ENTER FOR DRUG EVALUATION AND RESEARCH
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FY 1998 COHORT



CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998

(as of December 31, 1997)

BEST POSSIBLE COFY

CDER
‘‘‘‘‘‘‘‘ o NUMBER OF FIRST ACTIONS Numeer oF FiLep]  NUMBER OF FIRSTACTIONS | womocn or rmeo
NO. R NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | - PF. -|-orWE. | " UN “ FILED : . WITHOUT A FIRS WITHOUT A FIRST | SUBMISSIONS
| LY B : i ACTION AND ACTION AND OVERDUE
o ""NO. PeRGENT - NOT OVERDUE - OVERDUE -
P 10 6 0 0 4 0 0 0 0! 0% 4 0 0 0 0 0 0%
NEW PRODUCT
- APPLICATIONS S 40| 30 1 3 6 0 0 1 1] 17% 5 0 0 0 0] 0 0%
(initial submission)
Total . 50 36 1 3 10 0 0 1 1] 10% 9 0 0 0 0 0 0%
RESUBMISSIONS

(maj. amend after 16 0 0 0 16 7 1 0 8| 50% 8 0 0 0 0 0 0%

AEQENAY s
e 11 ol ol o 11 o o o o o% 11 o o ol o 0 0%

EFFECTIVENESS

SUPPLEMENTS s 27 18 1 1 7 0 0 0 0| 0% 7 0 0 0 0] 0 0%

(initial submission)’ -
Total 28 18 1 1 8 0 0 0 0| 0% 8 0 0 0 0 0 0%

MANUFACTURING
SUPPLEMENTS - 410{ 275 4 0 131 37 0 0 37 28% 94 0 0 0 0 0 0%

(initial submission)
I _




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998
BEST POSSIBLE COF:

(as of December 31, 1997)

ODE |
NUMBER OF FIRST ACTIONS NUMBER OF FILED, NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. RF NO. WITHIN GOAL SUBMISSIONS .. | - : OVERDUE . SUBMISSIONS. .| % OF FILED
TYPE SUBMITTED | “PF [ orWF |:..UN FILED ] WITHOUT A FIRST, : . WITHOUT A FIRST | SUBMISSIONS
;| ACTIONAND " ACTIONAND:-~{.  OVERDUE
NOT OVERDUE I - ./ OVERDUE
NEW PRODUCT P 4 1 0 (o} 3 0 0 0 0 0 0% 3 0 0 0 0 0 0 0%
APPLICATIONS S 17 12 1 1 3 0 0 0 1 1] 33% 2 0 0 0 0 0] 0 0%
(initial submission)
Total :: 21 13 1 1 6 0 0 0 1 11 17% 5 0 0 0 0 0 0 0%
RESUBMISSIONS

(maj. amend after 5 0 0 0 5 3 0 1 0 41 80% 1 0 0 0 0 0 0 0%

AE or NA) '
P 1 0 0 0 1 o} 0 0 0 0| 0% 1 0 0 0 0 0 0 0%

EFFECTIVENESS a :
SUPPLEMENTS S . 3 3 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%

(initial submission) - -
: Total’ : 4 3 0 0 1 0 0 0 0 0 0% 1 0 0 0 0 0 0 0%

MANUFACTURING
SUPPLEMENTS 138 93 0 0 451 24 0 0 0f 24 53% 21 0 0 0 0 0 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998

(as of December 31, 1997)

BEST POSSIBLE Co:

HFD-110
' NUMBER OF FIRSTACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FIILED
NO, RF NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF or WF UN FILED. WITHOUT A FIRST. . WITHOUT A FIRST | SUBMISSIONS
: : | ACTION AND. " ACTION AND OVERDUE
NOT OVERDUE | - OVERDUE
P 1 0 0 0 1 0 0 0 0 0| 0% 1 0 0 0 0 0 0 0%
Newproouer | N\ I S IR DU S B NI U N FUR SRR DU A e
APPLICATIONS S 4 2 0 1 0 0 0 0 0| 0% 1 0 0 0 0 0 0 0%
(initiat submission)
: Total 5 2 0 2 0 0 0 0 0| 0% 2 0 0 0 0 0 0 0% |
RESUBMISSIONS ‘

(maj. amend afer 4 0 0 0 4 2 0 1 0 3| 75% 1 0 0 0 0 0 o] 0%

AE or NA)
P 0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%

EFFECTIVENESS
SUPPLEMENTS S 0 o] 0 0 0 0 0 0 0 0| 0% 0 0 0 0] 0 0 0 0%

- (initial submission)
Total 0 0 0 0 0] 0 0 0 0 0f 0% 0 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 71 &1 0 0 20] 16 0 0 0, 16| 80% 4 0 0 0 0 0 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998
(as of December 31, 1997)

BEST POSSIBLE COFY

HFD-120
I - NUMBER OF FIRST ACTIONS NUMBER OF FILED] - NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. RF NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF orWF UN: FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
: : SRR |~ ACTIONAND : ACTION AND OVERDUE
NOT OVERDUE | i /|, + OVERDUE
P 2 1 0 0 1 0 0 0 0 0 0%
NEWPRODUCT | =~ o N ~ I T P o o
APPLICATIONS S 10 7 1 0 1 0 0 0 0 0 0%
{initial submission)
Total 12 8 1 0 3 0 0 1] 33% 2 0 0 0 0 0 0%
RESUBMISSIONS

(maj. amend after 0 0 0 0 0 0 0 0| 0% 0 0 0 0] 0 0 0%

AEor NA)
P 0 0 0 0 0 0 0 0] 0% 0 0 0 0 0 0 0%

EFFECTIVENESS
SUPPLEMENTS s 1 1 0 0 0 0 0 0| 0% 0 0] 0 0 0 0 0%

(initial submissi
" | ot 11 1] o o 0 o] o o| 0% of o/ o o o 0 0%
MANUFACTURING
SUPPLEMENTS- 52| 33 0 0 19 0 0 7| 37% 12 0 0 0 0 0 0%
{initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998

(as of December 31, 1997) gEST POSSEBLE C@?%{

HFD-150
L NUMBER OF FIRST ACTIONS NUMBER OF FILED ‘NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. i RF ey WITHIN GOAL ‘| SUBMISSIONS . Yo OVERDUE SUBMISSIONS % OF FILED
TYPE (| SUBMITTED |- PF.. | lorWE | . UN = WITHOUT A FIRST : i : WITHOUT AFIRST,| SUBMISSIONS
Ve e ACTION AND :A: C‘TION‘AND:' OVERDUE
NOT.OVERDUE. | L OVERDUE ~“*i - " ©

P 1 0 0 0 1 0 0 0 0 0 0 0%

NEW PRODUCT
APPLICATIONS s 3 3 0 0 0 0 0 0 0 0] 0% 0 0 0 0 0 0 0 0%

(initial submission)
Total 4 3 0 0 1 0 0 0 0 0] 0% 1 0 0 0 0 0 0 0%
RESUBMISSIONS

(maj. amend after 1 0 0 0 1 1 0 0 0 1/100% 0 0 0 0 0 0] 0 0%

AE or NA)
P 1 0 0 0 1 0 0 0 0 0, 0% 1 0 0 0 0 0 0 0%

EFFECTIVENESS
SUPPLEMENTS S 2 2 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%

(initial submission) |
Total 3 2 0 0 1 0 0 0 0 0| 0% 1 0 0 0 0 (0] 0 0%
MANUFACTURING
SUPPLEMENTS 15 9 0 0 6 1 0 0 0 1 17% 5 0 0 0 0 0 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

BEST POSSIBLE COFY

(as of December 31, 1997)

ODE Il
. : ‘NUMBER OF FIRSTACTIONS ;. |NUMBER OF FILEDF - -NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO-oo] DNoo e WITHIN GOAL - SUBMISSIONS = - - " OVERDUE -~ . SUBMISSIONS | % OF FILED
TYPE 5| SUBMITTED | “PE.. SFILED : WITHOUT A FIRST il : .| WITHOUT AFIRST.| ' SUBMISSIONS
S SR : TOTAL = ] ACTIONAND | “ACTIONAND -.| ' OVERDUE
o _ o ERCENT NOT OVERDUE. . | i OVERDUE _
P 3 2 0 0 1 0 0 0] 0 0] 0% 1 0 0 0 0 0 0 0%
NEW PRODUCT
APPLICATIONS s 7 6 0 1 0 0 0 0] 0 0] 0% 0 0 0 0 0 0 0 0%
(initial submission)
Total 10 8 0 1 1 0 0 0 0 0| 0% 1 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 0 0 0 0 0 0 0 0 0 o 0% 0 0 0 0 0 0 0 0%
AE or.NA)

P of o o o of o o o of o o% of ol o o o o 0 0%

EFFECTIVENESS '
SUPPLEMENTS s 12| 10 0 1 1 0 0 0 0 0 0% 1 0 0 0 0 0 0 0%

(initial submission) R
Total 12 10 0 1 1 0 0 0 0 0| 0% 1 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 93| 53 3 0 37 3 0 0 o] 3 8% 34 0 0 0 0 0 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998
BEST POSSIBLE CoF

(as of December 31, 1997)

HFD-510
F ‘NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST.ACTIONS NUMBER OF FILED
2 WITHIN GOAL susMissioNs: " i "OVERDUE . SUBMISSIONS | % OF FILED
TYPE ; i WITHOUT AFIRST] : | WITHOUT A FIRST | SUBMISSIONS
ACTION'AND' ACTION AND' .. QVERDUE".
( “PERcENT NOTOoVERDUE | | OVERDUE -

P 1 0 0 0 1 0 0 0 0 0] 0% 1 0 0 0 0 0 0 0%

NEW PRODUCT
APPLICATIONS s’ 3 3 0 0 0 0 0 0 0 0 0% 0] 0 0 0 0 0 0 0%

(initial submission)
Total 4 3 0 0 1 0 0 0 0 0| 0% 1 0 0 0 0 0 0 0%

RESUBMISSIONS
(maj. amend after ‘ 0 0 0 0 0 0 0 0 0 0] 0% 0 0 0 0 0] 0 0 0%
AEor NA) '

P 0 0] 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%

EFFECTIVENESS
SUPPLEMENTS s 4 4 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%

(initial submission)
Total 4 4 0] 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%

MANUFACTURING
SUPPLEMENTS - 23| 18 0 0 5 0 0 0 0 0 0% 5 0 0 0 0 0 0 0%
(initial submission)




BEST POSSIBLE COPY

CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998
(as of December 31, 1997)

HFD-570

NUMBER OF FIRST ACTIONS

NUMBER OF FILED

NUMBER OF FIRST ACTIONS

NUMBER OF FILED

NO. RF NO. WITHIN GOAL SUBMISSIONS . OVERDUE SUBMISSIONS % OF FILED
TYPE | susmiTrED | PF orWF. |- UN _ FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
- T : S : | ACTIONAND ' ACTION AND OVERDUE
T ERCENT - NOT OVERDUE " OVERDUE o
P 1 1 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%
NEW PRODUCT . i _
APPLICATIONS S 1 1 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%
{initial submission) N
Total 2 2 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%
RESUBMI§SIONS
(maj: amend after 0 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%
AE or NA)
» P o0 ol of o ofl of o of o 0% ofl of o o o 0 0%
EFFECTIVENESS :
SUPPLEMENTS S 5 3 0 1 1 0 0 0 0 0% 1 0 0 0 0 0 0%
(initial submission) :
Total 5 3 0 1 1 0 0 0 0 0% 1 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 28| 24 0 0 4 0 0 0 0 0% 4 0 0 0 0 0 0%

(initial submission)




BEST POSSIiBLE COPY

CDER FIRST ACTION PERFORMANCE FOR APPLICATION S

FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998
(as of December 31, 1997)

HFD-580
' i NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS - NUMBER OF FILED j
NO. RF.: : NO. T WITHIN GOAL: SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE -] SUBMITTED: |~ PE:" | or WE UN' I S FILED : WITHOUT A FIRST ' WITHOUT A FIRST | SUBMISSIONS
: Ui TOTAL ] ACTIONAND ACTION AND OVERDUE
NO- PERGENT| NOT OVERDUE OVERDUE
P 1 1 0 0 0 0 0 0 0 0] 0% 0 0 0 0 0 0 0%
NEW PRODUCT
APPLICATIONS S 3 2 0 1 0 0 0 0 0 0| 0% 0 0 0 0] 0 0 0%
(initial submission)
Total - 4 3 0 1 0 0 0 0 0 0] 0% 0 0 0 0 0 0 0%
RESUBMISS!ONS.
(maj. amend afer 0 0 0 0 0 0 0 0 0 0] 0% 0 0 0 0 0 0 0%
AEOrNA)
P o0 o o o of o o o o o o ol o o o o 0 0%
EFFECTIVENESS
SUPPLEMENTS S 3 3 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%
(initial submission) - T
Total'; 3 3 0 0 0 0 0 0 0 0] 0% 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 427 11 3 0 28 3 0 0 0 3| 1% 25 0 0 0 0 0 0%
(initial submission)




