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Introduction to two guidances of FDA generic drug and oncology drug labelings

XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: FDA issued the Revising ANDA Labeling Following Revision of the RLD Labeling Draft Guidance for Industry in January
2022. The guidance provides a variety of methods to obtain the information on changes to RLD labeling, and also inform the specific
data of submitting the revised generic labeling. FDA issued the Cross Labeling Oncology Drugs in Combination Regimens Draft
Guidance for Industry in November 2020. The so-called "cross labeling" refers to relevant information included in the labelings of
oncology drugs approved for use in a combination regimens. The guidance points out that the cross labeling of new drug " should
include information about the safe and effective use of the combination regimen", "as well as information that would be limited to
the individual drug". The cross labeling of the approved drug" should include information on the safe and effective use of the drug in
combination with the other drug or drugs in the combination regimen". The guidance also puts forward some suggestions on the
contents of some specific sections in the cross labeling. At present, there is no similar guidance in China. The two guidances of FDA
are introduced in detail, which is expected to be helpful to the revision of generic drug labelings after the revision of RLD labelings
and the implementation of "cross labelings" of oncology drugs in the combination regimen in China, the supervision of the labelings
in these two cases is also enlightening.
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Ut B B S it A 5 B 5 R I R R 01 24 B P
(1) Mo A A B JE
1 “RLDI#RAHIEIT G ANDA HEBAHAEIT " {4
WANESRENEZNA

ZAR RN R e G AR FDA XX — &
AT R . E AR T AR AR, X FDA
A MM A AR T) . ARG IEFER N E K,
AU AT BT BT B S itk
R SEN K FDA TAEANRELR.
1.1 ZESFENNES

%48 3 J5 W B FDA 259 97 4 5 8 70 b0 1 05
25 A E gl . %45 5 RN B £ 35 B ANDA 1)
HiE NFFEE ANTE RLD Ctb#E Ul B & 1T )5, 36
BB % ds T R A A TR ) RLD B B
5 1 B KT A0 42 A8 T 47 1] 24 (generic drug) 15 B 5
(1) ANDA & 1T BUfh 78 B %48 F R WEIT T
2000 4 4 & A (F“RLD 5 8] 1517 J5 ANDA i B
FREIT 7 gE A G Fe S R S A S R AR
2000 4 4 H 48 5 0 . 5 2000 4 FR A AH L () 5
KA, B AEFEH 1 ok T anfaf 3R ECRLD 15t W] 4548 B
5 & BL AN 5] FDA $2 5218 22U 1) ANDA 15t 1] 45
()t BT PRI 405

TE1% 46 F IR A, FDA i ARAE “ C 4k 1 i
B 78Ul B 7, f8 OB 25 1 iE (new drug
application, NDA) Al ANDA HH#EAERT Bl 5. &R
WA ME AR T & J7 fF & (prescribing
information, PI) \FDA #tifE (1) &2 FH i B L FH 2548
i (medication guides) « ff F ¥t B (instructions for
use) Fll & & A 15 2 (patient information) , 7% Ay &
#0255 58 1 S (patient package inserts) ] P & 4% & Al
BARPRAE . TAHE I U0 B B A b T7 25 Ak s g
4b 75 #j Cover-the-counter, OTC) .

ZOAF N A BRI, A AR 77 20
LI AR BRAEB BN G A o 1% SCHA S AR 2
X R R A E B 2K . FDA 4 3 J5 I 5T
- CELEEZ AR T JE D SA AL N Z W, BRAESI H T
ELAR I8 By e R . FDA R 5 J5 ) A1 “should”
— ] AR, e R B T AN 2 B E o
12 ZESENHENER

