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Learning Objectives

 Describe changes permissible via suitability petition
 Understand how GDUFA III Reauthorization FY 2023-

2027 affects suitability petitions
 Summarize the effect of GDUFA III on suitability 

petition submissions since FY 2024 
 Review the structure of a product-specific guidance 

(PSG) for products approved via suitability petition
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Permissible Suitability Petition Changes* 
Include:

• A different active ingredient in a combination product in which the 
other active ingredients match those of the reference listed drug 
(RLD)

• A different route of administration**

• A different dosage form

• A different strength

*Provided under§505(j)(2)(C) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) 
**A (j)(2)(C) petition seeking a change in the route of administration has not been approved to date
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GDUFA III Resulted in  Goal Dates for 
Suitability Petitions Submitted FY 2024-2027 

• The following goals are implemented:

Fiscal Year: % Submissions reviewed 
in 6 months

Maximum Petitions 
eligible for goal 

2024 50 (n = 25) 50
2025 70 (n = 49) 70
2026 80 (n = 64) 80
2027 90 (n = 81) 90
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As of March 1, 2024,* FDA has Received

*The GDUFA III start date for FY 2024 was October 1, 2023.

Monthly Submissions (FY’24)

Oct* Nov Dec Jan Feb
54 9 6 7 1

Total 77
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Tablet to Orally Disintegrating Tablet (ODT) 
is the Most Frequent Dosage Form Petition

Type of Switch Petitioned # Petitions
Dosage Form Switch 32

Tablet  ODT 15

Solution  Powder for reconstitution 4

Tablet or Capsule  Solution/Suspension 4

Lyophilized powder  Ready to use injection 4

Other - specialized 5

Strength Change 52
Intravenous injection (Convenience dosing/waste elimination) 18

Tablet/Capsule 17

Other 17
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FDA Action on FY’24 Suitability Petitions:*

Final Response Issued: 28
Denied 12

Withdrawn 3
Partial Grant/Deny 1

Granted 13
On Hold/Information 
Request

2

Pending 46
*As of March 1, 2024.
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13 Suitability Petitions have been Granted:*

*As of March 1, 2024

Granted 13
Tablet to ODT

(Cyclobenzaprine Tablet to ODT) 1

Strength Change 12
Intravenous injection – Convenience dosing/Waste 

elimination (Concentration typically remains the same) 8

Tablet/Capsule Strength additions 4
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PSG Development on Strengths Approved 
via Suitability
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Three Strengths of 
Cefixime Oral 
Suspension Approved 
under Three Approval 
Pathways

chromeextension://efaidnbmnnnibpcajpcglclefindmkaj/https://www.accessdata.fda.gov/drugsatfda_docs/psg/Cefixime_su
sp_202091_RV11-13.pdf

Co.n.tat.r.ts N o,1bir1ding Recomm.endations 

D1·aft Guidance oo ·Ce:fi:rlm.e 

This draft guidance, once final!ized. will represent the F ood and Drug A dministration's (FDA"s ) 
cu rrent thinking on lihi:s topic.. It doe.s not creat e- o r confer a n ~{ right.5 fo r o r o n any person and does. not 
operate to b ind iFDA or the p ublic.. Y 01J can use an alt eIDati"l.>-e approach if the approach satisfies. the 
requir,ement s of the applicab l e statutes and regulations_ If you "\"\rant to discuss an alt ernati'\;e approach,. 
con t ac,t the Office o f ·Generic Drugs_ 

F o11·Jn/R..ot1te : 

Cefi'U!lle 

S uspension/O r al 

2 s tudies Rec--o UUDeoded snuties : 

1. 

2 . 

