L. & Coma 353 
(1996) (with J. Mallinson) 

Case Nate, Faneuil Advisors, fnce V, Sea Hawk, 26 J. Mar. L, 
& COIL 621 (1995) (with J, Dehnez) 

Zicherman v. Korean Airlines, 1995-96 Preview of W.S. 
Supreme Court Cases (issue 2, Oct. 16, 19951, at 57 

International Decision, Sagki v. 
87 Am. J. Int’l t. 447 (1993) 

5slamic Republic of Iran, 

Tnternational Law in Municipal Caurrts, [1993-941 Proceedings 
of the American Branch of the International Law Association 
88 

International Recision, United States v. Alaska, 
86 Am. J. Int'l L. 558 (1992) 

United States v. Alaska, 2991-92 l?review 0E U.S. Supreme 
Court Cases (issue 8, Apr. 17, 1992), at 291 

The Antarctic and Southern Oman Coalition's Convention 
on Antarctic Conservation: 
4 Gee, 

Introduction and Commentary, 
IntYl Env'tal L. Rev. 47 (1991) 

International Decision, Georgia v. South Carolina, 
84 ZUn. J. Xnt'l L. 909 (1990) 

International Decision, Ministry of Defense of the 
Islamic Republic of Iran v. would Inc., 
84 Am. ~3. J.nt’l I,, 556 (1990) 

Tnternational Decision, Border and Transborder Armed 
Actions - Nicaragua v. Honduras, 83 Am. J. Int'l 
L. 353 (1989) 

Prospects for European Air Deregulation, 21 lfnt'l 
Lawyer 561 (1987) 

Student Work 

Recent Development, Arribassadors and Consuls - Finzer v. 
Barry, 27 Va. J+ Int'l L. 399 {1987) 

Dead in the Wader: International Law, Diplomacy, and 
CompensaUon for Chemical Pollution at Sea, 26 Vat J. 
Into!. L. 405 (1986) 

On Realistic Sine-American Military Cooperation., 
1 Princeton world Review 15 (1982) 
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Papers Given at Academic and Professional Conferences 

Section 1983 Litigation: Removal to Federal Court, Georgia 
ICLE, Atlanta, May 9, 2002 (presenter) 

Underwater Intervention, New Orleans, March 2, 2002, panels 
on shipwreck management and UNESCO Convention (speaker) 

Tez'zxxism: Causes and Responses, Osgoode Hall Law School, 
Toronto, Sept. 25, 2001, Lawfubess of Forceful Responses 
to the Harboring af Terrorists (presenter) 

The Effects of and Responses to Globalization, Bogaziqi 
University, Istanbul, May 31-June 1, 2001, establishing new 
international regimes (presenter) (Halle faculty seminar) 

The Impact of International Law of a Decade of Measuc~'es 
Against Iraq, European University Institute, Florence, May 
24-25, 2002, arms c9ntxol regimes (presenter) 

Tennessee Bar Association, International Business Law 
SympoSium, Nashville, Apr. 27, 2001 (presenter) 

American Enterprise Institute, Washington, DC, Apr, 3-4, 2001, 
Symposium on American Sovereignty and Issues for the New 
Administration and New Decade (commentator) 

Tenenbaum Conference, Emory University, Nov, 1-2, 2000, 
Sane1 on legal regulat=ion of hate speech (presenter) 

American Society of International, Law, 2000 Meeting, 
Washington, DC-, April 6, 2000, panel on international 
crimes under the Alien Tort Statute (presenter) & April 8, 
2000, panel on State Responsibility (chair & presenter) 

Teaching Ancient Law in the Modern Univexsity, March 4, 
2000, Emory University (moderator) 

Underwater Intervention, Houston, January 25-27, 2000, 
panels on shipwreck management and Draft UNESCO Convention 
(speaker) 

Association of American Law Schools (Sections on Legal 
History & Maritime Law), Annual Meeting, Washington, D-C,, 
January 7, 2000, The Many Faces of Jensen (presenter) 

