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March 15, 2006

BY FEDERAL EXPRESS |

Division of Dockets Management (HFA-305)
U.S. Food and Drug Adrmnistration

Room 1061 '
5630 Fishers Lane ,
Rockville, MD 20852

Re:  Docket No. 2005P-0436:
NDA 21-863; Ibuprofen Liquid Filled Gelatin
Capsules 200 mg; Ranbaxy Laboratories Ltd.

SUPPLEMENT TO CITIZEN}:EETITION

The undersigned, on behalf of Banner Phanna&:aps Inc. of High Point, North

Carolina, submits this quplement to the above-referenced szen Petition (dated

October 27, 2005; docketed October 28, 2005), respondmg to the comments on the
Petition filed by Buc & Beardsley on behalf of Ranbaxy Laboratories Ltd. (dated
February 22, 2006; docketed February 28, 2006).

L Ranbax Dlsre rdsthe Im act of FDA’s 505(b)(2) Fenofibrate Ruling

Not surprisingly, Ranbaxy s comments disregard the manifest impact on this
case of FDA’s November 30, 2004 ruling regarding a Section 505(b)(2) NDA for
the drug fenofibrate (Docket No. 2004P-0386, Ruling on Abbott Laboratories
Citizen Petition; see Banner’s orxgmal Citizen Petition herein, Exhibit I). In that
precedential ruling, FDA articulated the standards by which a Sectlon 505(b)(2)
NDA applicant must address Orange Book patents for the drug product for which it
seeks regulatory approval.

The fenofibrate ruling devotes an entxre section to the matter of what listed
drug (or listed drugs) a 5 JS(b)(Z) apphcant must reiy upon for purposes of patent
certification. The section bears repeating in pertinent part:

“C.  Choosing the Listed Drug

In contrast to Azbbé)tt’ssWeeping approach to identifying listed drugs for

SUP. 4.
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patent certlﬁcatlons FDA’s approach is tailored more narrowly to reflect
the logic and language of the statute. Given that a 505(b)(2) applicant
must certify only to patents on the listed drug relied on for approval, each
proposed 505(b)(2) application must identify the listed drug or drugs on
which it seeks to rely Once a listed drug has been identified, the 505(b)(2)
applicant need only provide sufficient information to support any change
from the listed drug proposed (21 CFR 314. 54(a)). FDA’s Draft Guidance
for Industry, Apphcatzons Covered by Section 505(b)(2) (Draft Guidance),
makes clear, however, that ‘[i]f there is a listed drug that is the
pharmaceutical eqmvalent” [of] the drug proposed in the 505(b)(2)
application, that drug should be identified as the listed drug’(Draft
Guidance at 8). It further provides that “if there is a listed drug that is
the pharmaceutlcal equlvalent of the drug proposed in the 505(b)(2)
application, the 505(b)(2) applicant should provide patent
certifications for| the patents listed for the pharmaceutxcally equivalent
drug’? (Draft Guldance at 8). These prov1sxons ensure that the 505(b)(2)
applicant does not use the 505(b)(2) process to end-run patent
protections that would have applied had an ANDA been permitted.'
They further ensure that the 505(b)(2) applicant (and FDA) can rely, to

' “FDA’s regulatiox;ins at 21 CFR 320.1(c) define pharmaceutical equivalents as:

drug products in identical dosage forms that contain identical amounts of the
identical active drug ingredient, i.c., the same salt or ester of the same therapeutic
moiety, or, in the case of modified release dosage forms that require a reservoir.or
overage or such forms as prefilled syringes where residual volume may vary, that
deliver identical amounts of the active drug ingredient over the identical dosing
period, do ljot necessarily contain the same inactive ingredients; and meet the
identical compendia or other applicable standard of identity, strength, quality and
purity, including potency and, where applicable, content uniformity, disintegration
times, and/or dissolution rates (emphasis supplied).”

12 A 505(b)(2) application may be submitted for a pharmaceutical equivalent to a
previously approved drug product when, for example, the 505(b)(2) contains a
novel excipient that requires a safety study and therefore cannot be approved in an
ANDA. FDA regulations establish, however, that FDA ‘may refuse to file a
505(b)(2) application eligible for approval under section 505() (21 CFRrR
314.101(d)(9)). '

¥ Similarly, if a tablet and a capsule are approved for the same moiety with patents
listed for the tablet and none listed for the capsule, an ANDA applicant seeking
approval for a tablet should cite the approved tablet as the reference listed drug.
It should not circumvent the patents on the tablet by citing the capsule as the
reference hsted drug and filing a suitability petition under section 505(j)(2)(C)
of the Act and 21 CFR 314.93 seeking to change to a tablet dosage form
(emphasis supphed) '
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the maxxmum extent possible, on what is already known about a drug
without having to re-prove (or re-review) what has already been
demonstrated, See 505(b)(2) Petition Response at 3 (‘FDA’s
longstanding mterpretatlon of section 505(b)(2) is intended to permit
the pharmaceutncal industry to rely to the greatest extent possnble
under the law on what is already known about a drug’)

(Fenobibrate Ruling, Nov 30, 2004, pp. 8-9, emphas1s supph‘ed).

