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Regulatory Review of Animal Carcinogenicity Studies Using SAS/IntrNet®
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Feng Zhou, Food and Drug Administration, Rockville, MD

ABSTRACT

This software tool, WebCarcin is created using SAS/IntrNet (v. MANAGlNG DATA
1.2, running Windows 95), to overcome the limitations of a 2o
currently used SAS/AF application, Carcin' in the regulatory [e-» 8L QS B 88 ¥ »
review of animal carcinogenicity at FDA. With the help of this tool, TR v o E “L
statisticians can coordinate review strategies with reviewing WebCarcin
pharmacologists, analyze sponsor-submitted data, and share Anatysis of Carci icity Onii
g . . . . . nalysis of arcinogenicil niine
statistical results with the review team. This tool, with its data- Y < %
managing capabilities, significantly reduces time and efforts in Ted Gue, Feng zhou for RER2001
data manipulations, hence improving the efficiency of the R
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An important area of regulatory review of INDs and NDAs at FDA
is the analysis of animal-carcinogenicity data submitted by drug

sponsors. Not only do the FDA'’s statisticians require that the data PREPARE ANALYSIS
from SpOnSOrS be Clearly documented and accurate’ but they also ‘urg\)bﬁndah;Zhsul—MlcmsnMnIemeﬁExmnvevpm\lded by OITSOFT for FDA.CDER J-
need a user-friendly analytical tool to evaluate and analyze the - .+ 0 a @ m @ [ 2 = -
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We, as FDA'’s statisticians and also as new software developers Obectiv: Perform basic analysis of - |GLccive: Adjust organ and tumor | Objective: Perform statistial
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aim to research, develop, and implement web-based review tools flosie s Doy 0 SIEhe D gt e
to facilitate reviewers in statistics, medicine, pharm-tox, ot selected =] [ St | Sort data by
! ) € organ code € tumor code = Clear up unused data sets
chemistry, and other areas at FDA. These tools enable interested * Clarunuused s s € organ name @ tumor name Recommended
h ccommende
users to perform analyses online.
Select this option to perfom basic This option of procedure guides youto  [Select this option to analyze the
analysis of the variables, preview the  [regulate (consolidate) organ or tumor carcinogenic potential of the testing
. . tumor-findings or download the SAS ~ |names so that combining organs and drug in rodents (rats and mice) for
One such tool, WebCarcin, designed to evaluate and analyze data setto a CSV file ftumors can be done properly selected sexes | |
SpOnSOrS’ animal Carcinogenicit)?studies has the features zl)f Note: It is important to make sure that the incoming data are in conformity with the FDA guidance. In some cases, you may
need to consider recreate the analysis data set
. ) . =
. Managing a centralized and standardized database for @ T =
carcinogenicity study review Having opened this page, the user may choose to perform one of
e  Coordinating review strategies with reviewing the following tasks:
pharmacologist e  Create analysis datasets.
e Analyzing animal carcinogenicity data with flexible e  Examine & analyze variables.
options

e Regulate and optimize incoming data.

All the actions behind the scene are done by SAS programs e  Analyze animal carcinogenicity data.

programmed in Application Dispatcher or htmSQL.

! Carcin is a SAS/AF application is shared among statisticians at
FDA internally. It was developed by FDA'’s statisticians.
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o Create analysis datasets — convert an incoming data set as an
XPT file to a SAS data set and create gender-species specific
data sets.

23 Convert XPT file to SAS data set - Microsoft Internet Explorer provided by OITSOF TS

File Edit View Fevortes Tools Help \-
s .9 a a @ @ @ B I =
Back. Fonverd Stop  Refresh Home | Seerch Fevoites Media History | Mail Print Edit

‘Address [&) hip:/ /ereview/dbms html /xpi2sas htm

Convert XPT file to SAS data set

Select from data libray ref.
(NOTE: DO NOT ENTER FILE EXTENSION: ¥PTY)

—

I~ Show SAS Log

] @oo ‘Lmks |

1 XPT file location (libref)

2 Enter XPT file name:

2, Enter destination SAS libref:
4 New name for SAS data set.
5.