BEST POSSIBLE COPY

CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998

(as of December 31, 1997)

ODE Ill

NUMBER OF FILED

(initial submission)

NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. R NO. SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED-| " PF | orWF -| UN FILED WITHOUT A FIRST ' WITHOUT A FIRST |- SUBMISSIONS
TOTAL ACTION AND ACTION AND OVERDUE
R ERCEN1" NOT OVERDUE * " .OVERDUE
P 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0%
NEW PRODUCT
APPLICATIONS s 5 4 0 0 1 0 0 0 0| 0% 1 0 0 0 0 0 0%
(initial submission)
Total 5 4 0 0 1 0 0 0 0] 0% 1 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 5 0 0 0 5 0 0 0 2| 40% 3 0 0 0 0 0 0%
AE or NA)

P of o o o 0 of o 0o of 0% of of o o o 0 0%

EFFECTIVENESS -
SUPPLEMENTS S 2 1 0 0 1 0 0 0 0| 0% 1 0 0] 0 0 0 0%

(initia! submission)
Total 2 1 0 0 1 0 0 0 0] 0% 1 0 0 0 0 0 0%
MANUFACTURING

SUPPLEMENTS 52| 36 1 0 15 0 0 0 41 27% 11 0 0 0 0 0 0%




BEST POSSIBLE COPY

CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

(as of December 31, 1997)

FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998

HFD-160
S NUMBER OF.FIRST ACTIONS NUMBER OF FILED): .- NUMBER OF FIRST ACTIONS . . |NUMBER OF FILED
NO:: - ZLiRE ol iNo. . WITHIN. GOAL' susmissions: . - - OVERDUE .= . ' SUBMISSIONS % OF FILED
TYPE -} SUBMITTED. - PE. - “or WF. | UN:: - FILED. : WITHOUT A FIRST : . | WITHOUT A FIRST SUBMISSIONS
I s | ACTIONAND %[ “ACTIONAND:’ [ :OVERDUE *
: NOT OVERDUE - FOVERDUE i) 7 :

P 0 0 0 0 0 0 0 0} 0% 0 0 0 0 0 0 0%

NEWPRODUCT |_ [ R o R I N N o
APPLICATIONS S 1 0 0 0 0 0 0 0 0| 0% 1 0 0 0 0 0 0%

{initial submission)
Total 1 0 0 0 0 0 0 0 0f 0% 1 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 0 0 0 0 0 0] 0 0 0] 0% 0 0 0 0 0 0 0%
AE or NA)
P 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS s 0 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%
(initial submissi .
| Total of o o o o o o o of o% of o o of o 0 0%
MANUFACTURING
SUPPLEMENTS 171 10 1 0 1 0 0 0 11 17% 5 0 0 0 0 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998
(as of December 31, 1997)

BEST POSSIBLE CO¥

]

HFD-170
T NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS | NUMBER OF FILED
NoO. RF. NO, - WITHIN.GOAL SUBMISSIONS OVERDUE ' “SUBMISSIONS % OF FILED
TYPE SUBMITTED PE or WF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
. ACTIONAND .. 1 ACTION AND |- OVERDUE
NOT O\IERDUE: V - . OVERDUE - ’ i

P 0 0 0 0 0 0 0 0 0 0 0%

NEW PRODUCT o I o
APPLICATIONS S 1 1 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%

(initial submission)
Total 1 1 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 0 0 0] 0 0 0 0 0 0 0% 0 0] 0 0 0 0 0%
AE or NA)
P 0 0 0 0 0 0 0 0 0 0% 0 0] 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 2 1 0 0 1 0] 0 0 0 0% 1 0 0 0 0 0 0%
(initial submission)
Total 2 1 0 0 1 0 0 0 0 0% 1 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 9 7 0 0 2 0 0 0 0 0% 2 0 0 0 0 0 0%
{initial submission)

7
i



CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

| BEST POSSIBLE COF i

(as of December 31, 1997)

HFD-180
) NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO, RF NO. WITHIN GOAL SUBMISSIONS . OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED PF or WF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
el U0 TOTAL .4 il ACTION AND ] . ACTION AND OVERDUE
: [t “RercEnT| NOT OVERDUE-]. , & e OVERDUE
P 0 0 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%
NEWPRODUCT | - SR U ISR PR . . . 1 1oL e o
APPLICATIONS S 3 3 0 0 0 0] 0 0 0 0| 0% 0 0 0 0] 0 0 0 0%
(initial submission)
Total 3 3 0 0 0 0 0 0 0 0| 0% 0 0] 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after . 5 0 0 0 5 2 0 0 0 2! 40% 3 0 0 0 0 0 0 0%
AE or NA)
P 0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS s 0 0 0 0 0 0 0 0 0 0} 0% 0 0 0 0 0 0 0] 0%
(initial submission)
Total 0 0 0 0 0 0 0 0 0 0] 0% 0 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 26| 19 0 0 7 3 0 0 0 3| 43% 4 0 0 0 0 0 0 0%
{initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998
(as of December 31, 1997)

‘—'F {A> s( i '.:7.:; W N
RN E :"”S PV
ODE IV
. NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. - R o NO. WITHIN GOAL SUBMISSIONS : OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED, 1":PF. | orWE' ~-UN. .|~/ FILED | WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS.
> : ol : : ACTION AND. * ACTION AND OVERDUE
=l NOT OVEROUE: OVERDUE :
P 3 3 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%
NEW PRODUCT
APPLICATIONS s 4 2 0] 0 2 0 0 0 0 0| 0% 2 0 o] 0] 0 0 (0] 0%
(initial submission) ;
Total 7 5 0 0 2 0 0 0 0 0 0% 2 0 0 0 0 0 0 0%
RESUBMISSIONS
{maj. amend after - 0 0 0 0 0 0 0 0 0 0! 0% 0 0 0 0 0 0 0 0%
AE orNA) =
P o 0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%
EFFECTIVENESS o
SUPPLEMENTS s 9 3 1 0 5 0 0 0 0 0 0% 5 0 0 0 0 0 0 0%
(initial submission)
Total 9 3 1 0 5 0 0 0 0 0f 0% 5 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS . 60| 39 0 0 21 5 0 0 0 5| 24% 16 0 0 0 0 0 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998
(as of December 31, 1997) p

LEST POSSIBLE COPY

HFD-520

;‘JTJMBER OF FIRST ACTIONé‘m"‘ T NUMBEROF F;LED NUMBER OF FIRST ACTIONS NUMBER OF FILED ]
NO. ‘ RF NO. WITHIN GOAL SUBMISSIONS ‘ OVERDUE SUBMISSIONS | % OF FILED
TYPE SUBMITTED | . PF OrWE. | - UN. :FILED WITHOUT A FIRST: : : WITHOUT A FIRST | SUBMISSIONS
L TOTAL o ACTIONAND | - ACTION AND OVERDUE
“PercenT NoToveroue: | : ‘|- ‘overDUE

P 0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%

NEW PRODUCT
APPLICATIONS | S 11 0o o o 11 o o of o of o% 11 o o o o o 0 0%

(initial submiss‘io'n)
Total 1 0 0 0 1 0 0 0 0 0| 0% 1 0 0 0 0] 0 0 0%
RESUBMISSIONS

(maj. amend after 0 0 0 0 0] 0 0 0 0 O 0% 0 0 0 0 0 0 0 0%

AE or NA)
P 0 0 0 0 0 0 0 0 0 0] 0% 0 0 0 0 0 0 0 0%

EFFECTIVENESS
SUPPLEMENTS S 4 2 1 0 1 0 0 0 0 0| 0% 1 0 0 0 0 0 0 0%

(initial submission)
Total 4 2 1 0 1 0 0 0 0 0| 0% 1 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 22 14 0 0 8 4 0 0 0 4| 50% 4 0 0 0] 0 0 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998
(as of December 31, 1997)

3€ST POSSIBLE COPY

HFD-530
—
| : NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRSTACTIONS - |NUMBER OF FILED
NO: "“RF. NO. ““WITHIN GOAL"™ SUBMISSIONS : OVERDUE ’ SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF orWF. | 'UN FILED WITHOUT A FIRST WITHOUT AFIRST | SUBMISSIONS
N ACTION AND ACTION AND OVERDUE
NOT OVERDUE: ! . OVERDUE
P 0 0 0 0 0 0 0 0 0 0 0%
NEW PRODUCT N I R I 7 ) o
APPLICATIONS s 2 2 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%
(initial submission)
Total 2 2 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0%
AE or NA)

Ll R 0 0 0 0 0 0 0 0 0] C| 0% 0 0 0 0 0 0 0%

EFFECTIVENESS '
SUPPLEMENTS s 1 1 0 0 0 0 0 0 0 0| 0% 0] 0 0 0 0 0 0%

(inﬁial submisgion) 5
Total 1 1 0 0 0 0 0 0 0 0] 0% 0 0 o] 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 14 11 0 0] 3 1 0 0 0 11 33% 2 0 0 0 0 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

| BEST POSSIBLE COPY

(as of December 31, 1997)

HFD-590
L
NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. R NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | "PF or WF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
) : 1 - ACTION AND 0l ToTs ACTION AND - OVERDUE
NOT OVERDUE: - - OVERDUE
P 3 3 0 0 0 0 0 0 0 0] 0% 0 0 0 0 0 0 0 0%
NEW PRODUCT _ i e ]
APPLICATIONS S 1 0 0 0 1 0 0 0 0 0] 0% 1 0 0 0 0 0 0 0%
(initial submission) N
Total . 4 3 0 0 1 0 0 0 0 0] 0% 1 0 0 0 0 0 0 0%
' RESUBMISSIONS
(maj. amend after 0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%
AE or NA) .

P 0 0 0 0 0 0 0 0 0] 0| 0% 0 0 0 0 0 0 0 0%

EFFECTIVENESS [
SUPPLEMENTS S 4 0] o o© 4 0 0 0 0 0| 0% 4 0 0 0 0 0 0 0%

(initial submission)‘
Total - 4 0 0 0 4 0 0 0 0 0] 0% 4 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 24| 14 0 0 10 0 0 0 0 0] 0% 10 0 0 0 0 0 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998 '

(as of December 31, 1997) B T A s
as o ecembper ﬁg:;gié& PQSSIBLE COP i:,’

HFD-590
] S B s A NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRSTACTIONS NUMBER OF FILED 7
NO. : R NO, WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | ~PF | ‘orWF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
; ACTION AND AL=]. “ACTION AND OVERDUE
) = NOT OVERDUE OVERDUE

P 3 3 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%

NEW PRODUCT _
APPLICATIONS S 1 0 0 0 1 0] 0 0 0 0 0% 1 0 0 0 0 0 0 0%

(initial submission)
Total 4 3 0 0 1 0 0 0 0 0| 0% 1 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 0 0 0 0 0 0 0 0 0 0f 0% 0 0 0 0 0 0 0 0%
AE or NA)
P 0 0] 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 4 0 0 0 4 0 0 0 0 0] 0% 4 0 0 0 0 0] 0 0%
(initial submission) B
Total.;: 4 0 0 0 4 0 0 0 0 0 0% 4 0 0 0 0 0] 0 0%
MANUFACTURING v
SUPPLEMENTS 24| 14 0 0 10 0 0 0 0 0 0% 10 0 0 0 0] o] 0] 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998

= BEST POSSIBLE COPY

ODEV
- ) NUMBER OF FIRSTACTIONS NUMBER OF FILED NUMBER OF FIRST'ACTIONS NUMBER OF FILED
NO. R NO, WITHIN GOAL SUBMISSIONS - . OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | .PF .|"“orWF | _UN FILED : WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
Soap TOTAL | ACTIONAND ACTION AND OVERDUE
S No‘,.j ERCENT| NOT OVERDUE v - OVERDUE
P 0 0 0 0 0 0] 0 0 0 6| 0% 0 0 0 0 0 0 0 0%
NEW PRODUCT
APPLICATIONS s 7 6 0 1 0 0 0 0 0 0 0% 0 0 ] 0 0 0 0 0%
{initiat submission)
Total 7 6 0 1 0 0 0 0 0 0 0% 0 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend afer 6 0 0 0 6 2 0 0 0 2| 33% 4 0 0 0 0 0 0 0%
AE or NA)
1P 0l of o o 0] o o] of o o % 0ol o o o o o 0 0%
EFFECTIVENESS )
SUPPLEMENTS S 1 1 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0 0%
(initial submission)
Total 1 1 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 67| 54 0 0 13 1 0 0 0 11 8% 12 0 0 0 0 0 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998
(as of December 31, 1997)