T ype o f s tudy: Fasting 
Desi gn.: Single-dose, tu,-·o -"-..r.ay c:ro.sso"-er in ·v iv o 
Stre.ngfu.: 50 0 ,ng/5, 1nL (200 mg dose) 
Sl!Jbjeci5 : Healthy mat.es and nonpregnant females, general population 
Additio nal Con.un.ents: N o:ae 

T ype o f s tud y : Fed 
Desi gn.: Single-dose, h""1-o - li--..r.ay c:ro.sso'\.-er in -,,;riv o 
Stre.ngfu.: 50 0 ,ng/5, 1nL (200 mg dose) 
Sl!lbj eci5: Healthy males and nonpregnant fen1ales, gen.em! populat i on 
Additio nal Co1'lllllents: P leas e refer to ~h.e Amantad:ine H ydrochl oride T ablet Draft 
Guidance for addit io nal information regarding fed :stu:d.ies _ 

A.n.aly·t-e·s to m.e a s u r e (in appropria t e biio]o,gical fluid!): Cefi.--rin..i.e in plasm a 

Bioeq·uh.-alenee· bas ed on (90% ·CI): Ceiix:i1ne 

\Vain,r reques t of io , -'h-o testing : 10 0 m g/5 mI... and 2 00 mg/5, mL based on (i) acceptable 
bioequiva l ence s tudies on the 5 00 m g/5 inL :strength,. (:U") acoeptable in ·v i tro d i sso lution testing o-f' 
all strengths~ and (iii) p r o p ortional s i.:m..ilarity of the formulations across all rengths .. PJease :refer 
to the Mirtazapin.e T ab let Draft Guidance for a dditional inf00>1ation regarding dos e 
propo11i onality. 

* S iDce Cefixin>.e S u spen s ion, 5 0 0 mgf5 mL, 200 m g/5 =L, and 10 0 mg/5, inL are the subj ect o f 
t .Eu-ee sepa rate application s (both New Dn, g A p p lication (NDA) and Abbr e v i ated N ew- Drug 
A p plicat ion (ANDA))., therefore ~hree separate .-'\NDA' s must be submitted. Y ou may reqruest a 
v.rai w--er of in '-''"fl•o bioequi -va l ence testing of the l 0 0 m g/5 niL and 2 0 0 :lllg/5, mL s tt'e.ngths if you 
:m.eet t he criteria .. In a dditi~ p l e ase c ro ss~.-eferen.ce the in v ivo b ioequivalence studies oonduct ed 
on the highest. s trength al ong v;;ri th )~UC v..·aivec request~ P l ease refer t o the Gui dance fo r Industry, 
Varia.tio-ns in D rug Prodrt.cts that' May Be I ncluded in a Single ANDA located a t: 
h ttp:/ /\.vu,-,,.-,,r .. fda .. 2o v / cde.-/~ idauce _ 

&comnu:nd&:J Jan 2008; ~ed .Apr 2013; RE\lise.d .l•tov 2013 
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Case Study: Cefixime Oral Suspension

*Federal Register determination that product was not discontinued or withdrawn for safety or 
effectiveness reasons
**No Federal Register determination

Basis for all cefixime oral suspensions 

Suprax - NDA 050622 
Applicant Holder: Lederle
Application Type: 505(b)(1)
Dosage: Oral Suspension
Strength: 100 mg/5 mL
Approved: April 28th, 1989
Discontinued*
Original RLD; 
Currently listed RLD

Suprax - ANDA 065129 
Applicant Holder: Lupin
Application Type: 505(j)
Dosage: Oral Suspension
Strength: 100 mg/5 mL
Approved: Feb 23, 2004
Discontinued**
Was listed as RS prior to 200 mg/mL 
approval
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Case Study Continued: Cefixime Oral 
Suspension

Bioequivalence Approach for 
Suitability Petition
• NDA 050622 was discontinued
• ANDA 065129 identified as RS

• The dose tested was 200 mg:
• 10 mL of the 100 mg/5 mL was 

tested against 5 mL of the 200 
mg/ 5 mL proposed suspension

Suprax - ANDA 065355 
Applicant Holder: Lupin
Application Type: 505(j)(2)(C)
Dosage: Oral Suspension
Strength: 200 mg/5 mL
Approved: April 10, 2007
Current reference standard (RS)
Listed as RS prior to 500 mg/mL approval

Suitability Petition Approved
2005P-0013/CP1
Change in Strength: 
100 mg/5ml  200 mg/ 5 mL
Approved: April 8, 2005
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Case Study Continued: Cefixime Oral 
Suspension