ANDA & 45 MR 48 “ TS & i« 24 i AR it v
%7 (FD&C Act) 55 505 (j) 5% $2 22 - Hb #E 1) 24
VH , 1% 2 il A& S T A 24 i ) B BB —
JEIB R = I ol VST = S 2 N Y Y % i | N 5
M AR PRGN 7. AR, #2148 =

i 0] A P PR R R SR S R AR TR
T #8524 R ] o X 24y i R A <A
245”7, ANDA & #i T FDA # 5 LA Fi b v (1 25 4 7=
mn (R RLD) & %2 H 201 . ANDA I # 0 A4 &
SRR BT 2R BE R COTE RS A5
ZAF R AR A L L RURS AU B 45 5 RLD AH
A (G F RV ZE ) ; (2 5 RLD AW

W DR 3 24 FR OO Ak A 1 22 S5 BT A D 24 A
RLD“ H A~ [ il i 7 A2 72 B0 4 7 T 2 SRk 1) A8 o
Ab Al 25020 5 RLD B AH R UL 15 . FDAVZ:
FUER AL T 24900 FH 47 1) 25 70 RLD“ Fh A 7] il ids o A= 7
B4 I, AT R 3 B0 UE B A fE E R R,
FEM B T 52 % R BCHEAb LR 00 U8 B 15 3 R B
oA 75 TH , P “HR 48 410 FDA B B 1545 5 Ji 0 5
FL A48 5 S50 B P 5 B AT

— MM E . A 4 s b g S (NDA I
ANDAD A N A 7 282 355 1 £/ 0 7= it 1 B
M IEREREOR S . MIRBAEE R U
AP ANUET BB ER T, BE A NS ZIR
WA it SR L B B . R R R R BOR B
[, B A B At 2 % 1 A P U0 B R R 0
3% 24 {72 33 b5 25 (misbrand)

CUAE v ) RLD B60A 15, T & F B A,y 3L
W BEEA NEIT, AR & 4 5 200, 3258 i
ZORLSE BT, FDA L #EAH B RLD 3 B 5 1 41
FKAST J5 , BoR ANDA F75 N FH H UL B 5. i
&7 7] FDA $& 58 DL K& SEJita i 11 )5 ) ANDA 1t B
o, %5 T A O A7 i 25 4k 21 5 FH B ) RLD — R %2 4
MAEE EE . W FDA R BLANDA Zj i i i 1 5
RLD (3¢ W3 5 AN — 20, FDA A] U8 %) ANDA it
. XtF ANDA HiE A, FDA 2 HiE AR R4 %8
& E5UE I ANDA 683 15, B8 A 477 il 24 1 156 B 15 3 o
W25 RLD ()38 B 5 AH [R] CRT A 28 fe i 1R 22 53D
ANDA Hi N 5T/ BRI RLD U6 AR 58, 9 %
I 7] FDA $#2 2212 2UE () ANDA 35 B 5 .

FERE BRSBTS , ANDA HE N AT B 22 5 37 L ikt
B, B AE B2 RLD (19 Ui B P A B8 8. %, i
T ) SCHE At P OR 37 1T M B NDA RLD 5 B 5 b
B IE RLE P Y ANDA HUE N, BN 7E % ) B HE A P
B I B H P U0RE P, DA B E N . L
FD&C Act 25 505(j) (2) (A) (v) %k o W15 ANDA H
TN 7 AT R AR ) A R b B 7
PN AERHHREMLE) ., T HEZE
B, 15 2 % FDA“ANDA 2 22 —#i 4l5 GDUFA ftt 7 1if
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b 78 7 Ak Al T R 48 3 B0 (2017 5 10 F 5 28 1
REOTIAN Jk 24 41 v 5 AR SE Ak Al A 4R 3
(2018429 DT,

