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ANDA 505(j) ApplicabilityANDA 505(j) Applicability

21 CFR 314.9221 CFR 314.92

Abbreviated applications may be submitted for:Abbreviated applications may be submitted for:
•• Drug products that are the same as a listed drugDrug products that are the same as a listed drug

–– identical in active ingredient (s)identical in active ingredient (s)
–– Identical in form Identical in form 
–– Identical in strengthIdentical in strength
–– Identical in route of administration Identical in route of administration 
–– Identical in conditions of use (nonIdentical in conditions of use (non--exclusive uses)exclusive uses)

•• Products declared suitable based on petition to FDAProducts declared suitable based on petition to FDA



ANDA 505(j) ApplicabilityANDA 505(j) Applicability

§§ 314.93 Petition 314.93 Petition 

 API same pharmacological/therapeutic class as RLDAPI same pharmacological/therapeutic class as RLD

 Same therapeutic effect as RLD for indications desiredSame therapeutic effect as RLD for indications desired

 If combo product with one different API, it is not If combo product with one different API, it is not ““newnew””

 For a change in API, product must be combo oneFor a change in API, product must be combo one

 The label must not differ significantly from RLD labelThe label must not differ significantly from RLD label

 RLD has not been discontinued due to safety or efficacyRLD has not been discontinued due to safety or efficacy



NDA 505(b)(2) ApplicabilityNDA 505(b)(2) Applicability

21 CFR 314.5421 CFR 314.54
 Full Reports of Safety and EffectivenessFull Reports of Safety and Effectiveness

–– Info from studies not conducted by applicantInfo from studies not conducted by applicant
–– Info where applicant lacks the right of referenceInfo where applicant lacks the right of reference

 Types of productsTypes of products
–– New Chemical or New Molecular EntityNew Chemical or New Molecular Entity
–– Changes to Previously Approved Drugs (RLD)Changes to Previously Approved Drugs (RLD)

 New Dosage Form, Strength, Route of AdministrationNew Dosage Form, Strength, Route of Administration
 Substitution of an Active Ingredient in Combo ProductSubstitution of an Active Ingredient in Combo Product
 Formulation changes outside 505(j) limitsFormulation changes outside 505(j) limits



NDA 505(b)(2) ApplicabilityNDA 505(b)(2) Applicability

–– Changes to Previously Approved Drugs (cont.)Changes to Previously Approved Drugs (cont.)
 Dosage RegimenDosage Regimen
 API change API change –– salt, ester, complex, salt, ester, complex, chelatechelate, , 

racemateracemate, , enantiomerenantiomer, etc., etc.
 New IndicationNew Indication
 Rx/OTC switchRx/OTC switch
 BioinequivalentBioinequivalent to, but not inferior BA than, RLDto, but not inferior BA than, RLD

 Excluded ProductsExcluded Products
–– Product covered by 505(J)Product covered by 505(J)
–– Only difference is lower extent than RLDOnly difference is lower extent than RLD
–– Only difference is unintended lower rate than RLDOnly difference is unintended lower rate than RLD



ANDA 505(j) vs. NDA 505(b)(2)ANDA 505(j) vs. NDA 505(b)(2)
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ANDA vs. NDA 505(b)(2)ANDA vs. NDA 505(b)(2)
ProcessProcess

XXXXSubmissionSubmission
XXMeet w/ FDAMeet w/ FDA
****Clinical TrialClinical Trial
XXXXPK StudyPK Study
XXMeet w/FDAMeet w/FDA
XXXXStabilityStability
XXXXManufactureManufacture
XXXXFormulateFormulate

NDANDAANDAANDA



ANDA vs. NDA 505(b)(2) ANDA vs. NDA 505(b)(2) 
Process (cont.)Process (cont.)

* Need clinical or PD with topical * Need clinical or PD with topical 
product for ANDA product for ANDA –– Do not always Do not always 
need clinical for 505(b)(2) NDA.need clinical for 505(b)(2) NDA.



ANDA ANDA RegulatoryRegulatory LandscapeLandscape

Office of Generic Drugs

Division of 

Bioequivalence



ANDA FilingANDA Filing

 Paragraph 1Paragraph 1
 Paragraph 2Paragraph 2
 Paragraph 3Paragraph 3
 Paragraph 4Paragraph 4

Will be discussed in detail later in Will be discussed in detail later in 
presentation.presentation.



