
IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF MARYLAND

Otsuka Pharmaceutical Co., Ltd., 
2-9 Kanda Tsukasa-machi
Chiyoda-Ku
Tokyo, 101-8535, Japan, and

Otsuka Pharmaceutical Development &
      Commercialization, Inc.
508 Carnegie Center
Princeton, NJ 08540, and

Otsuka America Pharmaceutical, Inc.
508 Carnegie Center
Princeton, NJ 08540,

Plaintiffs,

v.

Sylvia Mathews Burwell, Secretary
U.S. Department of Health and Human 
Services
200 Independence Ave., S.W.
Washington, D.C., 20201, and

Dr. Stephen Ostroff, Acting Commissioner
U.S. Food and Drug
Administration
10903 New Hampshire Avenue 
Silver Spring, MD 20993, and

U.S. Food and Drug
Administration
10903 New Hampshire Avenue 
Silver Spring, MD 20993,
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Apotex, Inc., Apotex Corporation, Teva 
Pharmaceuticals USA, Inc., Alembic 
Pharmaceuticals Ltd., and Zydus 
Pharmaceuticals (USA) Inc.

                                     Intervenor-Defendants.
* * * * * * *

AMENDED COMPLAINT

Plaintiffs Otsuka Pharmaceutical Co., Ltd., Otsuka Pharmaceutical Development & 

Commercialization, Inc., and Otsuka America Pharmaceutical, Inc. (collectively, “Otsuka”) bring

this action for declaratory and injunctive relief against defendants, the Secretary of the U.S. 

Department of Health and Human Services, the Acting Commissioner of the U.S. Food and Drug 

Administration, in their respective official capacities, and the U.S. Food and Drug Administration 

(collectively, “FDA”).  The Court granted Otsuka leave to file this amended complaint.  ECF No. 

64.  Otsuka says as follows for its amended complaint against FDA:  

Preliminary Statement

1. Otsuka challenges FDA’s arbitrary, capricious, and unlawful denial and violation 

of Otsuka’s exclusivity rights.  FDA has approved Otsuka’s supplemental new drug application

(“sNDA”) for a new “indication for use” for Otsuka’s prescription brand drug aripiprazole, which 

Otsuka markets under the name Abilify®.  This new indication approves Abilify for use in the 

treatment of Tourette’s Disorder in pediatric patients.  Because this new pediatric indication is 

protected by orphan drug exclusivity, FDA is barred from approving generic versions of Abilify 

for any approved indication (absent a license from Otsuka) pending the expiration of Otsuka’s 

orphan drug exclusivity (in December 2021).  

2. FDA’s review and approval of Otsuka’s Abilify sNDA for the treatment of 
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Tourette’s Disorder in pediatric patients has followed a truly odd and literally circuitous path.  

Otsuka submitted a sNDA to FDA for Abilify in 2014.  Otsuka supported its sNDA with adequate 

and well-controlled clinical trial data demonstrating the safety and effectiveness of Abilify for the 

treatment of pediatric patients with Tourette’s Disorder.  Based on these data, Otsuka sought FDA 

approval for a new indication for Abilify for the treatment of pediatric patients with Tourette’s 

Disorder.  FDA initially – and properly – granted the requested approval for the treatment of 

pediatric patients with Tourette’s Disorder.  Two-and-a-half months later, however, following 

receipt of a letter from Otsuka’s counsel setting forth the exclusivity implications of FDA’s 

pediatric approval decision, FDA reversed itself, and issued a “corrected” approval decision that

broadened the approved indication from treatment for pediatric patients to the treatment of patients 

in the population at large.  Otsuka then brought this case in which it challenged the lawfulness of 

FDA’s broadened approval.  Then, FDA reversed itself yet again, but only after FDA was 

compelled to file the complete administrative record and a hearing was near on Otsuka’s motion 

for summary judgment.  On April 10, 2015, FDA advised Otsuka that “the approval of Abilify for 

Tourette’s Disorder is only for the pediatric population.”  FDA completed a full circle.      