an S el T 2 4 EOA R BLAN R R EOES S
RLD H 15 [ 4t , T AT R 75 22 5055 Ar o€ 5 BT 9
ANDA 7= fiy (1 Ut B 45 . “ 25 & #8372 20217 [Pu. L.
No.116-133 (2020 4 12 H) 19 % 1 34 11 FD&C Act
55503D ZAMIHLAE « &5 503D St T BB AL 2 I
RLD (475 il 245 38 W15 R RE 7, 1% 46 RLD ik #E PR 22 4
PE B M LA S R B 48 . FDA A 8 T X
=R RS AT e S (SRR RS AT N R o S 2
J AR FD&C Act 55 503D 4% 58T it W 15 1 27
NEFEAE S 503D 25 WA 2 /i KA L WL“RLD L1l
B3 OB 5 BE BT ANDA BB f 7 i 5 BT
F Q01647 HOW 1. B2 A PEuiA 2tk LA R
Xl 4 44 NDA RLD I, 5551 ANDA ¢ W] 5 A 75 1% 45
S R Y L, AR N R 225 FD&C Act 35 503D
2%, B“RLD b7 4R 5 568 ANDA Bt B 457 4
FEN R R EED .

1.3 W3EEAE X RLD AP TEEMER

ANDA H iF N M F A AN B b R
Drugs@FDA [ 55 3/ 416 #E (1) 55 37 1Y) RLD Ui BH 45, 7
X G0 B A A AT 2L 29T« Drugs@FDA 1
U172 https : //www.accessdata.fda.gov/scripts/cder/daf/.

UE Ak, FDA & 4 47 51 & ik 5% (LISTSERVs) , 1
BE5 UL G I HLEM A S E R A
K L7 IS4 B W7, 15 1T B4 CDER 244 % 4 1t Ul W 45
4F ¥ (CDER Drug Safety Labeling Changes) I
CDER ¥ [# (CDER New) , ¥ fi: 4 https : //www. fda.
gov/about-fda/contact-fda/get-email- updates.

Fr A C AL B RLD 35 9] W] NFDA {5 B &
TFAE3RAT o A BEAE F R AL A 3R 45 U0 W5 1) RO N
JE 30 3k S A A% L BRI Y ) T A1 ik 3k A T
EF"‘I/%::

EHEHE MY & E MR (Food and Drug
Administration)

& B A JF & (Division of Freedom of
Information)

AT 5 A I A = (Office of the Executive
Secretariat, OC)

4E 47 /K 4% 5630 5 1035 & (5630 Fishers Lane,
Room 1035)

Iy 25 M), ¥ 5 4E K 20857 (Rockville, MD
20857)

301-796-3900CH 1) ;301-827-9267 (45 H.)

http: //www.
FOIRequest/index.cfm
1.4 TR R 1B ERIBLER
1.4.1 FEF  WBRAEZE4, ANDA (148 5 2050 i
FHEAT M K DAL 4% A AT, 4 FDA“ DL L 1% 2
PR AL IS A AR AT ——FE 2k A\ FH 24 i AL S A eCTD
FIYE 1 FH DG 2 22 7 it Ak B 1 4 5 iR (2020 4F 2
HLBTHOY TR . 1EER, R R X
A Clyn 258 26 TF F - K S B 2 R 250D 1T S Bk HR T
3 FH AR SO (eCTD) I ERY,

ANDA H i N FFE A N N AR 45 FDA 1) eCTD
5T < 3 R v B v 5 S | S/ QT (A RS
& (Comprehensive Table of Contents Headings and
Hierarchy)”, 7£ & X4 () BB RN & 15 A 4258 % B i
B A5 S0

XA VRN AL FE : FDA 356h & 4% ; Hi 15 5
B A5 HH 2 R RT R 8 B Cln SR 75 2D s A8 1T 1 it
B, #2821 CFR 314.94(A) (8) Giv) fiTik , % ) 5E
) ANDA it B 5 5 RLD f O v 19 350 BH 5 9 51 e
B IFER MR Z 5
1.42 TR A ANDA HiE ARG A
REyE R, — M &, A5 ORI AR A B IR
Ui BARIT AT e H bR 5 0 7R R R
LT, BE AT 7E ANDA ik 5222 5 RLD 3 15
SEHORE T B ST Ul B

(1) M A Ik 1 () ANDAs: XF T i o 41t 1 (1)
ANDA , H1i# A\ N % 8 21 CFR 314.96 H i iA f FE
M FDA“ANDA #2758 R4 GDUFA [ fii 1k 37 24
U BAZ LT 7 A Aol FH 0 i 5 T 0 e e A,
AU AR T A, LS AE T R RLD 368 5 1 58
WL