NDA Regulatory LandscapeNDA Regulatory Landscape
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ANDA vs. NDA 505(b)(2)ANDA vs. NDA 505(b)(2)
ExclusivityExclusivity

 ANDAANDA
–– 11stst to file w/ paragraph IV certification to file w/ paragraph IV certification (180 days)(180 days)

–– Patent protectionPatent protection

 NDANDA
–– Filing contains required clinical data (3 years)Filing contains required clinical data (3 years)
–– Patent protectionPatent protection



ANDA vs. NDA 505(b)(2)ANDA vs. NDA 505(b)(2)
Required DataRequired Data

 CMC CMC 
–– Analytical: same for bothAnalytical: same for both
–– Stability: Stability: 

 ANDA 3 mo. realANDA 3 mo. real--time on 1 batch, time on 1 batch, accelaccel. 3 mo.. 3 mo.
 NDA 12 mo. real time on 3 batches, NDA 12 mo. real time on 3 batches, accelaccel. 6 mo.. 6 mo.

 SafetySafety
–– ANDA not requiredANDA not required
–– NDA some usually requiredNDA some usually required



ANDA vs. NDA 505(b)(2)ANDA vs. NDA 505(b)(2)
Required DataRequired Data

 EfficacyEfficacy
–– ANDA not requiredANDA not required
–– NDA usually requiredNDA usually required

 Patent CertificationPatent Certification
–– ANDA requiredANDA required
–– NDA requiredNDA required



ANDA vs. NDA 505(b)(2)ANDA vs. NDA 505(b)(2)
Required DataRequired Data

 PharmcokineticPharmcokinetic
–– ANDAANDA

 Single dose fasted BE study (always)Single dose fasted BE study (always)
 Single dose fed BE study (often)Single dose fed BE study (often)

–– NDANDA
 Single dose fasted BA study (always)Single dose fasted BA study (always)
 Single dose foodSingle dose food--effect study (almost always)effect study (almost always)
 MultipleMultiple--dose, SS study (modified release dose, SS study (modified release 

product)product)



ANDA vs. NDA 505(b)(2)ANDA vs. NDA 505(b)(2)
Required DataRequired Data

 LabelingLabeling
–– ANDAANDA

 Same as RLDSame as RLD
 Can not list exclusive indications of RLDCan not list exclusive indications of RLD

–– NDANDA
 May be similar to RLDMay be similar to RLD
 Includes unique data generated for Includes unique data generated for 

submissionsubmission
 Some indications may differ from RLDSome indications may differ from RLD



ANDA vs. NDA 505(b)(2)ANDA vs. NDA 505(b)(2)
CostsCosts

ANDA ANDA 
$250,000 $250,000 -- $500,000 $500,000 -- Normal Healthy Normal Healthy –– SystemicSystemic
$500,000 $500,000 -- $1,000,000 $1,000,000 -- Patients systemicPatients systemic
$2,000,000 $2,000,000 -- $3,000,000 $3,000,000 -- Patients Patients –– TopicalTopical

NDANDA
$500,000 $500,000 -- $1,000,000 $1,000,000 -- BE/ no clinicalBE/ no clinical
$3,000,000 $3,000,000 -- 6,000,000 6,000,000 -- BE/clinicalBE/clinical



ANDA vs. NDA 505(b)(2)ANDA vs. NDA 505(b)(2)
TimingTiming

ANDAANDA
 Start of Clinical to Filing Start of Clinical to Filing –– 4+ months4+ months
 Filing to Approval Filing to Approval –– 18+ months18+ months

NDANDA
 Start of Clinical to Filing Start of Clinical to Filing –– 12+ months12+ months
 Filing to Approval Filing to Approval –– 11+ months11+ months



ANDA ANDA vsvs NDA 505(b)(2)NDA 505(b)(2)
Marketing OptionsMarketing Options

 ANDA ANDA -- Generic Generic 
Brand  Brand  

 NDA NDA -- Brand OnlyBrand Only



NDA 505(b)(2) ExamplesNDA 505(b)(2) Examples

 LevothyroxineLevothyroxine –– DESI to 505(b)(2)DESI to 505(b)(2)



NDA 505(b)(2) ExamplesNDA 505(b)(2) Examples

 CanasaCanasa –– improved releaseimproved release



NDA 505(b)(2) ExamplesNDA 505(b)(2) Examples

 AvandametAvandamet –– new combonew combo



NDA 505(b)(2) ExamplesNDA 505(b)(2) Examples

 ClobexClobex –– new route of administrationnew route of administration



NDA 505(b)(2) ExamplesNDA 505(b)(2) Examples

 MyforticMyfortic –– new form of active ingredientnew form of active ingredient



Questions ?Questions ?