Submit | Reset

Go back and refresh page

|
[€1Done [ [ |25 Localintranet p

o Examine & analyze variables - perform basic analysis on the
variables to evaluate the data usability, preview the tumor-
findings, and allow for downloading tumor-findings to a CSV file

File Edit View Favorites Tools Help

& 5 0 a8 @ @& o5 & &
Back. Forward Stop. Refresh  Home Search Favorites Media  History Mail Print Edit
| JhmsaL 1 healfcl

=] @Go Links >

Examine & Analyze Variables
Data set selected: R

Go back to previous page

Discrete variable Continuous variable

Frequency counts for [-Not selectes- = Analysis of ~Not selected-- =
Group by ~Not selected-- = By variable 1 [~Not selected-

No mutiple counts of [ANMLNUM =] By variable 2 [~Not selected—

Submit | Reset | (Must fillin all fields) Submit | Reset | (Must fill in all fields)
= Examine required variable names: _SUbmit | |a Examine variables' characteristics
= Interactive SAS tabulating: _Submit = Interactive SAS GChart: | Submit
w Preview data = Run SAS online _Submit

1. Seleot #rows to display: [Frst 10rows B | [ o oporaars oy [

2. Check here 7 to show column labels
5. [subit| [Reset] < showsas iog Clear password | | Deletel
Download data setR2F e

Show tumor-finding data set R% |

|
7

/&1 Done [ [ |25 Localintranet

e Regulate and optimize incoming data - Repair organ and
tumor names to have each organ or tumor have a unique name
and regulate organ or tumor codes to have each organ or tumor
have a unique code. Any organ or tumor having more than one
code will be assigned a unique code. Combine organ or tumor
types online.

xplorer provided by OITSOFT for

e Edit View Favores Tools Help

& 5 9 B a4 |@a & ® oL o =@
Back. Fonward Stop. Refresh  Home Search Favorites Media  History Mail Print Edit

aoss | : rer TFID)

TUMORNAM ¥| @ Go | Links »|

Regulate and optimize incoming data

L. Go back to previous page | | Select actions |

Preview tumor-finding data set: RIF4G687.SDZ (Sorted by Tumor Name)

obs. | sPECIES | sex | TumoRNAM Tumor code | ORGANNAM OrganfTissue code
10 Rar F Adenocarcinoma M) 1025 Marmary Glan 0135
20 rar F o Adsnocarcinoma M) 1025 Ot Sites o0
30 rar F Adenomae] 1026 Mammary Gland 013
A0 rar F Adenoma(g] 1026 Parathyrid Gland o2
S Rar F AweolaBronchiolar Adenoma [B] 2808 Lung o131
&0 rar F Angiosarcoma (M) 1052 Uterus o165
70 rar F Anteror lobe Adenocarcinoma [M] | 9001 Piuitary Gland ous
8] rar F Anterorobe Adenoma [E] o002 Pititary Gland ous
S0 rar F BasakCell Carcinoma [M] 1086 Skin and Subcutis o183
1001 Rar F CCell Adenoma B] 7 Thyroid Gland o160
T rar F CCell Carcinoma (W] 8 Thyroid Gland o160
120 rar F Endocardal Schwannoma [M] 325 Heart oz
3] raT F Epithelial Thymoma M) 1949 Thymus 015

Nl

5] [ [ |25 Localintranet

e Regulate and optimize incoming data (cont’d) — Select
Action 2-A to regulate (fix and consolidate) misspecified organ
and tumor names. Select Action 2-B to assign a unique code to
every distinct organ or tumor name.

File Edit View Favorites Tools Help

o T~ ) 4 a ] 3 3 & =) =
Back o) Stop  Refresh  Home Search Favorites Media  History Mail Print Edit
‘Address [) -cozp comb1 sesd ¢ TF1D

Download!

24 Regulate names of

TUMOPNAM ]| @G |Links >

o Gorgans Ctumors
™ Replace the existingdata set with the same name (M1
 Replace with a new name [MIT277 - (Length<9, no extension)

Regulate | [ Golback | - Snow SAS Log
2-B. Regulate data to let each tumor or organ name have a unique code:

o ™ Replace the existingdata set with the same name (M1
 Replace with a new name M1 222"“{Length<9, no extension)

Regulate | | Goback | - Show SAS Log
3. Combine organs or tumors
1. Sorttumor-finding data by: € organ code @ tumor code