Accordingly, FD, A’s Section 505(b)(2) Guidance and fenofibrate ruling
teach: :

® There ¢an be more than one listed drug upon which a 505(b)(2)
‘applicant is required to rely.

® The 505(]5)(2) applicant must rely on any listed drug that is the
pharmaceutlcal equlvalent of the drug for which the applicant is
seekmg approval

° This is'so even if there is another listed drug upon which the
505(b)(2) apphcant seeks to rely for safety and efficacy data.

L. Ranbaxy Was Compelled To Reply Upon Banner s
Pharmaceutlcall E ulvalent Dru Prnduct

Under the above pnn01ples, Ranbaxy had no choice. It'was compelled to
rely upon Banner’s liquid filled gelatin capsules 200 mg containing ibuprofen in
free acid form, because Banner’s product is the only drug product listed in the
Orange Book: (a) containing ibuprofen in free acid base as the active 1ngredlent (b)
in a liquid filled gelatin capsule dosage form, and (c) with a strength of 200mg." As
FDA stated in the femjﬂk rate ruling, this principle allows the agency to apply to
Banner’s NDA, “to the maximum extent possible, what is already known about a
drug without having to re-prove (or re-rev1ew) what has already been
demonstrated.” (See p 2, supm, Exhibit I to original Citizen Petition herein, p-9).

Manifestly, Ranbaxy seeks to bypass Banner s NDA, contending that it need
only refer FDA to the safety and efficacy data in Wyeth’s NDA (Ranbaxy

*

Wyeth’s drug product contams ibuprofen in combination with potassium salt as the

active ingredient, so that Wyeth’s product is not pharmaceutically equivalent to Ranbaxy’s
drug product. o
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comments, at 5). Yet by seekmg approval of a drug product contalmng the very
active ingredient in Banner’s product, Ranbaxy of necessity is asking FDA to also
consider what is already known by the agency about that active ingredient, in the
same dosage form and strength, previously submitted in Banmer’s NDA. Mere
reliance on Wyeth’s data is not enough; Ranbaxy selected a particular ibuprofen
active ingredient that oniy Banner’s drug product mcludes Reliance as well on
Banner’s NDA is mandatory to fill this gap.” :

Banner’s claim that Banner’s NDA may be ignored because Banner’s
product is indicated for pain, not migraine headache (Ranbaxy comments, p. 5) is
specious. The pain for which Banner’s drug product is indicated explicitly includes
headache pain. Moreover, a drug product’s indication is not a criterion for patent
certification in the statute, FDA’s regulations, or the SCCUOH 505(b)(2) Guidance.

TII. Ranbax Clearli Attempted To A’void"'Banner’s Patent

Nor does Ranbaxy credibly argue that the Section 505(b)(2) Guidance and
the fenofibrate ruling are inapplicable because Ranbaxy “did not choose from
among several possﬂ)le listed drugs or base its decision on patent-related
considerations.” (Ranbaxy comments, pp. 4-5). By its own admission, Ranbaxy’s
original application contained no patent certification; it did not certify against
Banner’s ‘426 patent until forced to do so by FDA. (Ranbaxy comments, p. 2).

Then Ranbaxy sought to w1thdraw that certification, but only after it was sued for
patent 1nfnngement by Banner Id. Ranbaxy even went ex parte to FDA to try to get
the agency’s acquiescence in this unorthodox move. /d. Without question, Ranbaxy
engaged in blatant gamesmanshlp to avoid certification against an Orange Book
patent for the pharmaceutlcally equivalent listed drug.

IV.  FDA’s Interpretatlon of Section 505(1))(2)
Is Both Permgss1ble and Reasonable

Ranbaxy questlons FDA’s interpretation of Secnon 505(b)(2) articulated in
the 505(b)(2) Guidance and the fenoﬁbrate ruling as not reﬂecm ve of the statute.
(Ranbaxy comments, pp. 4-5),

Not so. The Federal Food, Drug; and Cosmetxc Act, 21 US.C. § 355(b)(2),
provides that a Section 5()5(b)(2) applicant must make a patent certification for

™ Unlike Ranbaxy here, in the fenoﬁbrate situation the 505(b)(2) applicant did not seek
approval of the pharmaceutlcal equlvalcnt of any listed drug, so there was no gap to fill.
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Orange Book patents 5cla1mmg a listed drug that 1s the subj ect of studies relied upon
by the applicant which it did not conduct nor obtain a right of reference. FDA’s
regulations provide the same thing. 21 C. FR.§ 314.50(i)( D@)(A). Inits Section
505(b)(2) Guidance and the fenofibrate ruling, FDA further interpreted the statute
and regulations to require a 505(b)(2) applicant to rely upon a pharmaceutically
equivalent listed drug product (even if it also relies upon safety and efficacy data for
another non-pharmaceutically equivalent listed drug) to allow FDA to refer to
previously-filed data on the pharmaceutically equivalent product when reviewing
the 505(b)(2) applicant’s NDA. FDA’s interpretation is permissible, entlrely
reasonable, and entitled to deference. Chevron U.S.A. Inc. v. Natural Resources
Defense Council, Inc., 467 U.S. 837 (1984); United States v. Mead Corporation,
533 U.S. 218 (2001)."*"

Add1t10nally, the Judlclal decisions cited by Ranbaxy (comments p. 5) are
inapposite, since none of the holdings involved the i issue of patent cemﬁcatlon by a
Section 505(b(2) NDA apphcant

V. Ranbaxy’s Attempt to Discredit the
Section 505(b’ '2% Guidance Is Meritless

The criticism that the Section 505(b)(2) Gmdance ‘was issued in draft form
(Ranbaxy comments, p. 5) can be rejected out of hand. FDA has issued many
guidance documents applicable to drug products in draft form, and has applied them
as so issued. (See attached excerpt from CDER’s Guidance Documents webpage).
Industry has relied upon such draft guidances as the agency’s interpretation and
policy regarding the statute. and regulations, untll pertinent final guidances are
subsequently issued.