International Law Association (American Branch), Annual 
Meeting, New Yosk City, November 6, 2999, panel on 
liability for environmental harm to Antarctica (presenter) 

Hague Joint Conference of Xnternational Law, May 19-22, 
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1999, The Hague, Conference co-Chair & Chair of Panel 
on WTO Jurisprudence 

Ane'rican Society of International Law, 1999 Meeting, 
Washington, D.C,, March 27, 1999, panel on the 
Heritage of the Nineteenth Century (chair & presenter) 

Fletchex School of Law and Diplomacy, Redford, 
Massachusetts, February 4, 1999, Adams Lecturer on 
International Resource Management and the southern Ocean 

Delegating Sovereignty: Constitutional and LegaL 
Implications of U.S. Participation in Treaty Regimes, 
NYU School of Law, Februafy 27-28, 1999 (participant) 

Foreign Affairs Law at the End of the Century, University 
of Colorado Law School, Boulder, Cobxado, January 22 6r 
23, 1999, panel on separation of powers in foreign 
relations (presenter) 

The Law of the Sea: A "Year of the Ocean" Symposium, Boalt 
Hall School of Law, Berkeley, October 30 - NovRITJ;)er 1, 
1998, panel on history of the law of the sea (discussant), 
panel on ocean regions and Southern Ocean (presenter) 

Domestic and International Colwclercial Transactions, 
Atlanta, Oct. 3, 1998, panel on UN3DROIT Principles and 
customary Aaw 

Maritime Law Symposium, Newport, Rd., Aug. 13-15, 1998, 
debate on UNESCO Convention on Underwater Cultural 
Heritage 

American Society of International Law, 1998 Meeting, 
Washington, DC+, April 4, 1998, panel on state 
responsibility (chair), remarks reprinted in Article 
40(2)(c) &. (f) of. the ILC Draft Articles on State 
Responsibility: Standing of Injured States Arising under 
Customary International Law and Treaties, 1998 Am- So&y 
Int'l L. Proc. 291, 

Law of the Sea Institute, 31st Annual Conference, MplZiami, 
Florida, March 30, 1998, panel on underwater cultural 
heritage (presenter) 

DePaul Law School symposium on Limitations on Conunemial 
Speech, Chicago, Itllinob, March 6, 1998 (presenter), 
remarks reprinted in 10 DePaul Bus. L, 3. 169 Cl998) 

Emory Law School Symposium on Religioue Human Rights in the 
United States, January 29, 1998, Atlanta, Georgia, 
roundtable discus&on on international Human Rkghts 
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standards in the United States (participant), proceedings 
reprinted in 12 Emory Int'l L. Rev. 973, 981 (1998) 

international Law Association (Amer'ican Branch), Annual 
Meeting, New York City, November 7, 1997, pane3 on 
'Alien Tort Statute and human rights litigation (chair) 

Fourth ASIL/NVIR Joint Meeting, July 2-5, 1997, The Hague, 
panel on compasative humen rights enforcement {chair), 
proceedings reprinted in The Enforcement of Human Rights 
and Humanitarian Law by Civil Suits in Municipal Courts: 
The Civil dimension of Universal Jurisdiction, in 
Contemosarv International Law Issues: New Forms, New 
Amlications - 1997 ASIL/NVIR Joint Conference 156 (l.998) 

Observer, 49th Session of the UN. International Law 
Commission, Geneva (Juae - July 19971 

New Approaches to International Law, May 9-11, 1997, Harvard 
Law School, panel orl international legal history 
scholarship 

University de Paris I (Fanth&on-Sorbmne), Faculth de Dtoit, 
Paris, November 28, 11996, speech on extrat=ritorial 
impact of US. sanctions laws 

Conference on Administrative and Expert Monitoring 05 
Intexnational Legal Ncmns, 
4, 1996 (participant) 