3. FDA’s final determination limiting the approval to the pediatric indication has 

dispositive legal consequence.  That pediatric approval, which is protected by orphan drug 

exclusivity, entitles Otsuka to a seven-year period of total market exclusivity (until December 

2021).  During that exclusivity period, the law precludes FDA from approving a generic version 

of Abilify for any of its FDA-approved indications (absent a license from Otsuka).  This is because 

none of the expressly stated statutory exceptions to the requirement that a generic’s label must be 

the same as that of the generic’s predicate brand drug apply when, as here, the pediatric indication 

or information pertaining to pediatric use is protected by orphan drug exclusivity.  See 21 U.S.C. 
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§ 355a(o).      

4. If, as anticipated, FDA denies Otsuka its exclusivity rights and simultaneously 

approves one or more generic versions of Abilify (for indications other than Tourette’s Disorder

in the pediatric population), Otsuka will suffer immediate irreparable harm.  The Court should 

grant all necessary temporary, interim, and preliminary relief to preserve the status quo and to 

prevent that irreparable harm.  Following a hearing on the merits, the Court should grant final 

binding declaratory and injunctive relief, including (a) vacating FDA’s decision denying Otsuka’s 

entitlement to exclusivity and approving generic versions of Abilify in violation of Otsuka’s

exclusivity rights; and (b) ordering FDA not to approve any generic versions of Abilify pending 

the expiration of Otsuka’s seven-year exclusivity period (absent a generic’s having a license from 

Otsuka).    

5. This amended complaint is filed on April 15, 2015.  To date, FDA has asserted 

repeatedly, including as recently as April 13 in a conference call with the Court, that it has not yet 

made a decision on Otsuka’s exclusivity rights and whether Otsuka’s pediatric orphan drug 

exclusivity bars FDA from approving generic versions of Abilify.  Assuming, only for the sake of 

argument, that FDA has not, in fact, made this determination, there is strong evidence from 

multiple sources that FDA will make its decision on or shortly after April 20, only a few days from 

the filing of this amended complaint.  This evidence includes statements of counsel for FDA in the

April 13 conference call with the Court and statements in the filings herein of the intervenor 

defendants (generics).     

6. Otsuka is not seeking preemptive judicial review of some non-final FDA decision.  

Rather, Otsuka files this amended complaint in anticipation of and in preparation for FDA’s issuing

on or about April 20 an adverse final judicially reviewable decision on Otsuka’s exclusivity rights
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and a decision approving generic versions of Abilify in violation of Otsuka’s exclusivity rights.  

Otsuka challenges the lawfulness of both decisions.  To prepare for the anticipated eventuality that 

FDA will act as its conduct to date suggests it will (and as the intervenor defendants indicate FDA 

will act), Otsuka here amends its prior complaint to set forth its claim in preparation for needing 

to seek immediate emergency review of FDA’s unlawful adverse decisions.

Parties

7. Plaintiff Otsuka Pharmaceutical Co., Ltd. (“OPC”) owns the NDAs for Abilify –

N021436 (tablets), N021729 (orally disintegrating tablets), N021713 (oral solution), N021866 

(injection; intramuscular) – and manufactures Abilify tablets.  OPC is located in Japan and,

through its sales of Abilify, conducts substantial business in the District of Maryland and

throughout the United States.

8. Plaintiff Otsuka Pharmaceutical Development & Commercialization, Inc.

(“OPDC”) conducts research for OPC on Abilify and has been designated to be the company’s 

agent in negotiations with FDA. 

9. Plaintiff Otsuka America Pharmaceutical, Inc. distributes and markets Abilify.  

10. Defendant Sylvia Mathews Burwell is sued in her official capacity as the Secretary 

of the U.S. Department of Health and Human Services (“HHS”), a cabinet-level agency of the 

executive branch of the United States Government.  Defendant FDA is a major operating division 

of HHS.  As Secretary of HHS, Secretary Burwell has supervisory responsibility for FDA.