FulﬁB »Hatch—Waxman

VI The Guidance aﬂd Fenoﬁbrate Rulin

Finally, contrary to Ranbaxy’s assertion (comments, pp. 5-6), the Section
505(b)(2) Guidance and the fenofibrate ruling plainly fulfill the Hatch-Waxman’s
carefully-crafted compromise requiring certification against applicable patents.

The contention that Banner can sue for patent mﬁmgement once Ranbaxy’s product
is on the market (Ranbaxy comments, p. 6) i 1gnores Congress’ intent, expressly

™ For FDA to retreat from this interpretation (relied on by the drug industry since the
Section 505(b)(2) Guidance issued in 1999), and now adopt Ranbaxy’s diametrically-
opposed position, would be a marked departure from agency precedent that could not be
reconciled by FDA without, ;renouncing its prior statutory interpretation.
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incorporated in Hatch-Waxman, that pertinent patent issues be litigated while the
505(b)(2) applicant’s product is being reviewed by FDA before regulatory approval,
not after. (See 21 U.S.C. § 355(0)(3)(C)) Furthermore, Hatch- Waxman balance is
achieved by requiring a Secnon 505(b)(2) applicant to make a certification with
respect to an Orange Book patent that the applicant would have been required to
certify to if the drug product involved had been apphed for via an ANDA. (See p. 2,
supra, and original Petmon herein, Exhibit I, p. 9).

VIL  Conclusion
For the reasons se’c forth in its original Citizen Petition and in this
Supplement, Banner’s Petltmn should be granted in its entirety.
Respccltfull?y submitted, |

FROMMER LAWRENCE & HAUG LLP

By'

Charles J. Raubicheck

cc(w/encl.): Charles Ganley, M.D.
Director, FDA Division of Over-the-Counter Drug Products
(HFD- 560)

Elizabefth H Dickinson, Esq.
Kim E. Dettelbach, Esq. |
FDA Office of Chief Counsel (GCF«I) -

Leah A. Chrlstl FDA D1v1s10n of
Over—the~Counter Drug Products (HFD-560)
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2. Allergic Rhinitis: Clinical Development Programs for Dmg Produots [HTML] or [PDF]
(Issued 6/2000, Posted 6/20/201 0)’

3. Chronlc Cutaneous Ulcer an

~“Jl‘e(enncis — Developmg Products for Treatment
4. Clinical Devel—ogment Progr"'f
fthe Treatment of Osteoarthntl




.\1'9

10. tor Symptoms and Vulvar
al Evaluatmn [,W,_Ql;(_i] or
11. ccstermds on Growth in-
12. Exerclse—Induced Bronchospasm(E'!) — Development _gs to Prevent EIB [PDF]
(Issued 2/2002, Posted 2/ 19/2002) o Nt
13. Exocrme Pancreatic Insufﬁmency Drug Products Submlttmg NDAs [HI ML] or [Word]
or [PDF] (Posted 4/27/2004)
14. Female Sexual Dysfunction evelqpment of Drug Products f or Treatment
[HTML] or [PDF] (Issu: ted 5/18/2000)
15. Gingivitis; Development and Eval n of Drugs for Treatment or Preventlon [HTML} or
[Word] or [PDF] (Issued June 24, 2005, Posted June 27 _2005) ,
16. Guldance for Clinical Tnal Sponsors On the Estab nt and O Qperatmn of Chmcal Tmal
17.
18, Inhalatlon Drug Products Package "anfSemlpermeable
(Issued 7/2002, Posted 7/25/2002) S
19. OTC Treatment of Herpes Labxahs w1th Ant1v1ra1 Agents{
3/8/2000, Posted 3/8/2000) o
20. Patient-Reported Outcome Measures Use m Medlcal
Labeling Claims [HTML] o
21. Pediatric Oncology Studies
6/2000 Posted 6/19/2000)
22, al B
23, Recommendatlons for Complym' W1th,‘the Pedlat:uc Rule (21 C
(a)) [HIML] or [PDF] (Posted 12/ 120000 :
24. Systemic Lupus Erythematosus ~-Develop1ng Drugs for Trea’
[P_DF] (Issued 3/28/2005 Posted 3/28/2005)
Cllmcal Pharmacology

L. v_,_.__,_*_,._wgwg_lme_tap ction SLu.(llcs in the Drug levei

2.