BEST POSSIBLE C.
B 3 i %
3w w8 iy :w i %&:’ A
HFD-540
: . NUMBER OF FIRST.ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED|
.NO. ‘RF™. ; NO. - WITHIN GOAL - SUBMISSIONS i = v IOVERDUE v [ UBMISSIONS % OF FILED -
TYPE “SUBMITTED. |- - PF. i ["orWF | UN 1 piten: o] 3 S WITHOUT A FIR SR [WITHOUT AFIRST. | SUBMISSIONS
: L : : v ACTION AND . Li|- ACTIONAND - |~ OVERDUE
N NOT OVERDUE - " 'OVEROUE
P 0 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%
NEW PRODUCT
APPLICATIONS S 4 4 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%
(initia} submission)}
) Total 4 4 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 1 0] 0 0 1 0 0 0 0 0% 1 0 0 0 0 0 0%
AE or NA)
’ P 0 0 0 0 0 0 0 0 0 0% 0 o 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 0 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%
(initial submission)
Total 0 0 0 0 0] 0 0 0 0 0% 0 0 (0] 0 0 0 0%
MANUFACTURING
SUPPLEMENTS = - 220 22| 0 o© of o o o o 0% of o o o o 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1998 Cohort - Oct. 1, 1997 - Sept. 30, 1998
(as of December 31, 1997)

BEST POSSIBLE copy

HFD-550
NUMBER OF FIRST'ACTIONS NUMBER OF FILED] - “NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. RF NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF [ orWF'| -UN-"| * FilED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
) T 2l ACTION AND .51 . ‘ACTION AND OVERDUE
- -NOT OVERDUE OVERDUE

P 0 0 0 0 0 0 0 0] 0 0 0% 0 0 0 0 0 0 0%

NEW PRODUCT
APPLICATIONS S 3 2 0 1 0 0 0 0 0 0 0% 0 0 0 o] 0 0 0%

(initial submission)
Total 3 2 0 1 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0%
RESUBMISSIONS

(maj. amend afler 5 0 0 0 5 2 0 0 6] 21 40% 3 o] 0 0 0 0 0%

AE or NA)
P 0 0 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%

EFFECTIVENESS
SUPPLEMENTS S 1 1 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0%

(initial submission)
Total 1 1 0 0 0 0 0 0 0 0} 0% 0 0 0 0 0 0 0%
MANUFACTURING

SUPPLEMENTS 30 21 0 0 9 1 0 0 0 1 1% 8 0 0 0 0 0 0%

(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1998 Cohort - Oct.'l, 1997 - Sept. 30, 1998
BEST POSSIBIF ¢

(as of December 31, 1997)

HFD-560
) ) i S NUMBER OF FIRST ACTIONS . |NUMBER oF FILEI:) NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. o e WITHIN.GOAL: SUBMISSIONS. L OVERDUE *.SUBMISSIONS % OF FILED
TYPE SUBMITTED i PILED L WITHOUT AFIRST : s : WITHOUT A FIRST | SUBMISSIONS
fo ACTION AND 51 ACTION AND OVERDUE
| NoToverouE fudui ; : i OVERDUE

P 0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%

NEW PRODUCT
APPLICATIONS S 0 0 0] 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0 0%

(initial submission) N
Total 0 0 0 0 0 0 0 0 0 0 0% o} 0 0 0 0 0 0 0%
RESUBMISSIONS

(maj. amend after 0 0 0 0 0 0 0 0 0 0] 0% 0 0 0 0 0 0 0] 0%

AE or NA)
P 0 0 0 0 0 0 0 0 0 0] 0% 0 0 0 0 0 0 0 0%

EFFECTIVENESS
SUPPLEMENTS S 0 0 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0 0%

(initial submission)
Total 0 0 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 157 11 0 0 4 0 0 0 0 0] 0% 4 0 0 0 0 0 0 0%
(initial submission)




FY 1997 COHORT



CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997

(as of December 31, 1997) BEST POSSIBLE CO?ES

CDER

NUMBER OF FIRST ACTIONS NUMBER OF FILED rNUMBER OF FIRST ACTIONS . NU_MBER OF FILED
NO. R No. WITHIN GOAL: SUBMISSIONS .. I o OVERDUE: e | SUBMISSIONS . 9% OF FILED::.
TYPE SUBMITTED. | "/ PF." [ or WF.| ““UN FILED : [WITHOUTAFIRST | b S & WITHOUT AFIRST |*SUBMISSIONS'
Lo : . ACTION'AND . &2 T _-ACTION'AND -f".OVERDUE:
FERceny NOT OVERDUE: - Yo | overoue e
P 26 0 0 0 26 9 5 3 3 20| 77% 6 0 0 0 0 0 0 0%
NEW PRODUCT _ %
APPLICATIONS S 104 0 2 6 961 21 8 4 2| 35| 36% 61 0 0 0] 0 0 0] 0%
(initial submission) )
Total 130 0 2 6 122] 30 13 7 5| 55| 45% 67 0 0 0 0 0 0 0%
RESUBMISSIONS

(maj. amend afier 86 0 0 0 86] 58 16 3 1 78| 91% 7 0 0 1 0 1 0 1%

AE or NA)
P 11 0 0 1 10 4 1 0 1 6| 60% 4 0 0 0 0 0 0 0%

EFFECTIVENESS
SUPPLEMENTS s 144 0 2 7 135 37| 13| 15 6| 71| 53% 62 0 0 0] 0] 0] 2 1%

(initial submission}
Total 155 0 2 8 145 41 14 15 7 77| 53% 66 0 0 0 0 0 2 1%
MANUFACTURING
SUPPLEMENTS 1268 0 5 0 1263 918 104, 51 711080 86% 163 11 2 2 2 17 3 2%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997

BEST POSSIBLE COPY

ODE |

(as of December 31, 1997)

T | NUMBEROF FIRSTAGTIONS  [umetnor ico] | NUMBER OF FIRGT AGTIONS —— Inomecn or raca
NO. RF NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED

TYPE SUBMITTED | PF | orWF. | UN FILED WITHOUT A FIRST WITHOUT AFIRST | SUBMISSIONS
’ 1 ACTIONAND iR e | "ACTIONAND. :} OVERDUE."
{l: NOTOVERDUE o ~ OVERDUE T ;
P 7 0 0 0 7 0 2 2 6| 86% 1 0 0 0 0 0%

NEW PRODUCT | R SR — PRSI JOUN— P —— ] - - ———— - . - - S - ——fe S . - - — e | ——
APPLICATIONS S 27 0 1 0 26 2 3 1 7 27% 19 0 0 0 o] 0%

{initial submission)
Total 34 0 1 0 33 2 5 3 13| 39% 20 0 0 0 0 0%
RESUBMISSIONS
(maj. amend afler 31 0 0 0 31 22 6 0 28| 90% 3 0 0 0 0 0%
AE or NA)
P 3 0 0 0 3 1 0 0 2| 67% 1 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS $ 24 0 0 0 24 4 1 3 8| 33% 16 0 0 0 0 0%
{initial submission)
Total 27 0 0 0 27 5 1 3 10} 37% 17 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 279 0 4 0 275] 228| 11 10 252 92% 19 3 0 1 0 1%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of December 31, 1997)

HFD-110 BEST POSSHBLE C@

» NUMBER OFFIRSTACTIONS B NUMBER OF FILél; NUMBER OF FIRST ACTIO&S NUMBER OF FILED

NO. RF NO. < WITHIN GOAL SUBMISSIONS e OVERDUE - boe s 1 SUBMISSIONS: | % OF FILED-..
TYPE SUBMITTED.{ PF ofWF | UN FILED e WITHOUT A FIRST}: L . WITHOUT A FIRST | SUBMISSIONS
‘ .2 | ACTION AND" . STOTAS . ACTIONAND > | " OVERDUE
P 3 0 0 3 1 0 0 0 0 0 0 0%

NEWPRODUCT | e R SR SR AV IR U
APPLICATIONS S 8 1 0 7 0] 2 0 0 2| 29% 5 0 0 0 0 0 0 0%

(initial submission)
Total 11 1 0 10 0 3 0 1 4 40% 6 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj, amend after 11 0 0 11 9 2 0 0 11 (100% 0 0 0 0 0 0 0 0%
AE or NA)
P 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 4 0 0 4 0 1 1 0 2| 50% 2 0 0 0 0 0] 0 0%
(initial submission)
Total 4 0 0 4 0 1 1 0 2| 50% 2 0 o] 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 130 1 0 129 116 4 3 0| 123| 95% 4 1 0 1 0 2 0] 2%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997

HFD-120

(as of December 31, 1997)

BEST POSSIBLE CC

NUMBER OF FIRST ACTIONS

NUMBER OF FILED

NUMBER OF FIRST ACTIONS NUMBER OF FILED s
No. RF NO. WITHIN GOAL SUBMISSIONS [+ 2 OVERDUE - SUBMISSIONS ' | % OF FILED -
TYPE SUBMITTED{- PF. | ‘orWFE | UN-:|" - FILED ) : WITHoUT AFIRST] . i - TWITHOUT A FIRST | SUBMISSIONS
: "~ ACTION AND : R 17| “ACTIONAND |- OVERDUE.
No. PeRceNT| NOT OVERDUE o - OVERDUE

P 2 0 0 0 2 0 0 1 1 2{100% 0 0 0 0 0 0 0%

NEW PRODUCT
APPLICATIONS S 13 0 0 0 13 2 1 0 0 3| 23% 10 0 0 0 0 0 0%

{initial submission)
Total 15 0 0 0 15 2 1 1 1 5! 33% 10 0 0 0 0 0 0%
RESUBMISSIONS

(maj. amend after 17 0 0 0 17 12 3 0 0 15| 88% 2 0 0 0 0 0 0%

AE or NA)
P 0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0%

EFFECTIVENESS
SUPPLEMENTS S 15 0 0 0 15 4 0] 2 0 6| 40% 9 0 0 0 0] 0 0%

(initial submission)
Total 15 0 0 0 15 4 0 2 0 6| 40% 9 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 90 0 3 0 87] 70 3 4 2/ 79| 91% 6 2 0 0 0 0 2%
(initial submission) ’




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of December 31, 1997)

HFD-150
( T - NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED

NO, RF NoO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED PF or WF UN FILED WITHOUT A FIRST WITHOUT AFIRST'| SUBMISSIONS
-] ACTION AND .t ACTION AND' OVERDUE
NOT OVERDUE OVERDUE i
P 2 0 0 0 0 0 0 0 0 0 0%

NEW PRODUCT o o o
APPLICATIONS S 6 0 0 0 6 0 0 1 1 2] 33% 4 0 0 0 0 0 0%

(initial submission)
Total . 8 0 0 0 8 0 1 2 1 4| 50% 4 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 3 0 0 0 3 1 1 0 0 2| 67% 1 0 0 0 0 0 0%
AE or NA)
P 3 0 0 0 3 1 0 0 1 21 67% 1 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS s 5 0 0 0 5 0 0 0 0 0] 0% 5 0 0 0 0 0 0%
(initial submission)
Total 8 0 0 0 8 1 0 0 1 2| 25% 6 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 59 0 0 0 591 42 4 3 1] 50, 85% 9 0 0 0 0 0 0%
(initial submission)
(I




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

=menon’ " BEGT POSSIBLE COPY

(as of December 31, 1997)

T, | ODE Il
NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. R NO. WITHIN GOAL SUBMISSIONS - OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | - PF | or WF UN FILED « -] WITHOUT A FIRST : 22 ' YWITHOUT AFIRST | SUBMISSIONS
: : ACTION AND = 51" ACTION AND OVERDUE
NOT OVERDUE ( .. .OVERDUE
P 6 0 0 0 2 0 0 0 0 0 0 0%
NewprooueT | L L N SR S Y DU [ S
APPLICATIONS s 27 0 0 1 26 18 0 0 0 0 0] 0] 0%
(initial submission)

Total 33 0 0 1 32 8 1 1 2 12| 38% 20 0 0 0 0 0 0 0%

RESUBMISSIONS
(maj. amend after 14 0 0 0 14 9 3 0 0 121 86% 1 0 0 1 0 1 0 7%

AE or NA)
P 1 0 0 0 1 0 0 0 0 0; 0% 1 0 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 51 0 2 1 48 19 0 5 1 25| 52% 23 0 0 0 0 0 0 0%
(initial submission)