Approach for 505(b)(2) submission
• ANDA 065355 (200 mg/5 mL) selected 

as the listed drug
• The dose tested was 200 mg
• 5 mL of the 200 mg/5 mL was 

tested against 2 mL of the 500 mg/ 
5 mL proposed suspension

Suprax - NDA 202091
Applicant Holder: Lupin
Application Type: 505(b)(2)
Dosage: Oral Suspension
Strength: 500 mg/5 mL
Approved: Feb 20, 2013
Listed as current RLD/RS 
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Anatomy of the Cefixime PSG
• Three strengths of cefixime oral suspension 

approved based on a: 
• 505(b) NDA / 505(j) ANDA
• ANDA 505 (j)(2)(C) 
• 505(b)(2) NDA

• The 500 mg/5 mL strength is assigned as 
RLD and RS for cefixime oral suspension

• Waiver of in vivo testing on the lower 
strengths based on:

• Lupin’s 500 mg/5 mL strength approved based 
on their 200 mg/5 mL strength

• Lupin’s 200 mg/5 mL strength approved on 
their 100 mg/5 mL strength

• OGD considers these three strengths as part 
of the same product line

• A separate ANDA is required to be submitted 
for each strength

chromeextension://efaidnbmnnnibpcajpcglclefindmkaj/https://www.accessdata.fda.gov/drugsatfda_docs/psg/Cefixime_su
sp_202091_RV11-13.pdf

Contains N'onbinding R ecommendations 

D1·af t G uidance o n Cefirime 

Tbis draft guidance, once finalized, ·will represent the Food and Dru g Administration's (FDA 's) 
current ihinl.:ing on this topic . Ii does not create or confer any rights fo r o r o n any person and d oes not 
operate to bind FDA or the public . You can use an alternative approach if the approach satisfies tbe 
requirements of the applicab le starutes and regulations. If you want to discuss an alteinati."-e approach,. 
contact the Office ofGe.neric Dn1gs . 

A .c ti, ·e,ing1·e d ie,n t : Cefi..'Ullle 

Susp en.:sion/O1·al 

2 sm dies 

F or:rn/R.oute : 

R e c o 1D1De nded s tudies : 

1. 

2 . 

Type o f s tudy: Fasting 
Design: Single-dose, rwo-,,,vay crossover in vivo 
S trength.: 500 mg/5 mL ( 200 mg dose) 
S ubjects: Healthy males and n o opregn.ant femal es:, general popula tiou 
Additio nal Com.men.ts: None 

T ype o f s tu d y: Fed 
Design: S ingle-dose . two-way a ·ossover in vivo 
S u-ength: 500 m.g/5 mL (200 mg dose) 
Subjects : Healthy males and nonpregnant females, general population 
Addi tional Comments: P leas e 1·e fer to th e Am.antadine H y<hochloride T ablet D i-aft 
Guida.nee fo1· additional info:nn.arion 1·egarding fed smdies . 

.. A..n.t.1),-t"S t'o ine,as ure (in approp.-iate b io logical flui d) : Cefi..."U.lll.e in p lasma 

Bioeq uh·a.len c e based o n (90% CI): C e:fi..'Xi.m.e 

" ;ah-u req ues t of in , i,·o tes ting·: 100 m.g/5 mL and 200 m.g/5 mI. based on (i) acceptable 
b ioequ.ivalence stud i-es o n the 500 m g/5 mL strength, (ii) accept ab le in v i tr o dissolution testing o f 
all s trengths~ and (iii) p wporti onal s imilarity o f the fom.ml ations across aU st1·engths. P lease refe1· 
to the ~aza:pine T ablet Dra:ft Guida.nee for a d diti onal infonnation rega1·ding dose 
proportionality. 

* Since C efi..xim.e S u~on, 500 m.g/5 m.L., 200 m g/5 mL, and 100 m. 5 mL are the subj ect o f 
three separate appl ications (both N e w 0.1.1.g Application (NOA) and A bbrev iated N e w Drng 
Application (ANDA)), the1·efo1·e three separnte ANDA's must be submitted.. Y o u may 1·equest a 
v.'ai ve c of in vivo b i oequiv al ence testing o f the 100 m g/5 m.L and 200 m.g/5 mI. s trengths if' you 
tneet the criteria. In a dd.i t.ion, p lease c l'oss-refe1·ence the in v ivo b i oequ.ival ence s tudie s conducted 
on the highe:st s t rength along v.'ith your waive r requ est . P leas e re fer to the G u ida.nee fo r Industry. 
Varia tions fn Drug P roducts that May Be Inc.luded in a S ingle ANDA lo ca.ted at.: 
http://w\"'"\.V.fda.gov /c dec/ guida.nce. 