3. Q&Luﬂwmdﬁlg&ua1lebmtx_Secu.c_uufwau

1 - 8)

4. In Vivo Drug Metabohsm/Dru erac ion tudles -Study Design, Data Analy51s and
Recommendations for Dosmg ;and:Labehng [HTML] or {PDF] (Issued 11/24/ 1999, Posted
111/24/1999)

5.

. Development of Parat'iyr rmone fc
[HTML] or [PDF] (Issucd 5/2000, Posted 6/13/2000)

»Humans and Ammals [HTM ]or‘[PDF ] (Issued 9/6/20(}

Clinical Evaluation of Weig hthQntrov!‘.~v~ ) ug (9/24/ 1996 Posted 2/ 18/ 1998) #

Clinical Trial Endpoints for the Approval of Cancer Drugs and B1oluglcs [L{E_ML,]
[Word] or [PDF] (Issued 4/1/20( d 4/1/2005) ‘
for the Prevention and Treatment of Osteopcrosw

Drugs, Biologics, and Medical Dewces Derived from Bloeng ‘;eered Plants for Use in-

Pharmacokmetlcs in Patlents thh Impalred Hepatlc Funcﬂen 'tudy Demgn Data ‘




: Analysxs and Impact on Dosmg and Labelmg [}Merd]‘er [P,D_F ] (Posted 5/30/2003)

6. Pharmaﬁc‘gjg‘rle_gg_,_sm_ P__a_t_lents ith m@)j@d_j&_engj Egggtlon )».. (Issued 5/ 14/ 1998 Posted
' 5/14/1998) : :

Chnlcal Pharmacology (Drait)

1. Clinical Lactatlon Stud1es—~Study Des1gn Data Analy F:

- Labeling. [HTML] or [PDF] or [Word] (Issued 2/7/05, Post

2. General Considerations for Pedi atric Pharmgcokmemc tu_

Products A= (Issued 11/1998, Posted 11/12/1998) 2

3. Pharmacokinetics in Pregnancy Study Design, Data An and, Impact on Dosmg and
Labehng [HTML] or [Word] or [PDF] (Issued 10/29/20' 4, Postec _0/29/2004)

: Cuutenzed Svstems ‘
4/ 1999 Posted 5/ 1 1/ 1999)

Guldance for Hospxtals Nursmg Ho,f s,
Health Adwsory [HTML] or {PDF] {
Gui . of T

8. E—’@Miﬂl&éﬂé_&bﬂw T sting of ’So 1d Or wgl Dosage F@;:m~ m&ggmmm mglx_o_n
- & (Issued 6/27/1997, Posted 6/27/1997)
9. ~Momtonngpf Clinical Invest;gatxons B (Posted 3/2/ 1998}?‘

10.  Nuclear Pharmacy Guideline Criteria ﬁ)r Determ mng Wh
Establishment A+ (Posted 3/2/1998)
11. Pharmawmpoundln&w Comphanee 'Pohc Gj_;lde ",
12. Possible Dioxin/PCB Contamination of Drug and Blologl
(Issued 8/23/1999, Posted 8/23/ 1999) :
13. *Prescnptlon Drug Marketing Act — Denatmn of Prescnph ¢
[HTML] or [PDF] (Issued 3/2006 Posted 3/ 13/2006)
14. Street Drug Altematlves [HTML] or TPDF] (Issued 3/2000 Posted 3/ 31/2000)

5/2002 Posted 3/12/2004)
ucte [HTML] or [PDI‘ ]

I ,g '-Samples to Free Clinics

Compliance (Draft)

1. Bar Code Label Requ1rements - Questxons and Answers { HTML} or [Word] or [PDF ]
(Issued 6/7/2005, Posted 6/7/2005) S pe
2. Computenzed Systems Used i in Chmeal Tnals [HTML}

LA S AR E =N St

ord] (Posted 9/29/2004)



: Investlgatmg Qut of Snemﬁcatxon { OQS) Test Results,for

'PET Drug Products - Current Good Manufactunng Practlc
- [PDF] (Issued 9/ 15/2005 Posted 9/ 15/2005) FL e

.. Current Good Manufacturmg Practlce for Medzcal Gases {Word] or [PDF ] (Posted
- 5/6/2003)

Expiration Dating of Umt—DoSe Repackaged Drugs Cornphance Pohcy Gu1de [ﬂ,_’le_L] or
[Word] or [PDF] (5/27/2005) = :

Guidance for IRBs, Clinical Investi 'ators «and S" onsors: Exc _e,ptxo Jom Informed Consent
Requirements for Emergency Research ( 21 CFR 50 24) lraft:,rf leased for

3/30/2000 (5/12/2000)

(Issued 9/30/1998, Posted 9/30/1998) ,
Manufacturing, Processmg, or ﬁggtn&wtxve Ph_amgeu;
4/17/1998, Posted 4/17/1998)

Marketed Unapproved Drugs -- Comphanoe Pohcy Gulde [ W rd] or {PDF] (Issued
10/15/2003, Posted 10/1 7/2003)

GMP){HTML] or [Word] or

Drug Safety

1.

Conducting a Chmcal Safety Re VlBW of a New Product Appheauon and Prepanng a Report ~
on the Review [HTML] or [Wm d] or { PDF] (Issued 2/2005 Pos‘eed 2/2005)

Drug Safety Draft

L.