NYU School of Law, February 2- 

Xnternationa1. Law Association (American Branch), Annual 
Meeting, New York City, November 2, 1996, panel on 
Alien Tort Statute and human rights litigation (panelist) 

American Law Institute-American Bar Association {ALI-ABA), 
Inverse Candemation and Related Government Liability, 
Washington, PC.', October 17-19, 1996 (speaker) 

International Law Association (American Brtich), Annual 
Meeting, New York City, November 3, 1995, panel on US. 
law and international law (chair) 

Harvard Law School, International Legal Practice Col&oquium, 
March 9, 2995, paper on the Legal Personality of 
International Organizations: a Historical Approach 

Third Meeting of the International Society for the Classical 
Tradition, Boston, Massachusetts, March 9, 1985, paper on 
The Reception of the Classical Tsadition in Internat:j,ona& 
Law 

New York University $choo3 of Law, Center fox Internntional 
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Studies, Guest Seminar, Septembel' 29, 1994, talk on 
historical aspects of secognition of international court 
judgments 

The Thirteenth Sakol Colloquium on Private International 
Law: Ike U.N. Compensation Commission, Charlottesville, 
Virginia, April 15-26, 1994, panel on the contribution 
of the UNCC tto the international claims settlement process 

Colloquium on Customary International Human Rights Law, 
Athens, Georgia, Mazch 4-5, 1994, panel on the problems 
of proving international human rights law in US- courts 

International Law Association (Amesican Branch), Annual 
Meeting, New York City, October 29, 1993, panel an the 
Supreme Court and international law (chair and presenter} 

Federal Judicial Center, Maritime Law Seminar, Annapolis, 
Maryland, Octabqr 29-31, 1992, lectures on Collisions, 
Limitation of Liability and General Average 

International Studies Association, 1992 Annual Meeting, 
Atlanta, Ceosgia, April 3, 1992, presentation 011 
Teaching International Law 

International Courts Institute, Executive Committee 
Meeting, Heidelberg, Germany, May 29-31, 1993, 
paper on International Claims Tribunals 

American Bar Association, Snternatidnal Law Section 
Spring Meeting, Washington, D.C., April 26, 1991, 
Panel on the Oil Pollution Act of 1990 (moderator) 

American Society of International Law, 1991 Meeting, 
Washington, D.C., April 20, 1991, Panel on the 
International Law Year in Review, paper on current 
judicial decisions, 
574 

reprinted in 1991 ASIL Proceedings 

American Society of International Law, 1988 Meeting, 
Washington, D.C., April 21, 1988, Panel on the 
History of International Law, reprinted in 1988 
ASIL Proceedings 25 (reporter) 

minions and Editorials 

In Titanic Case, IP and Admiralty Laws Collide, 
National Law iJournal, October 19, 1998, at Cl8 
(with J. P+owda) 

Gagging on Provisions, The Times Hiuher Rducat.ion SuBDlement 



(U.K.) (Nov. 14, 19971, at 18 

Pollution Corifusion, Fulton Cauntv Dailv. Remrtz (Sept. 9, 
19921, at § 3, p- 14 

Professional Correswondsnce 

International Legal Theory (American Society of International 
Law), vohme 6, No. 1, at 9 (Spring 2000) (Henry Wheaton and 
lgth century international legal history) 

Law of the Sea Institute's "L.O.S. Lieder," volume 6, No. 
10, at 3 (July 19961 (Salvage Law, Archaeology and 
Shipwrecks) 

Law of the Sea Institute's X.0.$. Lieder," volume 6, No. 5, 
at 7 (April 1995) (Draft: Convention on Underwater Cultural 
Heritage) 

Law of the Sea Institute's "L.O+S. Lieder," volume 5, NO. ?, 
at 5 (June 1993) (Protection of Underwater Cu&ural 
Heritage) 

I,~W of the Sea Institute's "L.0.S. Lieder," volume 5, NO. 3, 
at 5 (August 1992) (Flag States and Bareboat Charters) 