Total 52 0 2 1 49 19 0 5 1 251 51% 24 0 0 0 0 0 0 0%

MANUFACTURING
SUPPLEMENTS 477 0 0 0 477| 382 26, 17 1| 426] 89% 50 0 0 0 0 0 1 0%

(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997

(as of December 31, 1997)

BEST POSSIBLE COPY

HFD-510
( ) NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. RF NO. WITHIN GOAL SUBMISSIONS : OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF | orWF. | UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
o ACTIONAND - | a1 ACTIONAND' OVERDUE

NOT OVERDUE . OVERDUE L
P 4 0 0 0 1 0 0 0 0 0 0%

NEWPRODUCT | B N B U SN N R
APPLICATIONS S 5 0 0 0 4 0 0 0 0 0 0%

{initial submission)
Total 9 0 0 0 9 3 0 0 1 4| 44% 5 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend afier 5 0 0 0 5 3 0 0 0 3] 60% 1 0 0 1 0 0 20%
AE or NA)
P 0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 22 0 0 0 22 1 0 2 0 13| 59% 9 0 0 0 0 0 0%
{initial submission)
Total 22 0 0 0 22 11 0 2 0 13| 59% 9 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 283 0 0] 0 283) 252 9 2 0} 263! 93% 19 0 0 0 0 1 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of December 31, 1997)

3 : HFD-570 BEST POSSIBLE CO™

7 NUMBER OF FIRSTACTIONS NUMBER OF FILED NUMBER OF FIRSTACTIONS - NOMBER OF FILED
NO. RF NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF or WF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
) e 3 | . ACTION AND 1] 'ACTION AND OVERDUE
NOT QVERDUE' . / . “OVERDUE
P 1 0 0 0 1 0 0 0 0 0 0 0%
NEW PRODUCT I — PR . e | ——— R R S —- S - S R L [ —— e e e e
APPLICATIONS S 11 0 0 1 10 5 0 0 0 (0] 0 0 0%
{initial submission)
Total 12 0 0 1 11 3 1 1 0 5| 45% 6 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 4 0 0 0 4 2 2 0 0 41100% 0 0 0 0 0 0 0 0%
AE or NA)
P 0 0 0 0 0 0 0 0 0 0! 0% 0 0 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 19 0 1 0 18 7 0 3 1 11| 61% 7 0 0 0 0] 0 0 0%
(initial submission)
Total 19 0 1 0 18 7 0 3 1 11| 61% 7 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 64 0 0 0 64] 38, 15 6 0| 59| 92% 5 0 0 0 0 0 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of December 31, 1997)

BEST POSSIBLE COr™

—— T
NUMBER OF FIRST'ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. R NO, WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED PF or WF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS *
AP 7 ) | ACTIONAND | "ACTION AND. OVERDUE .-
- ﬂERcENT’ NOT OVERDUE . : S |:. "OVERDUE ‘
P 26 0 0 0 26 9 5 3 3 20| 77% 6 0 0 0 0 0 (0] 0%
NEW PRODUCT

APPLICATIONS s 104 0 2 6 96| 21 8 4 2| 35| 36% 61 0 0 0 0 0 0 0%

(initial submission)

Total 130 0 2 6 122] 30 13 7 5| 55| 45% 67 0 0 0 0 0 0 0%

RESUBMISSIONS

(maj. amend after 86 0 0 0 86 58 16 3 1 78| 91% 7 0 0 1 0 1 0 1%
AE or NA)
P 11 0 0 1 10 4 1 0 1 6| 60% 4 0 0 0 0 0 0 O%ﬂ
EFFECTIVENESS
SUPPLEMENTS s 144 0 2 7 135} 37 13 15 6| 71 53% 62 0 0 0 0 0 2 1%
(initial submission) .
Total 155 0 2 8 145] 41 14 15 71 77| 53% 66 0 0 0 0] 0 2 1%
MANUFACTURING
SUPPLEMENTS 1268 0 5 0 1263] 918| 104| 51 711080 86% 163 11 2 2 2 17 3 2%

(initial submission)




Y

CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997

BEST POSSIBLE COPY

(as of December 31, 1997)

ODE
o NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED

NO. RF NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF orWF | UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS

| AcTioNanD [T 11| ACTION AND OVERDUE

NOT OVERDUE " OVERDUE :
P 7 0 0 0 7 1 0 0 0 0 0 0 0%
NEW PRODUCT 1 y ) ) R o o
APPLICATIONS S 27 0 1 0 26 19 0] 0 0 0] 0 0 0%

{initial submission)
Total 34 0 1 0 33 2 5 3 13} 39% 20 0 0 0 0 0] 0 0%
RESUBMISSIONS
(maj. amend afier 31 0 0 0 31 22 6 0 28| 90% 3 0 0 0 0 0 0 0%
AE or NA)
P 3 0 0 0 3 1 0 0 2| 67% 1 0 0 0 0 0 0 0%
EFFECTIVENESS i
SUPPLEMENTS s 24 0 0 0 24 4 1 3 8 33% 16 0 0 0 0 0 0 0%
(initial submission)
Total 27 0 0 0 27 5 1 3 10| 37% 17 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 279 0 4 0 275] 228 11 10 252] 92% 19 3 0 1 0 4 0 1%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of December 31, 1997)

HFD-110

BEST POSSIBLE 0P

(initial submission)

L

NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. RF NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF or WF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
|.. ACTION AND = ILTOTAL.| | ACTION AND ~OVERDUE'" .
= »NOTOVERDUE'? e OVERDUE ™™ hoii f
P 3 0 0 0 3 0 1 0 1 2 1 0 0 0 0 0 0 0%

NEW PRODUCT .
APPLICATIONS S 8 0 1 0 7 0 2 0 0 2| 29% 5 0 0 0 0 0 0 0%

(initial submission)
Total 11 0 1 0 10 0 3 0 1 4| 40% 6 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj, amend after 11 0 0 0 11 9 2 0 0 11]100% 0 0 0 0 0 0 0 0%
AE or NA)
P 0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 4 0 0 0 4 0 1 1 0 2| 50% 2 0 0 0 0 0 0 0%
(initial submission}
Total 4 0 0 0 4 0 1 1 0 2| 50% 2 0 0 0 0 0 0 0%
MANUFACTURING

SUPPLEMENTS 130 0 1 0 1291 116 4 3 0| 123| 95% 4 1 0 1 0 2 0 2%




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997

BEST POSSIBLEF £~

(as of December 31, 1997)

HFD-120
— —
NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. RF NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF or WF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
AP AE NA TOTAL ACTION AND ACTION AND OVERDUE
Sl b NO. PERCENTl NOT OVERDUE OVERDUE
P 2 0 0 0 2 0 0 2100% 0 0 0 0 0 0 0%
NewprooucT Nl — R - S I U IS N A - §
APPLICATIONS S 13 0 0 0 13 2 3| 23% 10 0 0 0 0 0 0%
(initial submission)

Total 15 0 0 0 15 2 5! 33% 10 0 0 0 0 0 0%

RESUBMISSIONS
(maj. amend afer 17 0 0 0 17 12 3 15| 88% 2 0 0 0 0 0 0%

AE or NA)
P 0 0 0 0 0 0 0 0] 0% 0 0 0] 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 15 0 0 0 15 4 61 40% ] 0 0 0 0 0 0%
(initial submission)

Total 15 0 0 0 15 4 0 6| 40% 9 0 0 0 0 0 0%

MANUFACTURING
SUPPLEMENTS 90 0 3 0 87] 70 3 79| 91% 6 2 0 0 0 0 2%

(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of December 31, 1997)

g R HFD-150 BEST POSS'BLE coey

Ti NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. RF NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED PF of WF UN FILED WITHOUT A FIRST ‘| WITHOUT A FIRST | SUBMISSIONS
. : 1 ACTION AND el TAL | ACTIONAND"" | " OVERDUE; ..
= NoT OVERDUE.. T . OVERDUE .- P
NEW PRODUCT P 2 0 0 0 2 0 1 1 0 2{100% 0 0 0 0 0 (0] 0 0%
APPLICATIONS S 6 0 0 0 6 0 0 1 1 2] 33% 4 0 0 0 0 0 0 0%
(initial submission) N -
Total 8 0 0 0 8 0 1 2 1 4| 50% 4 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 3 0] 0 0 3 1 1 0 0 2| 67% 1 0 0 0 0 0 0 0%
AE or NA)

P 3 0o o o0 3 1 o o 1| 2|er% 11 o o of of o 0 0%

EFFECTIVENESS B
SUPPLEMENTS S 5 0 0 0 5 0 0 0 0 0] 0% 5 0 0 0 0 0 0 0%

{initial submission)
Total 8 0 0 0 8 1 0 0 1 2| 25% 6 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 59 0 0 0 591 42 4 3 1 50| 85% 9 0] 0] 0 0 0 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997

(as of December 31, 1997)

BEST POSSIBLE COFY

ODE Il
B NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO, R . NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED |- PF or WE. UN /FILED WITHOUT AFIRST WITHOUT A FIRST |- SUBMISSIONS
) : : ACTION AND | ACTIONAND - | "~ OVERDUE
. ERCENT: NOT OVERDUE OVERDUE

P 6 0 0 0 6 3 0 0 1 4! 67% 2 0 0 0 0 0 0%

NEW PRODUCT B B
APPLICATIONS S 27 0 0 1 26 5 1 1 1 8 31% 18 0 0 0 0 0 0%

(initial submission)
Total 33 0 0 1 32 8 1 1 2 12| 38% 20 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 14 0 0 0 14 9 3 0 0 12| 86% 1 0 0 1 0 0 7%
AE or NA)
P 1 0 0 0 1 0 0 0 0 01 0% 1 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 51 0 2 1 48 19 0 5 1 25| 52% 23 0 0 0 0 0 0%
(initial submission)
Total 52 0 2 1 49 19 0 5 1 25| 51% 24 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 477 0 0 0 4771 382 26 17 1 426 89% 50 0 0 0 0 1 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997

BEST POSSIBLE CO®"

(as of December 31, 1997)

HFD-510
ﬁ ) NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. RF NO. WITHIN GOAL SUBMISSIONS -~ OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED. | PF or WF UN FILED WITHOUT A FIRST : WITHOUT A FIRST | SUBMISSIONS
.1 ACTION AND |- ACTION AND OVERDUE
éﬁCE;!I NOT OVERDUE = OVERDUE :
P 4 0 0 75% 1 0 0 0 0 0 0 0%
NEWPRODUCT | S IR R SO A I . e e S DU N
APPLICATIONS S 5 0 0 0 5 1 0 0 1] 20% 4 0 0 0 0 0 0 0%
{initial submission)
Total 9 0 0 0 9 3 0 0 4| 44% 5 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 5 0 0 0 5 3 ¢] 0 3| 60% 1 0 0 1 0 1 0 20%
AE or NA)
P 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 22 0 0 0] 22 11 0 2 13} 59% 9 0 0 0 0 0 0 0%
(initial submission)
Total 22 0 0 0 22 11 0 2 13| 59% 9 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 283 0 0 0 283 252 9 2 263| 93% 19 0 0 0 0 0 1 0%
(initia! submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of December 31, 1997)

BEST POSSIBLE COPY

HFD-570
NUMBER OF FIRST'ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. RF NO, WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | - PF or WF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
. : L TOTAL .l ACTION AND “ACTION AND OVERDUE
'NO. PERcEnT NOT OVERDUE OVERDUE
P 1 0 0 0 1 0 0 0 0 0] 0% 1 0 0 0 0 0 0%
NEW PRODUCT |
APPLICATIONS S 11 0 0 1 10 3 1 1 0 5| 50% 5 0 0 0 0 0 0%
(initial submi ion) I A et I S e R I It et [ I et S R
Total 12 0 0 1 11 3 1 1 0 51 45% 6 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 4 0 0 0 4 2 2 0 0 4 100% 0 0 0 0 0 0 0%
L AE or NA)
P 0 0 0 0 0 0 0 0 0 O 0% 0 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS s 19 0 1 0 18 7 0 3 1 11| 61% 7 0 0 0 0 0 0%
(initial submission)
Total 19 0 1 0 18 7 0 3 1 11| 61% 7 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 64 0 0 0 64] 38, 15 6 0| 59| 92% 5 0 0 0 0 0 0%
(initial submission)
N




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1997 Cohort - Oect. 1, 1996 - Sept. 30, 1997

(as of December 31, 1997) EEST PDSS'BLE CG P%’

HFD-580
B NUMBER OF FIRST ACTIONS a “NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. RF NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED PF oL WF UN FILED WITHOUT A FIRST : WITHOUT A FIRST | SUBMISSIONS
Soapial ae b .. TOTAL.- -*{| ACTION AND ] ACTION AND OVERDUE
L e NO.  PERGENT NOT OVERDUE OVERDUE

P 1 0 0 0 1 1 0 0 0 11100% 0 0 0 0 0 0 0 0%

NEW PRODUCT
APPLICATIONS S 11 0 0 0 11 1 0 0 1 2| 18% 9 0 0 0 0 0 0 0%

(initial submission) T N .
Total 12 0 0 0 12 2 0 0 1 3 25% 9 0 0 0 0 0 0 0%
RESUBMISSIONS

(maj. amend after 5 0 0 0 5 4 1 0 0 51100% 0 0 0 0 0 0 0 0%

AE or NA)
P 1 0 0 0 1 0 0 0 0 0 0% 1 0 0 0 0 0 0 0%

EFFECTIVENESS
SUPPLEMENTS S 10 0 1 1 8 1 0 0 0 1| 13% 7 0 0 0 0 0 0 0%

(initial submission}
Total 11 0 1 1 9 1 0 0 0 11 11% 8 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 130 0 0 0 1301 92 2 9 1] 104| 80% 26 0 0 0 0 0 0 0%
{initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of December 31, 1997)

BEST POSSIBL: |7 .