11. Defendant Dr. Stephen Ostroff is sued in his official capacity as Acting 

Commissioner of FDA.  Defendant HHS Secretary Burwell has delegated authority to the Acting 

FDA Commissioner to administer the provisions of the FDCA, including all the provisions at issue 

in this case.  
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12. Defendant FDA is the agency of the United States government that administers the 

FDCA.  In this action, Otsuka challenges FDA’s final agency action.  

Jurisdiction And Venue

13. This action arises under federal law, specifically the FDCA, 21 U.S.C. § 301 et 

seq., and the APA, 5 U.S.C. § 551 et seq.; therefore, this Court has subject matter jurisdiction 

pursuant to 28 U.S.C. § 1331.  Pursuant to 28 U.S.C. §§ 2201-2202, the Court is authorized to 

grant Otsuka’s prayers for declaratory relief.

           14. Venue is proper in the District of Maryland pursuant to 28 U.S.C. § 1391(e).  All 

defendants regularly conduct business in this district and defendant FDA has its headquarters in 

this district in Silver Spring, Maryland.

Statement Of Facts

A. Statutory Background

1. New Drug And Supplemental Drug Applications And Orphan Drug Exclusivity

15. FDA must approve a prescription drug before the drug may be lawfully sold or 

distributed in interstate commerce.  See 21 U.S.C. § 355(a). To gain approval for a new indication 

of an already approved drug, a drug manufacturer must submit a supplemental new drug 

application (“sNDA”).  See 21 C.F.R. § 314.1 et seq.  The approval requirements are the same for 

new drug applications (“NDA”) and sNDAs.  Id.; 21 C.F.R. § 314.71(b).    

16. A sNDA must include evidence of the drug’s safety and effectiveness for the 

particular indication sought to be approved, with safety and effectiveness demonstrated by the 

applicant’s submission of “full reports of [all clinical] investigations which have been made to 

show whether . . . such drug is safe for use and whether such drug is effective in use.” 21 U.S.C. 

§ 355(b)(1)(A); 21 C.F.R. § 314.50(d)(5). FDA’s approval of an indication for a drug is limited 
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by the clinical data the manufacturer submits in its application in support of the use of the drug for 

that particular purpose.  See 21 U.S.C. § 355(d)(1), (2), (5); see also 21 C.F.R. § 314.126(a) 

(“Reports of adequate and well-controlled investigations provide the primary basis for determining 

whether there is ‘substantial evidence’ to support the claims of effectiveness for new drugs.”).  

17. Abbreviated New Drug Applications (“ANDAs”) for a generic version of a 

previously approved brand drug avoid the costly and lengthy process applicable to new drugs and 

new indications for already approved drugs.  An ANDA applicant, rather than investing the 

significant time and money that would be required to establish the safety and efficacy of a proposed 

generic drug, may rely on the safety and efficacy data contained in the predicate (brand drug) 

NDA.  An ANDA applicant need only show that the generic has the same active ingredients and 

routes of administration, has the same labeling (including indications of use), and is

“bioequivalent” to the innovator (brand) drug. See 21 U.S.C. § 355(j)(2)(A)(i)-(v).  

18. To justify the exceedingly risky and uncertain investment of substantial time and 

sums of money involved in preparing and submitting NDAs and sNDAs, Congress’s statutory 

scheme accommodates patent protection and provides other statutory exclusivity protections to 

ensure that, for a period of time, applicants will have the exclusive right to market their drugs for 

their respective indicated uses. 

19. An important category of statutory exclusivity is granted by the Orphan Drug Act 

(“ODA”) of 1983, Pub. L. 97-414, 96 Stat. 2049.  The ODA provides drug manufacturers with 

incentives to develop drugs for the treatment of rare diseases or disorders, diseases which, by 

definition, affect only a small patient population.  Tourette’s Disorder is such an “orphan disorder.”  