FDA’ s “Drug Watch” for Emergmg Dr,ug Safety Infomaﬁ" n ML] or,[Word] or[PDF ]
(Issued 5/5/2005: Posted 5/5/2005) o B

o Questions and Answers (Qs & As) [HTML] - [_;, . k:_ o

Electromc Submlssmns

1.

is http:/www.fda. gov/cber/esub/esub htm. For CDER, 1

‘Posted I/27/ 1999)

Examp_le_uof an Electronic ﬁm ,,,,,,,,,,, gphcauon Submlssmu

,Part 11, Electronic Records, Electromc ngnatures — Scope and Apphcatlon [HTML]

[PDF] [Word] (Posted 9/3/2003)
Providing Regulatory Submissions. mIEIectromc Format = ANDAS [HTML] or [PDF]
(Issued 6/2002, Posted 6/27/2002) i

Providing Regulatory Submissions i m Electromc F ormat
or [Word] or [PDF] (Issued 4/20‘ f' oste: /2005)

~ Con tent of Labehng [HIML]

P n 1aceut1cal Product

Sions mg the eCTD pe
DF ] To ensure you havel ] e most recent versions of
thls document, check the appropriate center's guldance

http: //www fda. gov/cder/regula olgy/ersr/ectd htm. (Isst

Regula ory Subrmssmns in Elect onlc Format General Cou

Regulato tory Submissions in glegggmc F ormat N ew Dru& ,me@QQg§ }"‘" (Issued 1/ 1999
Posted 1/27/ 1999) '
SPL Standard for Content of_-Labelmg; Techmcal Qs & As [HTMI Jor [PDF] or-_\{,w_ng:d_‘] o

(Issued 12/2005, Posted 12/81, 0”5) e AL} or [PDE

,_w,.,w_.._.wmw...m....m.,.._u._»_. .

(Posted 2/1 7/ 1 999)



Electromc Submlsswns Draft

jor [PDF] (Issued 10/2003 Posted 10/22/2003)
. Providing Regulatory Subrmssmns in lectromc Forma

Providing Regulatory Sufbmi

leci:romc Format Annual Reports for NDAs and
ANDAs [Word] or [PDF] (P 0! o

Reports [HIML] or [PDF] (Issued 5/2001 Posted 5/ ]

Drug Experience Reports [H ML
,Prov1d1ng Regulatory Submissions:
and Promotlonal Labelmg [HTML] or [PDF] (Issued fl‘ 200

tion Drug Advertxsmg
ed 1/30/2001) '

| Generlcs |

1';

o o

10.

11."
12,
13,

14. 1

g [PDF] G’osted 12/12/2000) : ’
ANDA's: Impun’aes in Drug Substances [HTML] or TP]E) | edfll /1999 Posted

Court Decisions, ANDA Appro

v Letter descnbmg efforts b'

180-Day Exclus1v1ty When, AN G

12/2/1999)

Amendments to the Federal Foo
3/27/2000)

RN A bk SN LY e N

3/2/1998) : ; : ,
Letter on mcem lete Abbrev;ated,A gllcatmns ConylctlonsU.‘d ‘GDEA' Multl le

refuse—to—ﬁle letters ;
Letter on the Drowsmn oi: new m’oggdm es and 01“;133 al

(Posted 3/2 998)

;Letter on the request for ceoperation of reg,j_a_t_e_i .mgu

st R

: eu ;dl Manufacturers
cnt Term.Reg,jc_g._taupnAct b (Po’sfted

3/2/1998)

Letter o all ANDA. and ADA

1992 (GDEA (




15.
16.
17.

18.

Genencs (Draft)

1.

2.

Good Revww Practlces (G’

L.

2.

B

: Posted 1/26/ 1999)

Listed Drugs, 30-Month Stays, and. Appfoval of ANDf :

‘Modernization Act of 2003 -- Questmns and Answer 5 |
-10/2004, Posted 11/3/2004) i , S

: Flﬁh of a series of letters

(Issued 12/2001 Posted 12/20/2
Potassium Chloride Modaﬁed Re
In Vitro Dissolution Testmg [HJ
10/25/2005) =
Revising ANDA Labeling Followmg Rev1s1on of the RLD
(Issued 4/26/2000 4/26/2000) e .

ANDAs Impurltles in Drug Products [HIML or [Wgrd] 0 J‘"‘P)F]f (Issued 8/26/2005
Posted 8/26/2005) - :

ANDAs: Impurities in Drug Substances THTML] or. [Word] or [PDF] (Issued 1/28/2005

Posted 1/28/2005)
ANDAs: Phannaceutlcal Solid P
12/17/2004, Posted 12/ 17/2004)

~~ymorphlsm; [HTML] or [Word] or [PDF] (Issued

d ,505{b)(2) Apphcatlons Under
provement, and

Hatch—Waman, as Amended by the Medicare Prescription ;
[Word] or [PDF]. (Issued

Conductlng a Clinical Safety Revxew of a New Product
on the Review [Word] or FPDF] (Posted 2/1 8/2005) ;
Pharrnacology/Tox1cology Revrew Format [PDF] (Posted 5/9/20@1) :3‘

ncn and Preparing a Report' :

f dlscus _Lg the statutozy
‘roved drugs where

mechamsm bv Whlch AN B R




10.