(2) I W4 e 9 ANDAs: XF T I i3t v 1)
ANDAs, Hi5 AN M2 AC S H N %, LS I
I HE B O AE 3T 1 RLD Bt B 5 1 58 5 — 5K
N B HRAE FEAE AR L R R CBO HE A M R 3w
ittt ANDASs 1) f 5 H B3R 1S i e ik it , T
1 B FEHE 1 ANDAZ AT [ (8] R N 25 (1 21, 16 5
%] FDA“ANDA #& 22 — ¥ I i 4L 7 (1) ANDA 112
VTR B 26 At A 38 Sk 74k Ak H 9 48 = 5 (2020
9 HOM,

(3) AL E 1) ANDASs: X T Sk # 1] ANDAs,
ANDAs Fi3 N 248 H ANDAS (135 B 15 1 58 57
W4, L5 RLD U B B S8 WA — 2 &R

accessdata. fda. gov/scripts/foi/
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AT CEED HE AR DR 37 AU SR B A1 1, 48 H 21
CFR 314.70 " B3 (38 24 0 15 R0 o A g T
7E FDA“ LI ¥ NDA 5 ANDA ()48 557 (2004 4F- 4
H 588 1O ANDA #252 — 4l GDUFA it i
AT (A 78 Aol H 1 48 5 SR 0 (2017 42 10 H L, 38 1
RO 2 ] E]
143 JHABEIE  FEHE AT HH N A, AND HiiE &
AR 5 N5 RE Ul B B G 7 T, DA DR L4 5
ZERLE RLD 5t W5 B BE BT N — 3. B, 5 55
Ui B 54 I H (25 Ay = H IO B, AND HE
NHIREA 5 82 o 15 5 1 45 HoAh I B Can V%
FH D B BE 38—, R 5 RLD B i 1 558 .
2 BAERRPHRMEZAYINAZ R E
R SR

ZAR T RN R R e R 5 B AR FDA X% 32 @
PIUHTE . EAR TAEAT NMEFTECH], X FDA B
AW E LRI WRFFEEHE I ER, 7]
PR B B B0, 15 5 st i%de
SEM ) FDA TAE N BB A .
2.1 ZESENHES

%38 5 IR U B FDA fif g 2% s o 0 5 259 0F
M 5 B 5 Hh G A P ] AR 5 R A OB 1R G
il o 709 24 W o 25 D N B 24 1T 5 5 B
FC M 25 W) 77 i (investigational drug product) 5 Bk &
J7EE AP AT BRI T . BUMIE 25
F1%) B b8 R L AR IO 7 R EE A b iz
FE N, “BCA 7 & (combination regimen) ” 52
FE PR AP A DL E o BT 2, Hod & 1 R
YRR AR 1 T B2 T AR A H R A0 BRI R 1
A 2k A A58 B AR 38 RLE 5 1 16 158 B A
Foh B P Bl DL bR B A1 2 A i St R O O, TR
A TR B P A B A DL BB I TR AR 25 ) 3
) 757 A Ak FH 1 4 5 5 00 (2013 4F 6 A DM By
RS X o

B4 b, WiE N A 7 0088 2w i 2590 30
W1F , DL R anfer 7237 07 Zp A 2 245 . SR,
I AT Ak R 22 ) NDA R A W 1) L VF T AIE B
1% (biologics license application, BLA) & 1 I8 24
MBRE TR X U A . %48 T E WA E 2
Ut B FDA H 1 ¢ TR ik i H T B0A 7 R HiiiE
25PN A BN U S A U, AL R X e 2
WA X UL B EEEE . %48 T 5 W IR K
5Bk J7 & A8 A B i e 245 40 1 i B A 50 1Y
Al e tH LI BT A R S PR MBS T &