R,tu.:cmmu:ndt:td Jan 2008: R-~t:td Apr· 2013.- Rn,.,;se,d N<N 2013 
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PSG Development on Dosage Form  
Changes Permissible to File via a Suitability 
Petition
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Example: Tablet to an ODT and Pharmaceutical 
Equivalence Considerations 

 Taste Masking
 Tablet Friability and Packaging
 Disintegration
 Intended label claims for petitioned ANDA that differ from 

the tablet
 Selection of the most sensitive administration method for 

bioequivalence studies
 Administer with water 
 Administer without water 
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Special Administration for ODT Tablets in 
Bioequivalence Studies

Bioequivalence consideration for Tablet to 
ODT

Petitioned ANDA 
labeling intends to 
state:

Applicants should 
conduct 
bioequivalence 
studies:

Administer ODT with 
or without water

Conduct study both 
with and without water

Administer ODT with 
water only With water

Administer ODT 
without water only Without water

Bioequivalence consideration for generic 
approval of an ODT referencing an ODT

ANDA labeling 
intends to state:

Applicants should 
conduct 
bioequivalence 
studies:

Administer ODT with 
or without water Without water

Administer ODT with 
water only With water

Administer ODT 
without water only Without water
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Future of PSG and Suitability 
Petitions
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PSG will Proactively Support Recommendations 
for Approved Suitability Petition

 Traditionally, FDA incorporates our recommendations for the 
additional strengths into the PSG only after a petitioned ANDA 
has been approved

 Moving forward, FDA will attempt to proactively incorporate our 
recommendations for petitioned strengths into our PSG prior to a 
petitioned ANDA being approved
 Example – Primidone

 In the future, you may see strengths and dosage forms in the 
PSG recommendation that are not in the Orange Book
 This will be because there is an approved suitability petition
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Primidone PSG Example

chromeextension://efaidnbmnnnibpcajpcglclefindmkaj/https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_00917
0.pdf

Contains Nonhinding Recommen.da1ion.s 

Draft - Nol fr,r Implementation 

Draft Cuidaru:e on Primido1ti!: 

Novtntbtl' 1013 

This d.raft g uid::mcc, w hen fi n.n lizcd. wilJ rqJl"CSClll th,c; curTCnt thinking o f Lhc Food and Drug 
Adn1i.ainrntioa (FDA, or lhc: Agency} on Lhis topic . lt docs nol cst.nbli.sh .any right..s fol" any pc:r!:IOll ::111d 
i.i; a o t binding on FDA o r the public. You can use on 11ltcn1111ti.vc :::ippro:>eh if it sll'lisfies the 
rcqu:in:mcnl.5 o f the :::ipplicablc sLnJ.ulcs ond TCg.ul::Jtions. To clisicuss mi .n]tcmalivc appro.och, coaLnc::t th e 
Office: c:,f Generic Drags. 

lrt .g;eneral. FDA ·s: g uidance doc: uine ,us do no1 establish 1ega.l1y enforceable respons:ihiliues:. 
Instead, guida11c:es describe the Agency·s c:urre:n t thanking Qn III topic: and :should be vi.ewed only 
as: reconunendations. unless specific regulatory or stan ,tory requirements are cited The us:e of 
tl1e "WO rd should in A gency g ui dances: mean:s th.al !.Ometl1ing 1:s suggested o r recommended, but 
1,ot re,c:rui red. 