Without these incentives, manufacturers would be far less likely to develop treatments for rare 

diseases or disorders because the small size of the potential patient population would not justify a 
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manufacturer’s risk and investment.  One of the critically important incentives Congress provided 

in the ODA is a seven-year period of exclusivity in which FDA cannot approve another application 

for the orphan indication or use.  21 U.S.C. § 360cc(a); 21 C.F.R. § 316.3(b)(12) (“[N]o approval 

will be given to a subsequent sponsor of the same drug for the same use or indication for 7 years . 

. . .”).

2. Labeling Requirements

a. Pediatric Labeling Requirements

20. A drug’s labeling includes “all labels and other written, printed, or graphic matter 

upon any article or any of its containers or wrappers, or accompanying such article.”  21 U.S.C. 

§ 321(m)(1)-(2).  

21. A prescription drug’s labeling must “contain[ a]dequate information for such use, 

including indications, effects, dosages, routes, methods, and frequency and duration of 

administration and any relevant warnings, hazards, contraindications, side effects, and precautions, 

under which practitioners licensed by law to administer the drug can use the drug safely and for 

the purposes for which it is intended, including all conditions for which it is advertised or 

represented.” 21 C.F.R. § 201.100(d)(1).  

22. FDA’s regulations set out specific requirements as to pediatric information.

23. The “Full Prescribing Information” portion of the drug’s label must include an

“Indications and Usage” section that “state[s] that the drug is indicated for the treatment, 

prevention, mitigation, cure or diagnosis of a recognized disease or condition.”  21 C.F.R. 

§ 201.57(c)(2).  “If evidence is available to support the safety and effectiveness of the drug or 

biological product only in selected subgroups of the larger population (e.g., . . . patients in a special 

age group) . . . a succinct description of the limitations or usefulness of the drug and any 

Case 8:15-cv-00852-GJH   Document 76-1   Filed 04/15/15   Page 8 of 19



9

uncertainty about anticipated clinical benefits” must be included. Id. § 201.57(c)(2)(i)(B) 

(emphasis added).  Elsewhere the regulations explain that, “[i]f there is a specific pediatric 

indication different from those approved for adults that is supported by adequate and well-

controlled studies in the pediatric population, it must be described under the ‘Indications and 

Usage’ section.”  Id. § 201.57(c)(9)(iv)(B).

24. The “Dosage and Administration” section “must state the recommended dose and, 

as appropriate,” among other things, “[d]osages for each indication and subpopulation.” Id.

201.57(c)(3)(C) (emphasis added).  This section must include appropriate pediatric dosage 

information “[i]f there is a specific pediatric indication different from those approved for adults 

that is supported by adequate and well-controlled studies in the pediatric population.”  Id.

§ 201.57(c)(9)(iv)(B).

25. The labeling regulations require that other specific pediatric information also be 

included. Where a specific pediatric indication has been demonstrated by adequate and well-

controlled studies, the pediatric use section “must cite any limitations on the pediatric indication,” 

among other things.  21 C.F.R. § 201.57(c)(9)(iv)(B).  “If there are specific statements on pediatric 

use of the drug for an indication also approved for adults that are based on adequate and well-

controlled studies in the pediatric population, they must be summarized in the ‘Pediatric use’ 

subsection . . . .” Id. § 201.57(c)(9)(iv)(C).  The regulations list expressly what must be written (or 

a reasonable alternative) in the pediatric use subsection.  Id. § 201.57(c)(9)(iv)(D)(1).
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b. The “Same Labeling” Requirement And Specific Statutory Exceptions When 
It Comes To Pediatric Indications And Information.

26. Generally, generic drugs must contain the same information on their labels as their 

respective brand-name predicate (or reference listed) drug.  See 21 U.S.C. § 355(j)(2)(A)(v), 

(j)(4)(G); 21 C.F.R. § 314.94(a)(8)(iv).  