ODE I
F i NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. R NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF or WF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
AR aE PoNA LooTotAL G ] acTionanD { 'ACTION AND OVERDUE
e e NO. PERGENT NOT OVERDUE OVERDUE

P 4 0 0 0 4 0 2 0 0 2\ 50% 2 0 0 0 0 0 0%

NEW PRODUCT
APPLICATIONS S 10 0 0 1 9 2 1 1 0 4| 44% 5 0 0 0 0 0 0%

(initial submission)
Total 14 0 0 1 13 2 3 1 0 6| 46% 7 0 0 0 0 0 0%
RESUBMISSIONS

(maj. amend afer 16 0 0 0 16 11 2 2 0 15| 94% 1 0 0 0 0 0 0%

AE or NA)
P 1 0 0 0 1 0 1 0 0 11100% 0 0 0 0 0 0] 0%

EFFECTIVENESS
SUPPLEMENTS S 20 0 0 3 17 1 2 3 1 7| 41% 8 0 0 0 0 2 12%

(initial submission)
Total 21 0 0 3 18 1 3 3 1 8| 44% 8 0 0 0 0 2 11%
MANUFACTURING
SUPPLEMENTS 124 0 1 0 123 73 15 9 1 98| 80% 15 4 1 1 2 2 8%
{initial submission)
[L‘_,,,, g




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of December 31, 1997)

BEST POSSIBLE C0™

HFD-160
(. T T T A;\J[JM_E;EvRO;FIRST ACTIO"Nis' ) N;MBE'R K;F F-ILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. RF NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED PF or WF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
AP | AE NA TOTAL ACTIONAND | ACTION AND OVERDUE
. o NO. PERCENT| NOT OVERDUE OVERDUE

P 1 0 0 0 1 0 0 0 0] 0% 1 0 0 0 0 0 0%

NEW PRODUCT
APPLICATIONS S 3 0 0 1 2 2 0 0 21100% 0 0 0 0 0 0 0%

(initial submission)
Total 4 0 0 1 3 2 0 0 2 67% 1 0 0 0 0 0 0%
RESUBMISSIONS

(maj. amend after 4 0 0 0 4 3 1 0 41100% 0 0 0 0 0 0 0%

AE or NA)
P 0 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%

EFFECTIVENESS
SUPPLEMENTS S 2 0 0 0 2 1 0 1 21100% 0 0 0 0 0 0 0%

(initial submission)
Total 2 0 0 0 2 1 0 1 2[100% 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 24 0 0 0 241 20 3 0 23| 96% 1 0 0 0 0 0 0%
(initial submission)




T

CDER FIRST ACTI

ECOPY

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997

(as of December 31, 1997)

ON PERFORMANCE FOR APPLICATIONS

. HFD-170
(A NUMBER OF FIRST AGTIONS numeer oF FiLeo]  NUMBER OF FIRST ACTIONS - |NumBer oF Fien
NO. RF } NO. WITHIN GOAL SUBMISSIONS “: OVERDUE : i SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF | orwWF | UN FILED WITHOUT A FIRST : WITHOUT-A FIRST | SUBMISSIONS
T T LTOTALL o] ACTION AND ACTION AND OVERDUE
L NO. PERGENT| NOT OVERDUE : _OVERDUE
P 0 0 0 0 0 0 0 0] 0% 0 0 0 0 0 0 0 0%
NEW PRODUCT R S R B B I ~ R R R R L
APPLICATIONS S 2 0 0 2 0 0 0 1| 50% 1 0 0 0] 0 0 0 0%
(initial submission) e
Total 2 0 0 2 0 0 0 1| 50% 1 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 0 0 0 0 0 0 0 0f 0% 0 0 0 0 0 0 0 0%
AE or NA)
P 0 0 0 0 0 0 0 0] 0% 0 0 0 0 0] 0 0 0%
EFFECTIVENESS
SUPPLEMENTS s 8 0 0 6 0 0 0 0] 0% 4 0 0 0 0 0 2 33%
(initial submission) DR I D . I T T I DR e aae -
‘ Total 8 0 0 6 0 0 0 0] 0% 4 0 0 0 0 0 2 33%
[ MANUFACTURING
SUPPLEMENTS 36 0 0 38| 17 0 0| 22! 61% 5 4 0 1 2 7 2 25%
(initiaf submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1\1996 - Sept. 30, 1997
BEST POSSIBLF ¢

(as of December 31, 1997)

HFD-180
F NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. RF NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF or WF UN FILED WITHOUT A FIRST WITHOUT AFIRST | SUBMISSIONS
WETOTAL ] ACTIONAND - ACTION AND OVERDUE
m NOT OVERDUE > . OVERDUE .
P 3 0 0 0 3 0 2 0 0 2| 67% 1 0 0 0 0 0 0 0%
NEW PRODUCT ’
APPLICATIONS | s 5 0/ of o 5] 0 1 0/ © 1] 20% 4 0 of o o o 0 0%
(initial submission)
Total 8 0 0 0 8 0 3 0 0 3| 38% 5 0 0] 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 12 0 0 0] 12 8 1 2 0 11] 92% 1 0 0 0 0 0 0 0%
AE or NA)
P 1 0 0 0 1 0 1 0 0 1/100% 0 0 0 0 0 0 0 0%
EFFECTIVENESS . _ L
SUPPLEMENTS S 10 0 0 1 9 0 2 2 1 5| 56% 4 0 0 0 0 0 0 0%
{initial submission) [ e Rt Sl Mt G D T
Total 11 0 0 1 10 0 3 2 1 6| 60% 4 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 64 0 1 0 63] 36 12 4 1 53| 84% 9 0 1 of O 1 0 2%
(initial submission)
L




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of December 31, 1997)

- R ODE IV BEST POSSIBLE COPY

| numeerorRRsTAGTIONs  fwmsenormied]” nivman FIRSTACTIONS [Nowoen or rucs
NO. R NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED PF or WF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
. . ; ACTION AND | ACTION AND QOVERDUE
E§CENT NOT OVERDUE OVERDUE

P 8 0 0 0 8 6 0 1 0 7 88% 1 0 0 0 0 0 0 0%

NEW PRODUCT R N B R N — o
APPLICATIONS S 20 0 1 2 17 8 0 0 0 8| 47% 9 0 0 0 0 0 0 0%

(initial submission)
Total 28 0 1 2 25 14 0 1 0 151 60% 10 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 3 0 0 0 3 2 0 0 1 3]100% 0 0 0 0 0 0 0 0%
L AE or NA)
P 6 6] 0 1 5 3 0 0 0 3| 60% 2 0 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 32 0 0 2 30 11 4 3 3 21| 70% 9 0 0 0 0 0 0 0%
(initial submission)
hotal 38 0 0 3 35 14 4 3 3 24| 69% 11 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 120 0 0 0 120| 88 2 7 0] 97| 81% 23 0 0 0 0 0 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of December 31, 1997)

BEST POSSIBLE COPY

HFD-520
T o NUMBER OF FIRST ACTIONS NUMBER OF FILED NUMBER OF FIRST ACTIONS NUMBER OF FILED
NO. RF NO. WITHIN GOAL SUBMISSIONS .OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF or WF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
AR LA S TOTAL ) ACTION AND ACTION AND OVERDUE
L “ No. PERGENT, NOT OVERDUE OVERDUE
P 2 0 0 0 2 1 0 0 0 11 50% 1 0 0 0 (0 0%
NEW PRODUCT |
APPLICATIONS S 9 0 0 1 8 3 0 0 0 3| 38% 5 0 0 0 0 0%
(initial submission)
Total 11 0 0 1 10 4 0 0 0 4] 40% 8 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0] 0%
L AE or NA)
P 0 0 0 0 0 0 0 0 0 0l 0% 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS s 14 0 0 0 14 4 4 2 1 11| 79% 3 0 0 0 0 0%
(initial submission)
Total 14 0 0 0 14 4 4 2 1 11| 79% 3 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 50 0 0 0 501 39 2 5 0 46| 92% 4 0 0 0 0 0%
(initial submission)
_ | N




CDER FIRST ACTION PERFORMANCE FOR APPLICATION S

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of December 31, 1997)

HFD-530 BEST POSSIBLE COPY

T - T T NUMBER OF FIRSTACTIONS  [ownenor race]  NUMBER OEPReT amnicns NUMBER OF FILED ]
NO. RF. NO. WITHIN GOAL SUBMISSIONS .+ ~OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED PF or WF UN FILED WITHOUT A FIRST e WITHOUT A FIRST | SUBMISSIONS
Leap AE laNA L TOTAL ACTION AND ACTION AND OVERDUE
i e PERCENT] - NOT OVERDUE H : - OVERDUE
P 5 0 0 0 5 4 0 1 0 5(100% 0 0 0 0 0 0 0 0%
NEWPRODUCT |
APPLICATIONS s 1 0 0 0 1 0 0 0 0 0] 0% 1 0 0 0 0 0 0] 0%
(initial submission)
Total 6 0 0 0 6 4 0 1 0 5] 83% 1 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 0 0 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0 0%
AE or NA)
P 4 0 0 0 4 3 0 0 0 3| 75% 1 0 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 10 0 0 1 9 3 0 1 1 5| 56% 4 0 0 0 0 0 0 0%
(initial submission)
Total 14 0 0 1 13 6 0 1 1 8! 62% 5 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 45 0 0 0 451 33 0 0 Ol 33| 73% 12 0 0 0 0 0 0 0%
(initial submission)
L _ B |




DRI TOF TSP P

CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of December 31, 1997)

HFD-556 BEST POSSIBLE COPY

R R NUMBER OF FIRSTACTIONS | NUMBER OF FuE0|  NUMBER OF FIRST ACTIONS  |NUMBER OF FiLeD T
NO. R NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF or WF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
: Sl TOTAL =l ACTION AND ACTION AND OVERDUE
T‘;;g’m NOT OVERDUE OVERDUE
P 1 0 0 0 1 1 0 0 0 1(100% 0 0 0 0 0 0 0 0%
NEW PRODUCT - — N B i T P - — [OR - .. - . - . - - R S — PUN e e e e
APPLICATIONS S 10 0] 1 1 8 5 0 0 0 5| 63% 3 0 0 0 0 0 0 0%
(initial submission)
Total 11 0 1 1 9 6 0 0 0 6| 67% 3 0 0 0 0 0 0 0%
RESUBMISSIONS

(maj. amend after 3 0 0 0 3 2 0 0 1 3100% 0 0 0 0 0 0] 0 0%

AE or NA)
P 2 0 0 1 1 0 0 0 0 0f 0% 1 0 0 0 0 0 0 0%

EFFECTIVENESS
SUPPLEMENTS S 8 0 0 1 7 4 0 0] 1 5| 71% 2 0 0 0 0 0 0 0%

(initial submission)
Total 10 0 0 2 8 4 0 0 1 5 71% 3 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 25 0 0 0 25 16 0 2 0 18| 72% 7 0 0 0 0 0 0 0%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of Decembeér 31, 1997)