2. | Combine || Go back

1.Go back to previous page | | Go fo top |

Al

/&1 Done [ [ |25 Localintranet

Working with the reviewing pharmacologist, the decision of

combining organ or tumor types can be easily made online.
3]

plorer provi OITSOFT for
Edit View Favoites Tools Help

O 4 ] g 3 By~ =]
Geci " foved | Slop  Reflesh  Home | Search Favores Media Histoy | Mal  Prt  Edit
‘Address [€) me-0T Mou_| ORGANCOD&submit=t

=] @Go |Links
Combine Tumors within Organ B
Close this window

Data set: M" 2
Tumor-finding data sort by organ code

Reset

Save data set with combined organs and/or tumors: [M_

Note: To combine, check both checkboxes on opposing sizes

Sex Organ name Organ code Tumor name Tumor code -

F I |LUNG 0800 |Alveolar/Bronchiolar adenoma 090007 L

AETE o800 [Alveolar/Bronchiolar carcinoma (090008 =

F [T [over 1800 Hemangiosarcoma 180022 [5]

F r |LVER 1800 Hepatocellular carcinoma 180007 ||

F[r[over 1800 Sarcoma, not atherwise specified (180029 [x]

F [T [PANCREAS 2000 Islet-cell adenoma 200007 [~

F I” |OVARIES 3200 Luteomna 320015 L

F[r [ovariES 3200 Leiomyoma [20008 [

F I~ |OVARIES 3200 [Benign granulosa-theca cell [umn‘ﬁ?ﬂm‘a L

F T [ovarES 3200 Cystadenoma [320008 [=]

F [T [ovarES 3200 [Thecal cell tumar 320017 [5]

F I~ |OVARIES 3200 Hemangiosarcoma ‘BZUD‘\E ||

F [T [uTErRUS 3400 Malignant fiorous histiocytoma (340027 [5i =l
/&1 Done [ [ B3 Localinvanet Yy

When the decisions are made and a new data set is saved, the
reviewers can view the counts of tumor-bearing animals for
combined organ or tumor types. The combined organs or tumors
are marked with a leading [C].

ke

File Edit View Favorites Tools Help

. .9 4 e G 3 & ) =]
Back  fovod | Slop  Reflesh  Home | Search Favores Media Histoy | Mal  Prt  Edit
I =] @6o |Links >

Decision on combining organs and tumors

Inform the reviewing istician of your ision!

Please mention the name of this newly created data set,
M21 1 the Subject field or the body of your email.

Go back to previous page

Data set saved as: Me. wuu.
DOSE!... show the numbers of animals
Note: Symbol [C] indicates a group of organs or tumors combined.

'SEX| ORGANCOD | ORGANNAM | TUMORCOD | TUMORNAM ORGANEXM | DOSE1| DOSE2| DOSE3|DOSE4|DOSES| DOSES)
F 0900 LuNG 090007 1 w7 7 1 3 3

[CJAeolar/Bronchiolar adenoma

P Lune wa wa 3 1

Fote0 LVER 180007 Hepatocellular carcinoma 1 1

Foten LVER 10022 Hemangiosarcoma 1 1

Foie0 LvER 180029 Sarcoma, not thenwise specifed 1 1

P2 PANCREAS 20007 teltcell adenoma 1 1

Foam PANCREAS wa wa 3 1 2

Foam OvARES 20006 [Cleystadsnoma 1 VR 2

Foam OvARES wa wa 3 1 (]

P UTERUS 0012 Hemangiosarcoma 1 3 2 T

Foam UTERUS 30013 Swomsl sarcoma 1 3 12 3

Foum UTERUS 30015 Adsnocarcinoma 1 1 2

P UTERUS 30016 Leiomyoma 1 3 1112

e UTERUS 3000 Endometialistoml polypls) 1 2 [P i -]
€] Shorteutto javascripthistory.go(-1) [ [ | |25 Localintranet Z
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ANALYZE TUMOR DATA

5l htp:/ foreview/cgi-bin/hmSQL/hmSQL exe/cal /hsal/dataAnal hsalTmachine-or oftIntornot Expl... PRI
FEile Edit Yiew Favorites Tools Help -
« s D 3.2 2. 2 2 n 2 =2 -
Back. Fonward Stop  Refresh  Home Search Favorites Media  History Mail Print Edit
f /HmS0L exe/can

=] @6Go Links >

Analyze Carcinogenicity-Study Data
Data path (Libref): O:\carcin\sasdata (TF1D)
Data set selected: M1F