11.

2.
13,
14,
15.
16.
17.

18.

19.

: Blotechnolo glcal/Blologlcal Prc ; :

;'11/2003 Posted 11/20/2003) -l

Q1B Photostability Testing
(Issued 11/1996, Reposted /7
Q1C Stability Testing for New Do
QID Bracketmg and Matr1x1ng]§)es1gns for Stablhty T

6/7/2004) ;
QlF Stab111ty Data Package for Reglstratmn Apphcatlon maﬁc;éon‘es I and IV,
revision 1 [HTMU or [Word] « ,;[PDF] (7/1/12004) - gt et S
OZA Text on Vahdatlon of Anal tacai Procedures i

Posted 12/30/1997) - e
Q3C Tables and List [Word] or [PDF1 (Posted 11/12/2@03
dix ‘

= (Issued 9/21/ 1998 Poste
,QSE Comparablhty of Blotechnol" g

Q7A Good Manufacturing Practi

[HTML] or [PDE] (Issued §/2001, Posted 9/24/2061] L

International Conferenwenﬂarmo sation (Dra

Efﬁcacy

1.

2. E2D Pastapproval Safety Data Managernent Deﬁmtxo

E2B(R) Chmcal Safety Data Management Data Elements for TranSmlssmn of Indlvxdua] '
Case Safety Reports: [HTML] or [PDE] or [Word} (Issued 9/30/2005, Posted 9/30/2005)
dards for Expedlted




Quallty b

Q8 Pharmaceutlcal Development [HTML] or [PDF] or [Word] (Issued 2/7/2005 Posted
2/8/2005) ,

2. Q9 Quality Risk Management [
- 8/5/2005)

]or [PDF] or [Word] (Issued 8/3/2005 Posted

Safety

1. S8 Immunotoxxcﬁy Studles for Human Pharmaceutlcals; ’:HT
(Issued 2/7/05 Posted 2/8/05) :

of Drug "«-,-'» :
Labelmg

1. Adverse Reacuons Seét16n bf I':abéli

2. Chmcal Stud1es Sectlon of Labelmgffor Human Presc i g and Blologlcal Products
— Content and Format [HTML] or [PDF] (Issued 1 06
3. Content and Format for Genamc Labelmg {HTML} or.
10/4/2001) : e

OF] (I sued 10/2001, Posted '

Labehng (Draft)

1. Labeling for Combmed Oral Contraoeptwes {,P,,DE] or [_SYQ_;r_cl] (Issued 3/2/2004, Posted
3/4/2004) - e
2. Labeling for Human Prescm t"f n Drug and Blologlcal Products — Implementmg the New:
Content and Format Requareme L}or [Word] or [E_I;D_E ] (Issued 1/ 18/2006 Posted
1/18/2006) : : : ) . '
3. Labeling Guidance for OTC/TO 1ca1k D 1g Products for the Tre‘ ‘ .of Vagmal Yeast
* Infections (Vulvovaginal Candidiasis) #* (Is: P

4. Noncontraceptive Estrogen Drug Products for the Treatm

f Vasomotor Symptoms and



Mlcmbwlegy

1.

Vulvar and Vagmal Atrophy Symptoms-~Recommended Prescnbmg Informtlon for Health
Care Providers and Patient Labehng [ﬁTML] or [Word] or [PDF] (Issued 1 l/ 1 5/2005
Posted 1 1/ 15/2005) . Siah :

Warmngs and Precauuons, Cént ai wétions, and 7Bfoz;‘
“Human Prescnptmn Drug and Biological Products — C
’ [Word] or [PDF] (Issued 1/ 18/2006 Posted 1/ 18/2006).

ning. ‘ectmns of Labehng for
ent n,d Format [HTML] or -

Format and Content of the Mlcrobxol gy Se;pl;__qn_gfna_nwﬁg};w

Modernlzatlon Act of 1997

10.
11,

; : (Issued 5/14/1998 Posted
12.

13..

14. 9

Changes to an Approved NDA or ANDA [Worcﬂ or f PDF ] (Issued 4/2004 Posted
4/7/2004) |

 Be p

11/17/1998 Posted 11/17/1998) '
Formal Dispute Resolution: Appeais Above the Dwmmn Levei
2/2000, Posted 3/6/2000) '

Implementatlon of Sectlon "
1997-Advisory Committees W ) ,p,e: :
1 1/02/98) o g

7i1998 Posted 7/20/98)
Informatlon Program on Ch enmg’D1seases and '

Conditlens [HTML] or [PD ] (Iss

(Issued 4/1998 Posted 5/5/1998), g 2
Effectxvencss for Hum

Quahfymg for Ped1atrlc Exéius

,5/15/1998)



15,

16.