27. By statute, pediatric labeling information receives special treatment. 

28. In 2002, Congress enacted Section 505A(o) of the FDCA as a legislative “fix” to a 

specific problem where a drug manufacturer received three-year new exclusivity for a new 

pediatric use of its drug. 147 Cong. Rec. H8105 (daily ed. Nov. 13, 2001); 147 Cong. Rec. 

H10209-10 (daily ed. Dec. 18, 2001).  Because of the requirements that pediatric information be 

included on a label, the manufacturer argued that FDA was precluded from approving any generic 

versions of its drug until its statutory three-year period of exclusivity for the new pediatric use 

ended.  Id.

29. In Section 505A(o) of the FDCA, Congress “fixed” the problem, delineating

express exceptions to the same labeling requirement, allowing generics to omit specific types of 

pediatric indications and omissions.  See 21 U.S.C. § 355a(o).  The statute provides:

(1) General rule. – A drug for which an application has been submitted or approved 
under section 355(j) of this title shall not be considered ineligible for approval under 
that section or misbranded under section 352 of this title on the basis that the 
labeling of the drug omits a pediatric indication or any other aspect of labeling 
pertaining to pediatric use when the omitted indication or other aspect is protected 
by patent or by exclusivity under clause (iii) or (iv) of section 355(j)(5)(F) of this 
title.

(2) Labeling. – Notwithstanding clauses (iii) and (iv) of section 355(j)(5)(F) of this 
title, the Secretary may require that the labeling of a drug approved under section 
355(j) of this title that omits a pediatric indication or other aspect of labeling as 
described in paragraph (1) include—

(A) a statement that, because of marketing exclusivity for a manufacturer—
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(i) the drug is not labeled for pediatric use; or
(ii) in the case of a drug for which there is an additional pediatric use 
not referred to in paragraph (1), the drug is not labeled for the pediatric 
use under paragraph (1); and

(B) a statement of any appropriate pediatric contraindications, warnings, 
precautions, or other information that the Secretary considers necessary to 
assure safe use. 

Id.

30. In sum, Section 505A(o) expressly allows pediatric indications and information to 

be omitted from generic labeling when such information is unavailable to the generic sponsor 

because it is only protected by patent or three-year exclusivity under Section 505(j)(5)(F)(iii) or 

(iv).1  By contrast, the statute does not allow the omission of pediatric indications or information 

protected by orphan drug exclusivity, which is granted pursuant to Section 527 of the FDCA (21 

U.S.C. § 360cc).  Therefore, pediatric labeling protected by orphan drug exclusivity cannot be 

omitted from a generic’s label (because the general rule that generic drugs must contain the same 

information on their labels as their respective brand-name predicate drug would control).

31. Otsuka received three-year exclusivity under § 355(j)(5)(F) for its supplement.  

Orphan drug exclusivity is, however, a type of legal protection that is completely separate from, 

and operates in addition to, protection otherwise available “by patent or by exclusivity under clause 

(iii) or (iv) of section 355(j)(5)(F) of this title.”  Therefore, the fact that Otsuka received three-year 

                                                
1 Under § 355(j)(5)(F)(iii), three-year exclusivity is given to an application that includes an active 
ingredient that has been approved in another application, is approved after September 24, 1984, 
and the “application contains reports of new clinical investigations . . . essential to the approval of 
the application and conducted or sponsored by the applicant.”  Under § 355(j)(5)(F)(iv), an 
approved supplement approved after September 24, 1984 containing “reports of new clinical 
investigations . . . essential to the approval of the supplement and conducted or sponsored by the 
person submitting the supplement” is entitled to three-year exclusivity for “a change approved in 
the supplement.”  See also 21 C.F.R. § 314.108(b)(4) & (5).
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exclusivity under § 355(j)(5)(F) does not alter or diminish Otsuka’s orphan drug exclusivity or the 

effect of that exclusivity.