BEST POSSIBLE COPY

ODEV
e Bt B Bt ¥ " NUMBEROF FIRSTAGTIONS  |nowscnor rese] NOMBER OF Frrans NUMBER OF FILED
NO. R NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF orWF | UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
AP AE A o TOTAL S 2] ACTION AND \L:| ACTION AND OVERDUE
: . B 'To: = EhéENT NOT OVERDUE OVERDUE
1 0 0 0 1 0 1 0 0 1]100% 0 0 0 0 0 0 0%
NEW PRODUCT | S AU SR SRR PR N o R B ~
APPLICATIONS S 20 0 0 2 18 4 3 1 0 8| 44% 10 0 0 0 0 0 0%
(initial submission)
Total 21 0 0 2 19 4 4 1 0 9 47% 10 0 0 0 0 0 0%
RESUBMISSIONS ‘
(maj. amend after 22 0 0 0 22 14 5 1 0 20} 91% 2 0 0 0 0 0 0%
AE or NA)
P 0 0 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 17 0 0 1 16 2 6 1 1 10| 63% 6 0 0 0 0 0 0%
(initial submission)
Total 17 0 0 1 16 2 6 1 1 10| 63% 6 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 268 0 0 0 268} 147 50 8 2y 207| 77% 56 4 1 0 0 0 2%
L (initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997
(as of December 31, 1997)

BEST POSSIBLE COPY

HFD-540
T T T ] NUMBEROF FIRSTAGTIONS v or el moaemnos FIRSTACTIONS | NuMaeR oF FiLeD _ ]
NO. RF NO. WITHIN GOAL SUBMISSIONS - ""OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF or WF UN FILED WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
' TOT, ACTION AND - . L | = ACTION AND OVERDUE
" BERcENT - NOT OVERDUE OVERDUE
1 0 0 0 1 0 1 0 0 11100% 0 0 0 0 0 0 0 0%
NEwPRODUCT | SR R et [STRSEE S S S RUN R S -
APPLICATIONS S 10 0 0 1 g 4 1 0 0 5| 56% 4 0 0 0 0 0 0 0%
(initial submission)
Total 11 0 0 1 10 4 2 0 0 6| 60% 4 0 0 0 0 0] 0 0%
RESUBMISSIONS

(maj. amend after 5 0 0 0 5 4 0 1 0 51100% 0 0 0 0 0 0 6] 0%

L AE or NA)
L P 0 0 0 0 0 0 0 0 0 0] 0% 0 0 0 0 0 0 0 0%

EFFECTIVENESS
SUPPLEMENTS S 8 0 0 1 7 1 3 1 0 5| 71% 2 0 0 0 0 0 0 0%

(initial submlssion) T e s E s A
Total 8 0 0 1 7 1 3 1 0 5| 71% 2 0 0 0] 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 63 0 0 0 63] 46 1 2 1 50| 79% 11 1 1 0 0 2 0 3%
(initiat submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

e BEST POSSIBLE COPY

(as of December 31, 1997)

HFD-550
o F NUN;BER OF FIRST ACTlOb;S T NUMBER OF F;LED NUMBER OF FIRST ACTIONS NUMBER OF FILED ‘]
NO. RF NO. WITHIN GOAL SUBMISSIONS OVERDUE SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF | orWF | uUN FILED : WITHOUT A FIRST WITHOUT A FIRST [ SUBMISSIONS
7| . ACTIONAND - e ’ FOTAL | ACTIONAND ‘' OVERDUE
~ PERCENT, NOT OVERDUE ‘ : e OVERDUE

L 0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%

NEW PRODUCT
APPLICATIONS S 10 0 0 1 9 0 2 1 0 3| 33% 6 0 0 0 0] 0 0 0%

(initial submission)
Total 10 0 0 1 g 0 2 1 0 3| 33% 6 0 0 0 0 0 0 0%
RESUBMISSIONS

(ma}. amend after 11 0 0 0 11 5 4 0 0 9| 82% 2 0 0 0 0 0 0 0%

AE or NA)
P 0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0] 0 0 0 0%

EFFECTIVENESS
SUPPLEMENTS S 3 0 0 0 3 0 0 0 1 1| 33% 2 0 0 0 0 0 0 0%

(initial submission)
Total 3 0 0 0 3 0 0 0 1 1) 33% 2 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 158 0 0 0 158] 81 38 4 0, 123| 78% 34 1 0 0 0 1 0 1%
(initial submission)




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1997 Cohort - Oct. 1, 1996 - Sept. 30, 1997

BEST POSSIBLE CCPY

HFD-560
T T T s OF FIRSTACTIONS  |nowacn o ruso NUMBER OF FIRSTACTIONS | Numeer oF FiLcD B
NO., RF NO. WITHIN GOAL: SUBMISSIONS "OVERDUE : - SUBMISSIONS % OF FILED
TYPE SUBMITTED | PF or WF UN FILED . WITHOUT A FIRST WITHOUT A FIRST | SUBMISSIONS
! : ¢ TOTAL "7l - ACTION AND . ACTION AND OVERDUE
N ERCENT  NOT OVERDUE el overole
P 0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%
NEW PRODUCT
APPLICATIONS S 0 0 0 0 0 0 0 0 0 0} 0% 0 0 0 0 0 0 0 0%
(initial submission) ;
Total 0 0 0 0 0 0 0 0 0 0 0% 0 0 0 0 0 0 0 0%
RESUBMISSIONS
(maj. amend after 6 0 0 0 6 5 1 0 0 61100% 0 0 0 0 0 0 0 0%
AE or NA)
0 0 0 0 0 0 0 0 0 0| 0% 0 0 0 0 0 0 0 0%
EFFECTIVENESS
SUPPLEMENTS S 6 0 0 0 6 1 3 0 0 4! 67% 2 0 0 0 0 0 0 0%
(initial submission)
‘ Total 5] 0 0 0 6 1 3 0 0] 4| 67% 2 0 0 0 0 0 0 0%
MANUFACTURING
SUPPLEMENTS 47 0 0 0 471 207 11 2 1 34| 72% 11 2 0] 0 0] 2 0 4%
(initfal submission)




FY 1996 COHORT



CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996

(as of December 31, 1997)
BEST POSSIBLE COPY

CDER
Ty s * NUMBER OF FIRST ACTIONS NUMBER OF FIRSTACTIONS  |NUMBER OF FILED |[NUMBER OF FILED :
“NO: CRECUN, 1 ENO “WITHIN‘GOAL OVERDUE ... i+] 1 SUBMISSIONS |- SUBMISSIONS . |. % OF-FILED
TYPE -SUBMITTED. " | ' "orWF . " FILED : 1 n e : | WITHOUT A FIRST WITHOUT:A FIRST | SUBMISSIONS
o ' A . AL ACTIONAND - |- AGTIONAND |- OVERDUE
L NOT OVERDUE!" |- . ©.OVERDUE )
NEW PRODUCT
APPLICATIONS 123 14 109, 50| 38| 19 1] 108 0 0 0 0 0 1 0 0%
(initial submission)
RESUBMISSIONS
(maj. amend after 89 0 89 67 16 5 0 88 0 1 0 0 1 0 0 1%
AE or NA)
EFFECTIVENESS
SUPPLEMENTS 118 12 106| 60| 32 7 4| 103 0 2 0 0 2 0 1 3%
(initial submission)
MANUFACTURING
SUPPLEMENTS 1238 20 1218 991 60 87 32,1170 27 5 16 0 48 0 0 4%
(initia] submission}
Definitions:

1. New Applications include NDAs, PLAs, and ELAs.

AP = Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn

Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.

The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,

effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications
effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.

Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.
Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.
Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus applications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column.

N

1

© N o



CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996

(as of December 31, 1997) BEST POSS'BLE COPY

Sl S NUMBER OF FIRST ACTIONS NUMBER O_FY.FIRSTACT‘IONS NUMBER:OF: FILED |NUMBER OF FILED .
ANOC L RFUN T ENO : “WITHIN GOAL OVERDUE. = =SUBMISSIONS' - | “SUBMISSIONS - | % OF FILED
TYPE SUBMITTED - [** " “or WF: Al ERILED. . : S : EETI R WITHOUT A FIRST | WITHOUT A FIRST |- SUBMISSIONS
' : : o | ACTION AND- | ACTION AND OVERDUE
NOT OVERDUE {. - OVERDUE :
NEW PRODUCT
APPLICATIONS 35 3 32 8| 20 4 0, 32 0 0 0 0 0 0 0 0%
(initial submission)
RESUBMISSIONS
(maj. amend after 25 0 25 20 3 2 0 25 0 0 0 0 0 0] 0 0%
AE or NA}
EFFECTIVENESS
SUPPLEMENTS 17 2 15 3 7 4 1 15 0 0 0 0 0 0 0 0%
(initial submission)
MANUFACTURING
SUPPLEMENTS 300 3 297| 268 12 12 4| 296 1 0 0 0 1 0 0 0%
(initial submission)

Definitions:

1. New Applications include NDAs, PLAs, and ELAs.

2. AP = Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn

3. Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.

4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,

effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications,
effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.

Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.
Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.
Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus applications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column.

®~No o



CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996
(as of December 31, 1997)

BEST POSSIBLE COPY

HFD-110
o NUMBER OF FIRST ACTIONS NUMBER OF FIRST ACTIONS  |NUMBER OF FILED|NUMBER OF FILED
NO. RF, UN, NO. WITHIN GOAL OVERDUE SUBMISSIONS SUBMISSIONS % OF FILED
TYPE SUBMITTED _Oor WF FILED WITHOUT A FIRST | WITHOUT A FIRST |. SUBMISSIONS
: | . ACTIONAND | ~“ACTION AND OVERDUE
NOT OVERDUE . OVERDUE
NEW PRODUCT |
APPLICATIONS 9 0 9 2 5 2 0 9 0 0 0 0 0 0 0 0%
(initial submission)
RESUBMISSIONS
{maj. amend after 1 0 0 1 0 6 2 2 0 1 0 O 0 O 0 0 O O O%
AE or NA)
EFFECTIVENESS
SUPPLEMENTS 5 0 5 0 3 1 1 5 0 0 0 0 0 0 0 0%
(initial submission)
MANUFACTURING
SUPPLEMENTS 163 3 160 141 10 6 3] 160 0 0 0 0 0 0 0 0%
(initial submission)

Definitions:

1.

©~No o

New Applications include NDAs, PLAs, and ELAs.

2. AP = Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn

3.

4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,
of new product applications,

Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.

effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20%
effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.

Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the
Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within § months of receipt

application.

(and filing) of the application.

Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the resuits charted above.,
The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus applications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column.




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996
(as of December 31, 1997)

HFD120 BEST POSSIBLE COPY

NUMBER OF FIRST-ACTIONS NUMBER OF FIRST ACTIONS NUMBER OF FILED |NUMBER OF FILED
NO. RF, UN, NO. WITHIN GOAL OVERDUE SUBMISSIONS SUBMISSIONS % OF FILED
TYPE SUBMITTED orWE - | FILED : ‘ WITHOUT A FIRST | WITHOUT A FIRST | SUBMISSIONS
; ' " "ACTIONAND | -’ACTION AND OVERDUE
NOT OVERDUE OVERDUE
NEW PRODUCT
APPLICATIONS 16 1 15 0 14| 1 0| 15 0 0 0 0 0 0 0 0%
(initial submission)
RESUBMISSIONS
(maj. amend after 9 0 9 9 0 0 0 9 0 0 0 0 0 0 o] 0%
AE or:NA)
EFFECTIVENESS*
SUPPLEMENTS 7 0 7 1 4 2 0 7 0 0 0 0 0 0 0 0%
(initial submission)
MANUFACTURING
SUPPLEMENTS 106 0 106, 101 1 3 11 106 0 0 0 0 0 0 0 0%
(initial submission)
Definitions:
1. New Applications include NDAs, PLAs, and ELAs,
2. AP = Approval; AE = Approvable: NA = Not Approvable; and WD = Withdrawn
3. Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.
4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,
effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications,
effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.
5. Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.
6. Overdue, for manufacturing supplements and Tesubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.
7. Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.
8. The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus applications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column. -




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996

BEST POSSIBLE COPY

(as of December 31, 1997)

HFD-150
T _ NUMBER OF FIRST ACTIONS NUMBER OF FIRST ACTIONS - - NUMBER OF FILED|NUMBER OF FiLED ]
NO. RF, UN, NO. WITHIN GOAL.. OVERDUE ' - 'SUBMISSIONS |  SUBMISSIONS - | % OF FILED
TYPE SUBMITTED OrWE FILED: ; : : e _{ WITHOUT A FIRST | WITHOUT AFIRST - SUBMISSIONS
B i : - "ACTIONAND,-= | i+ ACTION AND-..} - OVERDUE:
2| NOTOQVERDUE ' | " OVERDUE '
NEW PRODUCT
APPLICATIONS 10 2 8 6 1 1 0 8 0 0 0 0 0 0 0%
(initial submission)
RESUBMISSIONS
(maj.-amend after 6 0 6 5 1 0 0 6 0 0 0 0 0 0 0%
AE or NA)
EFFECTIVENESS
SUPPLEMENTS 5 2 3 2 0 1 0 3 0 0 0 0 0 0 0%
(initial submission)
MANUFACTURING
SUPPLEMENTS 31 0 31| 26 1 3 0| 30 1 0 0 0 0 0 3%
L (initial subm ission)
Definitions:

1. New Applications include NDAs, PLAs, and ELAs,

AP = Approval; AE = Approvable; NA = Not Ap

sonN

Resubmission for user fee purposes is the com

provable; and WD = Withdrawn

effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means
effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be

Overdue, for new products and effectiveness s
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plete response (amendment) to an Approvable or Not Approvable letter for a new product application.
The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80%

of the new product applications,
that not greater than 20% of new product applications,




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1996 Cohort - Oct. 1, 1995 - Scpt. 30, 1996
(as of December 31, 1997)

BEST POSSIBLE COPY

ODE I
—— i
NUMBER OF FIRST ACTIONS NUMBER OF FIRST ACTIONS NUMBER OF FILED |NUMBER OF FILED
NO. RF, UN, NO. WITHIN GOAL OVERDUE SUBMISSIONS SUBMISSIONS % OF FILED
TYPE SUBMITTED or WF FILED . WITHOUT A FIRST | WITHOUT A FIRST | SUBMISSIONS
ACTION'AND: - ACTIONAND - OVERDUE
L NOT OVERDUE OVERDUE
NEW PRODUCT
APPLICATIONS 33 5 28 19 6 3 0 28 0 0 0 0 0 0 0 0%
(initial submission)
RESUBMISSIONS
{maj. amend after 1 8 0 18 16 1 1 0 1 8 0 0 0 0 0 0 0 0%
AE or NA)
EFFECTIVENESS
SUPPLEMENTS 20 2 18 14 2 1 1 18 0 0 0 0 0 0 0] 0%
(initial submission)
MANUFACTURING
SUPPLEMENTS- 420 12 408 337 4 36 16| 393 9 0 6 0 15 0 6] 4%
(initial submission) . o -

Definitions:
1. New Applications include NDAs, PLAs, and ELAs.

2. AP = Approval; AE = Approvable: NA = Not Approvable; and WD = Withdrawn

3. Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.

4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,
effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications,
effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 shouid be overdue.

5. Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.

6. Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.

7. Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

8. The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus épplications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column.




(as of December 31, 1997)

CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996

BEST POSSIBLE COPY

HFD-510
NUMBER OF FIRST ACTIONS NUMBER OF FIRST ACTIONS NUMBER OF FILED|NUMBER OF FILED| .
NO. RF, UN, NO. WITHIN GOAL OVERDUE SUBMISSIONS: | =SUBMISSIONS | ~% OF FILED -
TYPE SUBMITTED or WF FILED WITHOUT A FIRST | WITHOUT A FIRST |~ SUBMISSIONS
| . AGTION AND ACTION AND OVERDUE
- NOT OVERDUE OVERDUE
NEW PRODUCT
APPLICATIONS 12 10 9 1 0 0 10 0 0 0 0 0 0 0%
(initial submission)
RESUBMISSIONS
{maj. amend after 4 4 3 0 1 0 4 O 0 0 0 O 0 0%
AE or.NA)
EFFECTIVENESS
SUPPLEMENTS 7 7 6 0 1 0 7 0 0 0 0 0 0 0%
(initial submission)
MANUFACTURING
SUPPLEMENTS 255 252 212 1 23 13| 249 3 0 0 0 0 0 1%
(initia! submission)

Definitions:
New Applications include NDAs, PLAs, and ELAs.

1.
2
3.
4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,

effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20%

© N o ;

. AP = Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn

Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.

effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.
Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.
Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.
Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus applications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column. ~

of new product applications,




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996
(as of December 31, 1997)

BEST POSSIBLE COPY

HFD-570
NUMBER OF FIRST ACTIONS NUMBER OF FIRST ACTIONS NUMBER OF FILED [NUMBER OF FILED
NO. RF, UN, NO. WITHIN GOAL OVERDUE SUBMISSIONS SUBMISSIONS % OF FILED
TYPE SUBMITTED or WF FILED WITHOUT A FIRST | WITHOUT'A FIRST | SUBMISSIONS
Sap el RE A AP AEY "I ACTION AND ACTION AND OVERDUE
B - NOT OVERDUE OVERDUE
NEW PRODUCT
APPLICATIONS 7 1 6 3 2 1 0 6 0 0 0 0 0 0 0 0%
(initial submission)
RESUBMISSIONS
(maj. amend after 9 0 9 8 1 O O 9 0 0 0 O 0 0 0 0%
AE or NA)
EFFECTIVENESS
SUPPLEMENTS 6 0 6 3 2 0 1 6 0 0 0 0 0 0 0 0%
(initial submission)
MANUFACTURING
SUPPLEMENTS 61 6 55| 40 3 9 2 54 1 0 0 0 1 0 0 2%
_ (fnitial submission)

Definitions:
1. New Applications include NDAs, PLAs, and ELAs.

2. AP = Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn

3. Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.

4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,
effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications
effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.

5. Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.

6. Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.

7. Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

8. The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus applications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column.




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996
(as of December 31, 1997)

BEST POSSIBLE COPY

HFD-580
NUMBER OF FIRST ACTIONS NUMBER OF FIRST ACTIONS NUMBER OF FILED|NUMBER OF FILED
NO. RF, UN, " .NO. WITHIN GOAL OVERDUE SUBMISSIONS . | ._SUBMISSIONS' . | % OF FILED
TYPE SUBMITTED or WE FILED ) WITHOUT AFIRST/| WITHOUT A FIRST | SUBMISSIONS
ACTIONAND | "ACTION AND OVERDUE
_ NOT OVERDUE OVERDUE
NEW PRODUCT
APPLICATIONS 14 2 12 7 3 2 0 12 0 0 0 0] 0 0 0 0%
(initial submission)
RESUBMISSIONS
(maj. amend after 5 0 5 5 0 0 0 5 0] 0 0 0 4] 0 0 0%
AE or NA)
EFFECTIVENESS
SUPPLEMENTS 7 2 5 5 0 0 0 5 0 0 0 0 0 0 0 0%
(initial submission)
MANUFACTURING™
SUPPLEMENTS 104 3 101 85 0 4 1 90 5 0] 6 0 11 0 0 11%
(intal submission) I R et

Definitions: :

1. New Applications include NDAs, PLAs, and ELAs,

AP = Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn

Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.
The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,

hon

effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product épplications

effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.

Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.
Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.
Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus applications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column.

©~Noo;




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996
(as of December 31, 1997)

BEST POSSIBLE COPY

ODE IlI
I NUMBER OF FIRST ACTIONS NUMBER OF FIRST ACTIONS  [NUMBER OF FILED|NUMBER OF FILED
NO. RF, UN, NO. "WITHIN:-GOAL: OVERDUE SUBMISSIONS: | "-SUBMISSIONS % OF FILED:
TYPE SUBMITTED or WF, FILED : WITHOUT A FIRST | WITHOUT A FIRST | 'SUBMISSIONS
AL | ACTION AND ACTION AND OVERDUE
NOT.OVERDUE - | . OVERDUE L
NEW PRODUCT
APPLICATIONS 19 3 1 0 0%
(initial submission)
RESUBMISSIONS
(maj. amend after 1 0 O 1 0 6 4 0 0 1 O 0 0 0 0 0 0 0 O%
AE or NA)
EFFECTIVENESS
SUPPLEMENTS 18 1 17 6 7 1 1 15 0 2 0 0 2 0 0 12%
(initial submission)
MANUFACTURING
SUPPLEMENTS 160 4 156 98 20 21 5| 144 6 0 6 0 12 0 0 8%
_i([n|tial submission)

Definitions:

1.

LN

@ N o»

New Applications include NDAs, PLAs, and ELAs.

AP = Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn

Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.
The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,
effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20%
effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.

Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.
Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.
Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

The number submitted includes applications received and not yet officially filed. The
that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column.

number filed reflects the number of applications submitted minus applications

of new product applications,




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996
(as of December 31, 1997)

BEST POSSIBLE COPY

HFD-160
) NUMBER OF FIRST ACTIONS NUMBER OF FIRST ACTIONS  |NUMBER OF FILED|NUMBER OF FILzD
NO. RF, UN, NO. WITHIN GOAL OVERDUE SUBMISSIONS - | SUBMISSIONS | % OF FILED
TYPE SUBMITTED . orWF~ | FILED WITHOUT A FIRST | WITHOUT A FIRST | SUBMISSIONS
Ciap |- SAE TOTAL®| - ACTION AND ACTION AND OVERDUE
- NOT OVERDUE OVERDUE
NEW PRODUCT
APPLICATIONS 5 0 5 0 2 2 0 4 0 0 0 0 0 1 0 0%
(initial submission) e N -
RESUBMISSIONS
(maj. amend after 3 0 3 3 0 O 0 3 0 O 0 0 O O O 0%
AE or NA} _ _ . B R S R
EFFECTIVENESS
SUPPLEMENTS 2 0 2 1 1 0 0 2 0 0 0 0 0 0 0 0%
(initial submission) S SR S A B B
MANUFACTURING
SUPPLEMENTS 23 0 23 13 5 2 3 23 0 0 0 0 0 0 0 0%
(initial submission)

Definitions:

1. New Applications include NDAs, PLAs, and ELAs.

2. AP = Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn

3. Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.

4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,

effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications,

effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.

Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.
Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.
Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus applications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column.

® N ;o




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1996 Cohort - Oet. 1, 1995 - Sept. 30, 1996

(as of December 31, 1997)

BEST POSSIBLE COPY

HFD-170
r ) o ' NUMBER OF FIRST ACTIONS NUMBER OF FIRSTACTIONS  |NUMBER OF FILED|NUMBER OF FILED
NO. RF, UN, NO. WITHIN GOAL OVERDUE SUBMISSIONS SUBMISSIONS % OF FILED
TYPE SUBMITTED or WF FILED WITHOUT A FiRST [ WITHOUT, A FIRST | SUBMISSIONS
D | TOTAL | AP /[ “AE | AcTION AND ACTION AND OVERDUE
— o S ' _ ) NOTOVERDUE | OVERDUE | =~ |
NEW PRODUCT
APPLICATIONS 3 2 2 0 0 2 0 0 0 0 0 0 0%
(initial submission) B
RESUBMISSIONS
(maj. amend after 1 1 1 O 0 1 O 0 O 0 0 0 0%
AE or NA) e
EFFECTIVENESS
SUPPLEMENTS 6 5 1 1 0 3 0 2 0 2 0 0 40%
(initial submission) B
MANUFACTURING
SUPPLEMENTS 56 55| 36 0 5 43 6 0 6 12 0 0 22%
(initia! submission)

Definitions:

1. New Applications include NDAs, PLAs, and ELAs.

hwN

AP = Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn
Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.
The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,

effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications,

effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.

Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.
Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.
Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

The number submitted includes applications received and not yet officially filed. The number filed reflects the number of a
that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in

® N o -

pplications submitted minus épplications
the RF, UN, or WF column.



CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996

wotbeenter b0 BEST POSSIBLE COPY

HFD-180
B - " NUMBER OF FIRST ACTIONS NUMBER OF FIRST ACTIONS = |NUMBER OF FILED|NUMBER OF FILED
NO. RF, UN, NO. WITHIN GOAL OVERDUE SUBMISSIONS | -SUBMISSIONS % OF FILED
TYPE SUBMITTED or WF FILED WITHOUT AFIRST | WITHOUT A FIRST | SUBMISSIONS
AP .| AE' | NA'| WD’ |TOTAL | AP | AE. | NA'| WD |TOTAL| ACTIONAND | AGTIONAND OVERDUE

NOT_OVERDUE_ ) _OVERPUE ]

NEW PRODUCT
APPLICATIONS 11 2 9 0 5 3 1 9 0 0 0 0 0 0 0 0%

(initial submission)

RESUBMISSIONS

(maj. amend after 6 0 6 2 4 0 0 6 0 0 0 0 0 0 0 O%
AE or NA)
EFFECTIVENESS
SUPPLEMENTS 10 0 10 4 5 1 0 10 0 0 0 0 0 0 0 0%

(initial submission)
MANUFACTURING
SUPPLEMENTS 81 3 78 49 15 14 0 78 0 0 0 0 6] 0 0 0%

{initial submission}

Definitions:
1. New Applications include NDAs, PLAs, and ELAs.

2. AP = Approval; AE = Approvable: NA = Not Approvable; and WD = Withdrawn

3. Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.

4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new proeduct applications,
effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications,
effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.

5. Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.

6. Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.

7. Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

8. The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus applications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column.



CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

(as of December 31, 1997)

FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996

BEST POSSIBLE COPY

ODE IV
} NUMBER OF FIRST ACTIONS NUMBER OF FIRST ACTIONS  |NUMBER OF FILED|NUMBER oF FiLen|
NO. RF, UN, NO. WITHIN GOAL OVERDUE SUBMISSIONS SUBMISSIONS % OF FILED
TYPE SUBMITTED or WF FILED WITHOUT A FIRST | WITHOUT A FIRST | SUBMISSIONS
AP AE 50 ENA WD | TOTAL'| AP AE NAL: TOTAL | ACTION AND ACTION AND OVERDUE
L - ' NOTOVERDUE | ~ OVERDUE
NEW PRODUCT
APPLICATIONS 20 19 18 1 0 19 0 0 0 0 0 0 0%
(initial submission)
RESUBMISSIONS
(maj. amend after 8 8 7 1 0 8 0 0 0 0 0 0 0%
AE or NA)
EFFECTIVENESS
SUPPLEMENTS 41 35| 24 9 35 0 0 0 0 0 0%
(initial submission)
MANUFACTURING
SUPPLEMENTS 108 108 96 1 6 106 2 0 0 2 0 0 2%
] (initial submission) _ a

Definitions:

1. New Applications include NDAs, PLAs, and ELAs.

. AP = Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn

2
3.
4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,

©~N oo

Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.

effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications
effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.

Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.
Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.
Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus ai/pplications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column.



FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996

(as of December 31, 1997)

CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

BEST POSSIBLE CC.

HFD-520
) T | NUMBEROF FIRSTACTIONS | ~ NUMBER OF FIRST AGTIONG NUMBER OF FILED|NUMBER OF FILED
NO. RF, UN, NO. WITHIN GOAL OVERDUE SUBMISSIONS SUBMISSIONS % OF FILED
TYPE SUBMITTED or WF FILED WITHOUT A FIRST | WITHOUT.A FIRST | SUBMISSIONS
: | ACTION AND ACTION AND OVERDUE
— o R NOT OVERDUE OVEROVE |
NEW PRODUCT
APPLICATIONS 3 1 2 2 0 0 0 2 0 0 0 0 0 0 0 0%
(initial submission) S S R 1 _, B B
RESUBMISSIONS
(maj. amend after 5 O 5 4 1 0 0 5 0 0 0 0 0 O O 0%
AE or NA) e R -~ } B i
EFFECTIVENESS
SUPPLEMENTS 8 1 7 7 0 0 0 7 0 0 0 0 0 0 0 0%
(initial submission)
MANUFACTURING
SUPPLEMENTS 54 0 54| 43 1 6 2 52 2 0 0 0 2 0 0 4%
(initial submission)

Definitions:

1. New Applications include NDAs, PLAs, and ELAs.

2. AP = Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn

3. Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.

4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,

effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications

effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.

Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.
Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.
Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus applications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column.

© N oo




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996

(as of December 31, 1997) B EST POSS' BI.E C@ g‘f

HFD-530
B ) NUMBER OF FIRSTACTIONS |  NUMBER OF FIRST AGTIONS NUMBER OF FILED|NUMBER OF FILED|
NO. RF, UN, NO. WITHIN GOAL OVERDUE SUBMISSIONS SUBMISSIONS % OF FILED
TYPE SUBMITTED or WF FILED WITHOUT A FIRST | WITHOUT A FIRST | SUBMISSIONS
AP CAPLLL AR | ACTION AND ACTION AND OVERDUE
I L o NOT OVERDUE OVERDUE L
NEW PRODUCT
APPLICATIONS 8 0 8 8 0 0 0 8 0 0 0 0 0 0 0 0%
(initial submission)
RESUBMISSIONS
{maj. amend after 0 O 0 O 0 0 O 0 O O O 0 O 0 O 0%
AE or NA) ~ ~ I R R
EFFECTIVENESS
SUPPLEMENTS 13 1 12 7 5 0 0 12 0 0 0 0 0 0 0 0%
(initial submission) o L . R . . - _ OO - —
MANUFACTURING
SUPPLEMENTS 22 0 22, 22 0 0 0 22 0 0 0 0 0 0 0 0%
(initial submission)

Definitions:

1. New Applications include NDAs, PLAs, and ELAs,

2. AP = Approval; AE = Approvable: NA = Not Approvable; and WD = Withdrawn .

3. Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.

4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,

effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications

effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.

® N O O»;

Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.
Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.
Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus abplications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column.




CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996

(as of December 31, 1997) BEST Poss| BLE CO F}f

HFD-590
[ T B NUMBER OF FIRST ACTIONS NUMBER OF FIRST ACTIONS  |NUMBER OF FILED|NUMBER OF FILED
NO. RE, UN, NO. WITHIN'GOAL OVERDUE SUBMISSIONS SUBMISSIONS % OF FILED
TYPE SUBMITTED or WF FILED WITHOUT A FIRST:| WITHOUT A FIRST | SUBMISSIONS
'] ACTIONAND ACTION AND OVERDUE
. B | NOTOVERDUE |  oveRDUE
NEW PRODUCT
APPLICATIONS 9 9 8 1 0 0 9 0 0 0 0 0 0 0 0%
(initial submission) e N s N 1 i
RESUBMISSIONS
(maj. amend after 3 3 3 O 0 0 3 0 0 0 0 0 0 0 0%
AE or NA) o _ e o o B
EFFECTIVENESS
SUPPLEMENTS 20 16 10 4 1 1 16 0 0 0 0 0 0 0 0%
(initial submission)
MANUFACTURING
SUPPLEMENTS 32 32 31 0 0 1 32 0 0 0 0 0 0 0 0%
(initial submission)

Definitions:

1. New Applications include NDAs, PLAs, and ELAs.

2. AP = Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn

3. Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.

4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,
effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications,
effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.
Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.
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CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996

S BEST POSSIBLE COPY

ODE YV
o T NUMBER OF FIRST ACTIONS NUMBER OF FIRST ACTIONS  |NUMBER OF FILED|NUMBER OF FILED
NO. RF, UN, NO. WITHIN'-GOAL OVERDUE SUBMISSIONS SUBMISSIONS % OF FILED
TYPE SUBMITTED or WF FILED WITHOUT A FIRST | WITHOUT A FIRST | SUBMISSIONS
’ ¥ OTAL | AP . 'TOTAL | . ACTION AND ACTION AND OVERDUE
| .y “|_NOT OVERDUE OVERDUE
NEW PRODUCT
APPLICATIONS 16 2 14 3 4 7 0 14 0 0 0 0 0 0 0 0%
_v‘(initial submission) o e o A _ 5 N . o o
RESUBMISSIONS
(maj. amend after 28 O 28 1 8 7 2 0 27 0 1 0 0 1 0 O 4%
L AE or NA) B e - B - -
EFFECTIVENESS
SUPPLEMENTS 22 1 21 13 7 0 0 20 0 0 0 0 0 0 1 5%
{initial submission)
MANUFACTURING
SUPPLEMENTS 250 1 249 192 23 12 41 231 9 5 4 0 18 0 0 7%
(initial submission)

Definitions:

1. New Applications include NDAs, PLAs, and ELAs.

2. AP = Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn

3. Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.

4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,

effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications
effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.

Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.
Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.
Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus applications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column.

© N oo



CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996
(as of December 31, 1997)

BEST POSSIBLE COPY

HFD-540
- .
NUMBER OF FIRST-ACTIONS NUMBER OF FIRST ACTIONS NUMBER OF FILED |NUMBER OF FILED
NO. RF, UN, NO. WITHIN GOAL OVERDUE SUBMISSIONS SUBMISSIONS % OF FILED
TYPE SUBMITTED or WF FILED WITHOUT A FIRST. | WITHOUT A FIRST | SUBMISSIONS
AR ’APLT:_ AE ACTION AND ACTION AND OVERDUE
- B R — L ' NOTOVERDUE | OVERODVE |
NEW PRODUCT
APPLICATIONS 7 1 6 2 1 3 0 6 0 0 0 0 0 0 0 0%
(initial submission)
RESUBMISSIONS
{maj. amend after 1 5 0 1 5 9 4 2 O 1 5 0 O O 0 0 0 0 O%
AE or NA)
EFFECTIVENESS
SUPPLEMENTS 11 0 11 8 3 0 0 o 0 0 0 0 0| 0 0 0%
(initial submission)
MANUFACTURING
SUPPLEMENTS 54 0 54} 43 3 1 1 48 4 2 0 0 6 0 0 11%
(initial submission)

Definitions:

1. New Applications include NDAs, PLAs, and ELAs.

AP = Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn

Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.
The FY 96 first action performance goalis to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,

> wn

effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications,

effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.
Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the

P N>

application.

Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application.



CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS
FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996

T ™ BEST POSSIBLE COPY

HFD-550
[ , : M NUMBER OF FIRST ACTIONS NUMBER OF FIRST-ACTIONS ' - |NUMBER OF FILED|NUMBER OF FILED]- 1
NO. ) RF,UN, NO. WITHIN: GOAL. . OVERDUE : | - SUBMISSIONS " | SUBMISSIONS % OF FILED
TYPE SUBMITTED or WF FILED WITHOUT A FIRST | WITHOUT A FIRST | SUBMISSIONS
aE TOTAL | AP [ B ] WD L TOTAL | ACTION AND ACTION AND OVERDUE
| S TS N N A NOT OVERDUE OVERDUE
NEW PRODUCT
APPLICATIONS g 1 8 1 3 4 0 8 0 0 0 0 0 0 0 0%
(initial submission) .
RESUBMISSIONS
(maj. amend after 5 O 5 3 1 0 O 4 0 1 O 0 1 O 0 20%
AE or NA) R R N .
EFFECTIVENESS
SUPPLEMENTS 6 0 6 3 2 0 0 5 0 0 0 0 0 0 1 17%
{initial submission) . e . B - A A —
MANUFACTURING
SUPPLEMENTS 145 1 144 115 16 8 3! 140 1 3 0 0 4 0 0 3%
L {initial submission)

Definitions:

1.

® N O;

New Applications include NDAs, PLAs, and ELAs.

2. AP = Approval; AE = Approvable: NA = Not Approvable; and WD = Withdrawn
3.
4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications,

Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.

effectiveness supplements, manufacturing supplements, and resubmissions submitted (and filed) in FY 96. This means that not greater than 20% of new product applications,
effectiveness supplements, manufacturing supplements, and resubmissions received (and filed) during FY 96 should be overdue.

Overdue, for new products and effectiveness supplements, is having not issued a comprehensive action letter within 12 months of receipt (and filing) of the application.
Overdue, for manufacturing supplements and resubmissions, is having not issued a comprehensive action letter within 6 months of receipt (and filing) of the application,

Major amendments received within 3 months of the goal date will extend the goal date by 3 months. Such extensions are included in the results charted above.

The number submitted includes applications received and not yet officially filed. The number filed reflects the number of applications submitted minus applications

that are Refused to File (RF), found UNacceptable for filing (UN), or Withdrawn before Filing (WF), which are reflected in the RF, UN, or WF column.



CDER FIRST ACTION PERFORMANCE FOR APPLICATIONS

FY 1996 Cohort - Oct. 1, 1995 - Sept. 30, 1996

(as of December 31, 1997)

BEST POSSIBLE COPY

HFD-560
[ NUMBER OF FIRST ACTIONS NUMBER OF FIRST ACTIONS  |NUMBER OF FILED|NUMBER OF FiLeD
NO. RF, UN, NO. WITHIN GOAL OVERDUE SUBMISSIONS . | - SUBMISSIONS | * % OF FILED.
TYPE SUBMITTED or WF FILED WITHOUT AFIRST | WITHOUT A FIRST | SUBMISSIONS
{ 'ACTION AND ACTION AND OVERODUE
. NOT OVERDUE OVERDUE
NEW PRODUCT
APPLICATIONS 0 0 0 0 0 0 0 0 0 0 0 0 0%
(initial submission) _ o . o o
RESUBMISSIONS 1
(maj. amend after 8 0 8 6 2 0 0 8 0 0 0 0 O%
AE or NA) e o - 0 B
EFFECTIVENESS
SUPPLEMENTS 5 1 4 2 2 0 0 4 0 0 0 0 0%
(initial submission) [ R R I o - N
MANUFACTURING
SUPPLEMENTS 51 0 51 34 4 5 0| 43 0 4 0 0 16%
Si__gj}lgl submissjon) J_
Definitions:
1. New Applications include NDAs, PLAs, and ELAs.
2. AP =Approval; AE = Approvable; NA = Not Approvable; and WD = Withdrawn
3. Resubmission for user fee purposes is the complete response (amendment) to an Approvable or Not Approvable letter for a new product application.
4. The FY 96 first action performance goal is to review and issue a comprehensive action letter within goal on at least 80% of the new product applications
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