1922 STk B 5 1 RO N BB R VRS 1T, AR
RIE AP XU B rE R,

— KL, FDA 48 S 5 W) SO B8R i St
FATHAT BT . 2, T8 3 JE A AR 12 R 2 Ak
F—ERBIE, I B R N U, R ARG
THARM M sk e R . 75 FDA 48 5 J5 I o
F “should”— 1] & JEL & f AT , (HAS A2 5E
22 ZESEMNEEMNERFMERTER

ez e 3 5 W, “A8 XU B A Ceross
labeling)” [ 72 SA2 , 75 T 14 8 & BOE 1 B A
J7 e, PR A DL _E BB R 2 e i e
7= Ul B TR S IS R . FEBRE T R A
FH B0 9 b B DL 245 ) 28 SO BA A5, BT R A
Wi — ECF 5 [ 15 8, LLER 5 7R R T IR ik v 7
TR X ARIC 2P 2 A A . 22 XA
F 00 H B2 N BE T 2507 S P8 B 2 LE 7
Yo R B AN — R B A R B EA
277 & A M 25 vl 15 B A [RIFE 45 2.

20 120 70 SE X, FDA £ i 22 i R AE ly
v B i 98 25 W B A R 5 AR S A B 1) AT R
B o K 22 B0 MR 24 100 Wi PR B0 1 2% FH A R A 2
A R DAl 7 280R0 52 I PR R SR 119 OC B T RCHR A o
TR R A 2 H AR IR , b R R T I
BT Y897 T 100, AR50 0 E 2R 2 . 4 FDA Y
22 SCUE B 5 BB I, 7 s R 2 A R a6 TR 4
SRR — BN, se S il T UM 2 S T &
H R IR R

ZAR T U & A Y AN PR TR A B R 24
W COHE N E O A UE WA s 500 10 8 A 7
R EH BRI A S HEBG (O HiEA
M FDA$RZE T 14 i, Ho P B TR 1B B & T R
w2 25 0 0 B S 5 (3D 1% IS SR IR 9 SRR
HIE N ZIWTE LI G 5 BRI R0h A HAREH .

ZAE T R R SO E A T e 2 A
259 . AR IR R T A B N i R A BB R R
i B A 1 0 A AR AT R R, BB R A 1 VR
il
23 ERXRNIRPERIFENIEF
231 FE R XU ARSI (B (D) HE AR
TR TR R UL N 25, B4 TE BT 24 R R A
i VI AT H AR HT 22 W ECR 78 NDA/BLA i 21 1, &2
NXObR e PR 2 B A T R R (2) AR A
LR BB 7 S E (B R 25 0 28 X6 EH 154
[FENF B o AR, 28 S5 BH 15 24 40 (1 Sk FR A T R
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FUFF SRAFHEAE , PRy B N H 28 |13 TR BT () AT g
NGE

232 ORI HEE (DFRE5 a2 M
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I 2 AZ AZ U BA A 1) R 46 RO BUA AR
HAE o (20 I i N R BCA 7 R Rl 254 1)
WRRA N, B R R E AN MNGE S 1 R iE BEEE
NAESRAZ RS 5 BLRIAE B, 53R 28 U6 45 1
HIIE N, AT LLZ 3 5 — 4 B0 oL 2 A E B &
IT B

24 WEAPWAZR

ZAE T IR PR % MR , X I B A X
MBI E %R, ZWIFAEER L. R
HIIE N A7 SRR AS 1 ke T I 5 R PR 2
VIR AE XU E A I RO R B ) B A e
)R L PR Ak Ty 2 VR T DR T BB
(1 B AT AT, B35 N RS (7] FDA B 5 B 592
FURHE S T g 1

XF T AE R A HIE R D B A P R A
B—FHA, U5 - H AR T2 MO
1R 25 W Bk A 15 P 5 %00 24 1A U B P LB R A R
A F 25 22 8 U045 2 (R ik ) BL AN R F
FEAWME RN,

X T EHEHE B 254, P00 BE A HE Y B
o, MAFEERG T R %5 KMz a
TEAREER.