B. Otsuka’s Orphan Drug Exclusivity And FDA’s Tourette’s Disorder Approval Actions

32. Otsuka is the owner of the highly valuable, extremely important, and medically 

useful prescription brand drug aripiprazole, which Otsuka markets under the name Abilify.  FDA 

first approved Abilify on November 15, 2002, then for schizophrenia.  FDA has since approved 

Abilify for other indications.  

33. In 2006, FDA granted orphan drug designation for the use of aripiprazole for the 

treatment of Tourette’s Disorder.  Otsuka subsequently acquired that designation.  

34. Following the conclusion of clinical trials establishing the safety and efficacy of 

the use of Abilify in the pediatric population, Otsuka submitted a sNDA to FDA.  Otsuka’s sNDA

sought approval for the new indication of the treatment of Tourette’s Disorder in pediatric patients.

Otsuka’s application was based on two trials in pediatric patients (ages 6-18) with Tourette’s 

disorder.  The safety and efficacy of Abilify for the treatment of Tourette’s disorder in the pediatric 

population was established in one 8-week trial and one 10-week trial involving patients who met 

the DSM-IV criteria for Tourette’s Disorder.  Otsuka is also conducting 1 open-label, long-term 

safety trial in pediatric subjects (7-17 years old).

35. On December 12, 2014, FDA sent a letter to Otsuka notifying Otsuka that FDA was 

granting marketing approval for Abilify “based upon two adequate and well-controlled trials that 

demonstrate the efficacy for the new indication in pediatric patients with Tourette’s Disorder.”  

This approval resulted in substantial modifications to the Abilify label.
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36. On January 13, 2015, FDA’s Office of Orphan Products Development database was 

updated to reflect that Abilify had been “approved for orphan indication” of “treatment of pediatric 

patients with Tourette’s disorder.”

37. Counsel for Otsuka thereafter wrote to FDA’s Chief Counsel setting forth Otsuka’s 

position that FDA’s approval of Otsuka’s sNDA for the use of Abilify in the treatment of 

Tourette’s Disorder in pediatric patients, an approval protected by orphan drug exclusivity, 

precluded FDA from approving an ANDA for a generic version of Abilify pending the expiration 

of Otsuka’s statutory seven-year period of orphan drug exclusivity for the new indication.    In 

response to Otsuka’s counsel’s letter, FDA unlawfully reversed direction and “corrected” its 

December 12 final agency decision to broaden the approval from pediatric patients to the 

population at large.      

38. On February 24, 2015, FDA’s Office of Orphan Products Development informed 

Otsuka that “as the first sponsor of this drug [aripiprazole] to obtain marketing approval for this 

indication, [Otsuka] is entitled to seven years of orphan-drug exclusive approval . . . for treatment 

of Tourette’s disorder.”  The agency went further, however.  In its “corrected” approval letter, 

without explanation or elaboration, FDA advised that its earlier December 12, 2014, approval letter 

“contained an error in the ‘indications’ section,” an “error” which FDA purported to change 

unilaterally by changing and broadening significantly the approved indication from treatment “in 

pediatric patients with Tourette’s Disorder” to treatment of “patients with Tourette’s Disorder.”  

39. On March 9, 2015, Otsuka emailed FDA and posed the following direct question: 

“[D]oes [FDA] consider the supplemental approval to be for the treatment of Tourette’s disorder 

in the general population, or is the approval limited to the pediatric population in which Otsuka 

demonstrated safety and efficacy?”  FDA responded unambiguously on March 11, 2015: “We 
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consider the supplemental approval to be for the treatment of Tourette’s disorder in the general 

population.”  