17. Women and Mmormes Gmdanéé R “g;alrements (Issued 7/2()/ 1998 Posted 11/25/ 1998)

Modermzauon Act ()f 1997 (eraft)

1. Information Program on Chmcai Trials for Senous orL: » ﬁjnmg Dlseases and -
Conditions [Word] or [PDF] (I sued 1/2004, Posted 1/
2. PET Drug Applications - Content and Format for NDA

(Issued 3/7/2000, Posted 3/7/2000)

'As [HTML] or fPDF] |

o Sample formats for chem1stry, manufactunng, and contr@ s;ysectlons [PDF]

o Sample forrnats for, ;

o Sample formats for user fee

3. Reports on the Status of Postmark:
Food and Drug Admlmstratl on Modemlzatlon Act of 1997
4/4/2001) . : A

Over-the—Counter (.T ) Gmdances

. Enforcement Pohcv on. Marketmg OTC Combmauon r
3/2/ 1998)

b WMWWWW

3. Labelmg OTC Human Drug Products Usmg a Column orm:
12/2000, Posted 12/ 18/2000) ‘ ‘
4. Labeling OTC Human Drug Products Updatmg Labehng in RLDS and ANDAS [\Z_\[,__Qrd] or

Example Drug Facts Labels gy Fai
o Acetammophen 120 mg m a Supposnory Dosage Form [PD ]

o Clmendme 200 mg ina Tablet;Dosage Form [P
o Clemastine Fumerate 1.34 mg in a Tablet Dosag
o Doxylamine Succinate 25 mg Tablet Dosage Fo
o Ibuprofen 200 mg in a Tablet/Capsule Dosage F
o Loperamide HCl in a Liquid Dosage Form [PDF]
- o Loperamide HCl in a Tablet/Caplet Dosage Form '
o Miconazole Nitrate Vaginal Products [PDF]
o Minoxidil Toplcal Solution 2% for Men and Women [EQ_F]
o Minoxidil Topical Solution 5% for Men [PDF]
"o Naproxen Sodium 220 1 gi Tablet/Capls Gelcap Desage Form [,EQE ]
o Pseudoephedrme HC ' elease Tablets 120 mg [PDF]

pir .‘nts to Catey ,orv 1(43 FR 46728- 46731) » (Posted

" 3021998)

Over-the-Counter (.f_&C) Draft




SR

Labehng oTC Human Drug Products;(SmaH Enuty Comphance Gu1de) [Word] [PDF]
(Issued 12/2004, Posted 6/8/2005) .
Labeling OTC Human Drug Products Updatmg Labelmg
(2/21/2001) ‘

o Addltlonale plesl ;

' 1 As [HTML] or [PDF]

‘ '(3/19/2001)

(3/26/2001)
'Additional examples % (3/26/2001) 2

T1me and Extent Apphcatlons [PDF ] or [Wox d] (Issued 2

osted 2/11/2004)

Pharmacology/Toxmolugy

10.
11.

12.
13.

14.

15. Si

Developing Medical Imagmg Drug /and Biological | ro

o Estimatmg the Maximum Safe Startmg Dose\m Imtl

7/21/2005.

(Issued 2/14/2006, Posted 2/1

Carcmogemmty Study Proto‘5 )
Content and Format of IND
Therapeutic, Biotechnology-

o Part 1: Conducting Saf ty Assessments [,WQL@ or[P
6/17/2004)

Exploratory IND Studles [I—IT ML or [PDF] or [Word] \(I *2/21‘0061' Posted
1/12/2006) s
Format and Content of the Nonchmcal Pharmacolo 3 /
Apphcatlon* A (Posted 3/2/1998) S

- Immunotoxicology Evaluanon of Investlganonal New Drugsr ,[Word_], or [E_L},E] (Issued

10/2002 Posted 10/3 1/2002)

p_l;n_ﬁnt of To

/1 ‘equ al Qr Mgs

I nded fo. Prcvent ,

Nonchmcal Safety Evaluatlo

Nonclinical Studies for the Sa

| méf'TincitVu Pﬁer to

Pharmacology/Toxwﬁl@gy Draft

1.

Integratlon of Study Resuits 10 Assess Concems about ’H producuve and




| ?DeveIopmental Toxicities [PDF](Issued 11/2001 Posted 11/9/200 1)

Nonclinical Evaluatlon of Late

adiation Toxmlty of Therapeutxe Radlophannaceuucals
[HTML] or [PDF] or [Wor

6/17/2005; Posted 6/17/2005)

3. Safety Testing of Drug Meta., TML] or [Word] or [PDF] (Issued 6/2005 Posted \
- 6/3/2005) ‘ L ,
4. Statistical Aspects of the De51gn, An lysis, and I:nfterp Chromc Rodent
‘Carcinogenicity Studies of Pha:rmaceutxcals [HTML] ssued 5/2001 Posted
'5/7/2001) ' : ‘ ST

12.
13.
14,

15.

16.
17.

18.

‘Continuous Marketing Appli

~Amendments to the F ederal Food Drug, and Cosmetzc'Act [

‘Enforcement Policy Durmg Implementatmn of SeCtlon

. FDA Export Certicates [HTM or
10.
11.