SR HIE N AR AE A XU B A O IR
(L

(1) ERFEFIRN L E UG ARRF 750 H

@ & RORE AN G 10 BB 7 R 5E BUE
553 RS HE kT BA T R BT 2 AR R (H
NHEBLER A : B N2 A A T R R B
T G 7 8 HR I At 245 ) R ASE FH A S ) 4 PR B
LHLW W7 Al s AN H T 580G
F 24577 A R B AR T

@ FEFHECGE 20 « BARZIN SR BEE 5
FH AR 2GR — AR HE B N 2 A
WA 7 8 v I R B R R R A T N BR
TG N 259, B AR A7 1E 77 20 HAh 25 ik &
TR 2R R R AN RN . il 5 R
5 R E N AT HE N2

@ I R T C 14 T < BEA 7 E IR R WE 7E
[ F R B O 22 28 XU B B B T A A
Ut B AH [

O 55l Ris NP, MG 2
T3 R 5] R BB 2 4 1) N, HE N 25 1 B
FoATT R HAR 2 Ui B B b, B AR A OCE
M7 Zh HALZMMER . mEEFHEART
THINE

O B4 FE R FHICE ST NS T E
A FH 1) BB PR 1 PRS2 35 AN R R AT CERO JRUIS 1)
AT REE A NG E . HIE AN 2893 0 1508 %
JRE28 W, AXUE R B FH 24 U7 R b LA 24 ) 1
MERERER.

@ AR CEE 6 00 : 22 X B P I B A F 24
J7 S 38 N HE PR 1 PR R 36 48 36 /0N T 0 955 2 ik v
I8 N R0 HR O 22 B A RO

@ HBFH M CE 17T BT A3 45 B
BN SR IR A RS T RS B BR
T 5 G J7 S A0 5% B RE A 1B VA RE G 1 ) 770 A0
AU

(3) AT H i E RS HE S B N 254 5%
5 B (AR BE 7 R - A 259 s 28
1M, AT Ge A 5140 () MBS 7 b 1 R 259 1)
BN TT R 5 — M AR D o R BT RI
B CH5 3300 5 28 SORE (55 4 00D s 25 A HLAE I (55 7
T s REIR N 24 (55 8 00D 25 ik & (35 10 T
PR CEB 11T 5 I PR 25 3 2% (B8 12 90 5 R IR PR 75 22
S CE 3T s 22 SCHR CH 15 100 5 4,285 e i R
160
3 #5iE

KA FDAF K25 b vt B E 45 3
JEE I St e T 24 U B B A B AR 2 AU R
3.1 FERMERLD R BT EHHI AR
BMETT

FDA“RLD ¥t B 51217 5 ANDA # B 5 112
7 Al i Fi 5 D D00 55 8 4 HE A7 1) 245 1 i B
38 205 RLD 356 B 5 5] Cr] A5 S 28 s vF (1)
72 51)7“ANDA HIiE N 51 ER IR RLD 356 W1 45 1) 48
B, JF S ) FDA $2 5212 24U H ANDA B 45 7 1%
o 5 B US4 T 2 AR SR RLD Ui B AR A5 B
Tk o ZAR T R IR 2 S0 $E A48 U 147 1 24 i
B A5 I R P R 22 1) HLAR B k)

A ) 2 BT VA RO 3 B
RLD B 5 AR B, Ko A& 3T 75 1) 24 U B 5, DA
AT 1) 245 4k 52 5 M1 S 1) RLD — FE 22 4543 2. 7Y
Hh [ 24 g M T AR A R SE BRSO, e S
FDA“RLD i B 54511 J§ ANDA Ui B 5 4297 7 fit
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3.2 HEEKEHERHIAMESYRRA 32 Xt
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PARABR T % B 25 A5 875 0 b e 24

PRI LB A5, “ M RLIR RS T R iZ4Mm S

HAb25¥0 & M 2 A REAE B 7% da = 5 iE

XA U A 2 B AT B AR T .