40. On March 18, 2015, Otsuka emailed FDA and formally objected to FDA’s reversal 

of decision and broadening of the indication.  Otsuka requested that the broadened indication be 

rescinded.  Otsuka noted that the initial pediatric indication was supported by clinical trial data 

while the broadened “in the general population” indication was not.  Otsuka supported its objection 

with a declaration from Dr. Floyd Sallee, a Professor of Psychiatry at the University of Cincinnati 

School of Medicine.  Dr. Sallee has many years of experience treating patients with Tourette’s 

Disorder, both children and adults.  Dr. Sallee’s declaration addresses the sharp differences in 

Tourette’s Disorder in adults as compared to children and the differences in treatment for the two 

groups.  FDA has acknowledged receipt of Otsuka’s email objecting and requesting rescission, 

but has not responded substantively.

41. On March 24, 2015, Otsuka filed this suit against FDA challenging the lawfulness 

of FDA’s final agency action granting approval for an indication for use of Abilify for the treatment 

of Tourette’s disorder in the general population.  After expedited proceedings, including FDA’s 

being ordered by the Court to file the complete administrative record (a routine requirement that

FDA had vigorously opposed) and nearly completed briefing on Otsuka’s motion for summary 

judgment, FDA reversed itself yet again and issued yet another “correction,” this time reverting 

back to its initial approval for use in pediatric patients only.  April 10, 2015, FDA issued a “general 

advice” letter to Otsuka stating, contrary to FDA’s earlier position and contrary to the position 

FDA had taken up to that point in this litigation, that “the approval of Abilify for Tourette’s 

Disorder is only for the pediatric population.”     
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C. Otsuka’s Pediatric Indication and Other Pediatric Information

42. Otsuka’s indication for Tourette’s Disorder is limited to the pediatric population.  

The “Indications and Usage” section of the “Highlights of Prescribing Information” includes a 

reference to the supporting clinical trials (14.5), demonstrating that the indication is limited to 

treatment in the pediatric population.  See AR 5 (“Treatment of Tourette’s disorder (14.5)”).  

Likewise, the “Indications and Usage” section of the “Full Prescribing Information” indicates that 

the indication should be limited to treatment in the pediatric population, as it includes a reference 

to the clinical trials.  See id. at 7 (“Treatment of Tourette’s Disorder [see CLINICAL STUDIES 

(14.5)]”).

43.  The FDA-approved label elsewhere contains a substantial amount of pediatric 

information protected by orphan drug exclusivity.  In the “Highlights of Prescribing Information,” 

for example, the “Dosage and Administration” section lists dosages for patients less than and 

greater than or equal to 50 kilograms and references the dosage and administration section of the 

Full Prescribing Information and the “Adverse Reactions” section lists adverse reactions for 

Pediatric Patients (6 to 18 years old).

44. There are also many references in the “Full Prescribing Information.” These 

references include the sections related to indications and usage that reference the Tourette’s 

Disorder clinical trials (§ 1); dosage and administration for “Pediatric Patients (6 to 18 years)” 

(§ 2.5); warnings and precautions (§ 5.6; text following Table 7 and Table 8); adverse reactions

(§ 6.1 Tables 21, 22 and related text); pediatric use (§ 8.4); clinical studies (§§ 14, 14.5 (Tourette’s 

Disorder – Pediatric Patients)).  
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Claim For Relief -- Unlawful, Arbitrary, And Capricious FDA Action

45. Otsuka here adopts and incorporates by reference Paragraphs 1-44 of this amended 

complaint as if fully set forth herein.  

46. On or about April 20, 2015, FDA will make a final adverse unlawful decision with 

respect to Otsuka’s exclusivity rights and, in derogation of Otsuka exclusivity rights, FDA will 

unlawfully approve generic versions of Abilify.  This Court should vacate FDA’s unlawful 

decisions.  

47. FDA is an agency subject to the requirements of the APA.  5 U.S.C. § 701(b)(1).  

“[A]gency action, findings, and conclusions found to be arbitrary, capricious, an abuse of 

discretion, or otherwise not in accordance with law” shall be held “unlawful and set aside.”  Id.