Guidance for FDA Staff The Le.i '

Pro'cedugral ,

Contmuous Marketmg Ap lic
Under PDUFA [Word] or [PD ](Posted 10/ 1/2003) o
t2 - Sc1ent1fic Feedback and Interactions Durmg
der DUFA [Word] or fPDF] (Posted 10/1/2003)
ement [Word] or [PDE] (Posted 7/27/2004)
d ISO-Day Exi 1usxv1ty Under the Hatch- Waxman

i ,r'? fi[RD.}i] (Posted

Development of Fast Track
o Paperwork Reduction
Court Decisions, ANDA Approva S,

3/27/2000)
Disclosure of Matenals Prov1ded to Adwsory Commxttees-‘
Adwsory Comxmttee Meetmgs Conven d by the C " nte
Beginning on January 1, 2000 [HTML] or [PDF] { d ;
Drug Products Containing Ensulizole, Hypromellos : .Q?;tinoxa:t’e, and'
Octisalate — Labeling Enforcement Pohcy [Word] or| 003)

and Cosmetic Act 2= or Wor

Fast Track Drug Development

Review [HTML] or [Word] or I o ‘

Appendlx 2 ,—L Appendle?) ing o ‘Mapp 6020 3 and SOP} 8405 ;and Agg L \
' (’ﬂlbe replaced by final versmns 1 1/18]

(Issued 11/17/ 1998 Posted '
) VDF] (Issued 7/2004 Posted 7/ 13/2004)

Financial Disclosure by Clinical In gators (3/27/20 : ) e

Formal Dispute Resolutlon AppeaIsAbove the D1v1s10 '

2/2000, Posted 3/6/2000)

Formal Meetmgs With Sponsors and Apphcants for PD

(Issued 2/2000, Posted 3/6/2000) :

Good Review Management Pnnmp ' s gnd Practxces er

[Word] or [PDF] (Issued 3/2005; P

Implementatlon of Sectlon 120 2
1997-Advisory Comrmttees [Wo dr
1 1/02/98) _ s

_ ” f?;(Issued 7/ 99_ 3, Posted 7/20/98)
Independent Consultants for Bzo1 echn ogy ChmcalTrlaleProtoco}s {ﬁI_ML} or [PDF]
(Issued 8/18/2004, Posted 8/1 92/2.004) .,
Informatlon Program on Chmcal Tnais for Sermus or L

eate, ng_DLseases‘ and



19.
20.
21.

“ 22.

23.

24.
25.
26.

27.
28.

29.
30.
31

32.

| Condmons [HTML] or [PDE] (*- sue

- Submission of New Applicati
‘National Unlfo rmity for N 'rescl 3 tzgﬂ;';li)rudgmﬂlnﬁg_odrerxj_ﬁl_L
(Issued 4/ 1998, Posted 5/5/ 1998)
:Pharmacogenomrc Data Submrssmns [HTML] or [Word}; [
3/22/2005)

Potassmm Todide as a Thyroid Blockmg Agent i in ‘Radiati

ed 3/2002 Posted 3/ 18/2002)
ne _‘emew Letters Under the Prescnptlon Drug User Fee
001) : _
rcement of August 14, 2001 Comphance Date and
or [PDF] (Issued 7/2001, Posted 7/12/2001)

w_ﬂgs_f,o. OTC Drugs }L

Information Request and D
Act [HTML] or [PDF] (Iss
Levothyroxine Sodium Pro

. *(jlss,ued,‘3/2005f, Posted

quired Under 21 CFR 312,
osted 3/22/2005) '
rgenczes [HIML]or

o Examples of Voluntary Subnussmns or Subrms
314, 0r 601 [HTML] or;[Word} or [PDF] (Issue

[PDF] (Issued 12/2001, Posted 12/ 10/2001) - '
o Kl in Radiation Emergencres Questzons and Answer
12/20/2002, Posted 12/23/2002) ik ' ,
Potassium Iodide T ablets Shelf ere_Extenswn [Word]or [_ED}F] (Posted 3/8/2004)
Reduct:on of le Monev 'Pan ‘s for Small En  (Issued 3/20/20@1) :
‘ nder Section 505A of the Federal Food Drug, and

ty
Issued 9/1999, Posted 10/4/1 999)

ML} or [PDF] (Issued

Cosmetic Act [HTMLJ or[’_

Refusal to File £~ (Issued 7/12/1993, Posted 11/26/99)
‘Rgpg_al of Sectlon 507‘ of the E ederal F ood Drug_gm *(;o‘

.................

Reports on the Status of Postmarketmg :,Study Commxtmeﬁ mplementanon of SCCUOH
130 of the Food and Drug Adi linistration Mo i

or [PDF] (Issued 2/ 15/2006 Poste 2/ 15/2006)
Spec1a1 Protocol Assessmcnt [,Ijj AL

5/ 15/ 1998)
Submitting and Rev1ew1ng Complete‘; Responses to Chmcal Ho

; [PDF] (Issued 10/2000 Posted 10/25/2000)

Procedural Draft

1.

2.

%0 N

Disclosing Information Provxded to Advxsory Comm1tte es

[HTML] or [PDF] (Issued 12/

Applications Covered by Secuon 505(b)(2) [HTML] or [PDF] or {Worcl] (Issued 10/ 1999
Posted 12/7/1999)

ctlon with Open o
Advisory Committee Meetlngszelated to the Testing o of New Drugs and

Convened by the Center for Dy g Evaluatlon and Reso

Disclosure of Conflicts of Interes for Specml Govemm
Product Specific Advisory C

Emergency Use Authori
Posted 7/5/2005.

‘Fixed Dose Combmahon and Co-Packaged Drug Products for Treatment of HIV [HTML]
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