XA ST X B A7 T S AT L — B0 5 i A

B AR T IR 254 4 RO e A
S BB A 77 5 P MR 25 P B T vF

AN, 2% FDA 1245 7 J5UU , 8 (2R BLiK “ 22 X

Yo B, B OR i PR 22 A A RO A R X SR T iR
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PRSI B 5 3K ] 5 S ABL AR 435 3¢ Ji 0 60 B 4 vt 5 DA

i 2t T A 5 S B S Y St
MBEFR HAGEHEFRAREEANZY R

SE Ik

[1] FDA. Revising ANDA Labeling Following Revision of
the RLD Labeling Draft Guidance for Industry [EB/OL].
(2022-01-25) [2022-03-05]. https://www. fda. gov/media/
155661/download.

[2] FDA. Cross Labeling Oncology Drugs in Combination
Regimens Draft Guidance for Industry [EB/OL]. (2020-
11-19)[2022-03-05]. https://www. fda. gov/media/143846/
download.

[3] FDA. Labeling OTC Human Drug Products Updating
Labeling in RLDs and ANDAs Guidance for Industry
[EB/OL]. (2002-10-18) [2022-03-05]. https://www. fda.
gov/media/72594/download.

[4] FDA. Revising ANDA Labeling Following Revision of
the RLD Labeling Guidance for Industry [EB/OL]. (2002-
04-26) [2022-03-05]. https://www. fda. gov/media/71488/
download.

[5] FDA. Changes to an Approved NDA or ANDA
Guidances for Industry [EB/OL]. (2004-04-08)[2022-03-

(6]

[10]

[11]

[12]

[13]

[14]

[15]

05]. https://www.fda.gov/media/71846/download.

FDA. ANDA Approval
Supplements Under GDUFA Guidances for Industry [EB/
OL]. (2017-10-04) [2022-03-05]. https://www. fda. gov/
media/89263/download.

FDA. Postapproval Changes to Drug Substances Draft
Guidance for Industry [EB/OL]. (2018-09-01)[2022-03-
05]. https://www.fda.gov/media/115733/download.

FDA. Updating ANDA Labeling After the Marketing
Application for the Reference Listed Drug Has Been
Withdrawn Draft Guidance for Industry [EB/OL]. (2016-
07-11) [2022-03-05]. https://www. fda. gov/media/99041/

download.

Submissions —  Prior

FDA. Providing Regulatory Submissions in Electronic
Format — Certain Human Pharmaceutical Product
Applications and Related Submissions Using the eCTD
Specifications Guidance for Industry [EB/OL]. (2020-02-
21) [2022-03-05]. https://www. fda. gov/media/135373/
download.

FDA. Comprehensive Table of Contents Headings and
Hierarchy, Version 3.7 (revised October 1, 2020), in
"eCTD Submission Standards" at https://www. fda. gov/
media/93301/download.

FDA. ANDA Submissions —
Abbreviated New Drug Applications Under GDUFA
Guidance for Industry [EB/OL]. (2018-07-05)[2022-03-
05]. https://www.fda.gov/media/89258/download.

FDA. ANDA Submissions — Amendments and Requests
for Final Approval to Tentatively Approved ANDAs
Guidance for Industry [EB/OL]. (2020-09-28)[2022-03-
05]. https://www.fda.gov/media/119718/download.

FDA. Codevelopment

Amendments  to

of Two or More New
Investigational Drugs for Use in Combination Guidance
for Industry [EB/OL]. (2013-06-14)[2022-03-05]. https://
www.fda.gov/media/80100/download.

FDA. Labeling for Human Prescription Drug and
Biological Products — Implementing the PLR Content
and Format Requirements Guidance for Industry [EB/
OL]. (2013-02-25) [2022-03-05]. https://www. fda. gov/
media/71836/download.

FDA. Dosage and Administration Section of Labeling for
Human Prescription Drug and Biological Products —
Content and Format Guidance for Industry [EB/OL].
(2010-03-23) [2022-03-05]. https://www. fda. gov/media/

72142/download.

[FERE  Firx]