Active lngr,edient : Pri 1n1done 

Dos&ge Form: T able1 

Oral Route: 

Recommended Studies: T wo in vivo bioequival ence studies "ritl, pharmac:ol.:ineti.c 
e ndpoints 

I. Type ofs1udy : Fast.ins 
De:si,gn : Single-dose, t""o-treatmeri t, 1\.\.-0-period crossover in vivo 
Strength : SO rn_g 
Subjects : Healthy ma.Jes an d no n-pregnant. no n-Lac 1a tillg females 
Additional comments : Noe1e 

2 . Type ofsrudy : Fed 
Desi,gn: Si.ogle-dose, t""o-trea.tmeri t, 1 .... vo~period crossover in vivo 
Strensth : so 1n,s 
S ubjects : Healthy ma.Jes and non-pres,1an t, 1\011-Lac1atillS, females: 
Addi tional c:o nunen1$ : Noe1e 

An:tllllylc 10 meaisutt: Pri.midone in plas:ma 

1 Stscnsth;i idc:nlifiod 3n:, Lhe a ubjcct o f :l;ll :l;\ll)fOV'OO il ll l13bility 1:.r:titia11. (FDA-2009-P-04&2). 

Re,::omme:ndt!il .i\ fay 2019. Re~~/UI Nov 202 3 

\ Ya.iver rtquest orin vivo testiio:g: 25 mg. LOO m,s., 125 ins and 250 m,s :streng1hs bB1Sed on (i) 
acceptable bioequi.va.lence studies on the 50 mg. s,reng:th , (i1) proJX)rtional sim1lar1ty of the 
fo rmulations acro:ss all !rtreng.ths, and (Hi) ac:cep1able 1n vitro d1:ssol utio11 1e:sti.11,s of al l !i:trength:s 

" produc1 can be found in the FD A 's: Dissolution J\•1ethod:!I da tabase, 
hup :/jwv.w.acce.c;sd111ta.fda.gov/:scrip1~ cd¢r/d1:c;solut io1\/. Conduct companuive d1ssolutio 11 1e:sting 
on 12 do:s:age unit:s each of :al l s1.reng tlu;: of the te!.I and reference products,. Specific.at1on.!) wil l be 
de1e.rmined upon review· o f the abbreviated new drug appl ication. 

If any stre.1gth of the table! product has a functional score, e.dd1 tional dissolution profile tesbn_g 
should be conducted for each seg.n,em of tl,e split tl!l.ble1 after manual and mechanical splitrin.g BIS 
per the rDQst recen1 ve1:1;ion of the FDA gmdanc:e fo r industry on Tab!~, Scoring: Nomenclawre, 
Lc,heling, and Darc,Jor E,-a./i,c,tJon."' 

DGCUIIIC.111 Hj1Uor,-. Rec:omrnended May 2019~ Revised November 2023 

Uit't, ique Ag_ent:y lde.11tffti!:r: PSG_009170 

• For the m.osl rc.xnl version af a gui-::bnce. che,ck the FDA guidwe website Ill hllp!1./Av,,\·w.fda.gm·/rcgulo1oty­
j1JfqroJiJl1:Po(sf'il[Cb-fOO:£J!l4l llCC-:1»(;]Jm£:nJ:J 

Rec,:mt1t1e:1rde.:/J\Joy:1QJ9. ReW:JIUI Nov 2()11 
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Challenge Question #1

A permissible suitability petition 
request does not include:
A. A different route of administration*
B. A different dosage form
C. A different strength
D. A different salt form of a drug
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Challenge Question #1

A permissible suitability petition 
request does not include:
A. A different route of administration*
B. A different dosage form
C. A different strength
D. A different salt form of a drug
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Challenge Question #2

By 2027, FDA commits to reviewing 
what percentage of suitability 
petitions in 6 months?  
A. 30%
B. 60%
C. 90%
D. 100%
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Challenge Question #2

By 2027, FDA commits to reviewing 
what percentage of suitability 
petitions in 6 months?  
A. 30%
B. 60%
C. 90%
D. 100%
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Summary

 GDUFA III commitment goals in FY’24 related to  suitability petitions have 
been met

 Industry has successfully leveraged the revamped suitability pathway 
evident by the number of submissions received

 FDA is proactively providing PSG recommendations for petitioned 
strengths 

 Dosage form changes may have unique product characteristics and 
special conditions to establish bioequivalence that should be 
considered

 Additional strengths are likely eligible for a waiver of in vivo testing; 
special considerations may need to be made
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