§ 706(2)(A).  FDA’s denial of Otsuka’s exclusivity rights is arbitrary, capricious, an abuse of 

discretion, and otherwise not in accordance with law.  Similarly, FDA’s approval of generic 

versions of Abilify (absent a license from Otsuka) is arbitrary, capricious, an abuse of discretion, 

and otherwise not in accordance with law.     

48. FDA’s action of approving generic versions of Abilify violates the controlling 

general rule that generic drugs must contain the same information on their labels as their respective 

brand-name predicate and Section 505A(o).  While Section 505A(o) permits the omission of “a 

pediatric indication or any other aspect of labeling pertaining to pediatric use when the omitted 

indication or other aspect is protected by patent or by exclusivity under clause (iii) or (iv) of section 

355(j)(5)(F) of this title,”  21 U.S.C. § 355a(o), orphan drug exclusivity is not mentioned in section 

505A(o).  

49. Accordingly, as a matter of law, pediatric labeling (indication and other 

information) subject to such protection, of which there is an abundance in FDA’s approved Abilify 
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label, cannot be omitted from a generic’s label.  Thus, the general “same label” rule applies, and

generics cannot omit Abilify’s pediatric labeling.  

50. FDA acted in violation of that rule.  FDA is without authority to “legislate” in the 

guise of “interpretation” to “carve-out” the protected pediatric indication and pediatric information 

in the label; Congress has imposed strict limits on the categories of pediatric information that may 

be lawfully omitted, and pediatric labeling protected by orphan drug exclusivity is not one of those 

instances in which omission is allowed.      

51. FDA’s determination with respect to Otsuka’s exclusivity rights is contrary to law 

as it violates Otsuka’s exclusivity and Section 505A(o).  

52. FDA’s approval of generic versions of Abilify is unlawful because those approvals 

violate Otsuka’s exclusivity rights and Section 505A(o).  

Prayers For Relief

WHEREFORE, Otsuka prays as follows: 

(a) that the Court expedite proceedings herein;

(b) that pending the determination of this matter on the merits, that the Court grant all 

necessary temporary, preliminary, or interim relief to protect Otsuka’s rights; 

(c) that the Court declare that FDA’s denial of Otsuka’s exclusivity rights was 

arbitrary, capricious, an abuse of discretion, and otherwise not in accordance with law;

(d) that the Court vacate FDA’s decision denying Otsuka’s exclusivity rights; 

(e) that the Court declare that any FDA decisions approving generic versions of Abilify 

(absent a license from Otsuka) was arbitrary, capricious, an abuse of discretion, and otherwise not 

in accordance with law because they violate Otsuka’s exclusivity rights;

(f) that the Court vacate FDA’s approvals of all unlicensed generic versions of Abilify;
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(g) that the Court permanently enjoin FDA from granting approval of any ANDA for 

generic versions of Abilify pending the expiration of Otsuka’s seven-year exclusivity period in 

December 2021 (absent a license from Otsuka) ;

(h) that the Court make permanent any preliminary injunction; and 

(i) that the Court grant any and all other, further, and additional relief as the nature of 

the cause may require, including all necessary and appropriate declarations of rights and injunctive 

relief.

Dated: April 15, 2015

/s/ Ralph S. Tyler
Ralph S. Tyler (Bar No. 01747)
rtyler@venable.com
Maggie T. Grace (Bar No. 29905)
mtgrace@Venable.com
VENABLE LLP
750 East Pratt Street, Suite 900
Baltimore, Maryland  21202
(410) 244-7400
Fax:  (410) 244-7742

Attorneys for Plaintiffs
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CERTIFICATE OF SERVICE

I HEREBY CERTIFY that on this 15th day of April, 2015, a copy of the foregoing 

AMENDED COMPLAINT is available for viewing from the Court’s ECF system.  Notice of this 

filing will be sent to all counsel of record via the Court’s ECF system.  

   /s/ Ralph S. Tyler
Ralph S. Tyler
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