(Female mouse data, version 1, NDA%

Go back to previous page

For select sex: © Male & Female, _ Analyze datal

Basic Information about Data

Species| Sex_[Dose Group Death Status Min lax Week Std Week|

Mause [Femals 1 [ el 033

Mause [Female i 2 () 048

Mouse [Female 2 [ 8 1560 |

Mause [Female 5 2 ] I

Mause [Female 3 [ E 73[ 108

Mouse _[Female 3 2 E @ o

Mause [Female 4 [ E 69 1471

Mouse [Female 4 2 () CEICE

Mause [Femals [ 2 7 i3

Mause [Female 5 [ ] 67 153

Mouse [Female 5 7 Bl Gl

Mause [Female 6 T 5 2 66| 1666

Mause [Female 6 7 & E 8 08l

iss o & 4 “ 7 I |
/&1 Done [ [ |25 Localintranet Y

The analysis the carcinogenic potential of the testing drug in rats
or mice for selected sex usually is based on analysis data with
selected organs and tumors combined. WebCarcin provides the
user with flexible options. The user can

. Reanalyze tumor data using the sponsor’s setup, or

. Reanalyze tumor data using a different setup

e  Create the carcinogenicity analysis report in Word® by

copying and pasting the results from WebCarcin.

o Reanalyze tumor data with flexible setup — the user can
select or enter parameters before submitting a run. SAS/IntrNet
Application Dispatcher calls SAS programs including PROC
STATEXACT (by Cytel, Inc.).

£ Run carcin online (

net Explorer pro

e Edt View Fevoites Tools Help

L - ) a Q G G 3 B g =,
Back * fovenl | Stop  Reflesh Home | Search Fevortes Media History | Mall it Edit

‘Adtless [&) -bin/humSQLhimsOL 1 /hsalfcal 1D: o

¥] @co ‘Lmks |

Analysis of Carcinogenicity Online

Data path (Libref): Cinetpublwwwrooficaf\data (CA1D); Data set: R5F2

| Information Table | | Go back to previous page | Clean-up data library before analysis starts (R

Set up your analysis carefully using information provided in the Inormation Table
Preselected parameters:

Libref selected calp

Data-set selected RSFZ1ow0 (Data type: S02)
Species selected Rat

Sex selected Female

Lastweek before terminal kil: 103
Specify parameters:
Define time strata Week 0 to [week 52 =] . to [week 78 =] . to [week@1 =]

to =l or [103 < Last week before terminal kill
Note: Please do not include the starting week of terminal kil

Use program-selected valus Undo
Select group with code 1: ¥ Dose value: 0 Dose label: |Control-0 ¥

Select group with code 2. F Dose value 0 Dose label: [Controk1 ~
Select group with code 3: ¥ Dosevalue:| & Dose label: [Low dose ~
Select group with code 4 ¥ Dose value: [ 10 Dose label: [Medium dose =

Select group with code 5 ¥ Dose value: | 20 Dose label: [Figh dose ~
7] |1 | [E5 Localintenet

o Create the carcinogenicity analysis report
[2=]

ragram-=calp.cr

NUES

File Edit View Favorites Tools Help

O 4 ] g 3 & g o
Geci " foved | Slop  Reflesh  Home | Search Favores Media Histoy | Mal  Prt  Edit
deless [ &_debuge2 ¥| @Go ‘L\nkr >

Carcinogenicity Analysis Report
Authar: Ted J. Guo, Feng Zhou
Analysis of Female Rat
Dose groups included: CTR0,CTR1,LOW MED HIGH (0, 0, 5, 10, 20)
Report tumors for selected p-values: ¢ P<0.05 € P<0.025 ¢ P<0.01 € P<0005 @ Al P-values
Report on test of dose-response trend
Report on analysis of mortality

Close this window & start a new analysis

Report on analysis of survival data

Definiton of ime intervals for time-adjusted trend test.

Weekbegins | Week ends Time Interval (Stratum)
0 E] 052
E % 57
5 9 791
@ 103 2103
104 105 FINALKILLI04 105
B w09 INTERIM KL

ToowerTBe— Thi rominct tonk S& 35 connds nf roal tima a1 01 bild 1020) |
/€] Analysis of Carcinogenicity [ [ |25 Localintranet A

The carcinogenicity analysis report includes:
e  Report on analysis of mortality
e  Report on analysis of survival data
e  Report on test of dose-response trend

o Report on analysis of mortality

File Edit View Favorites Tools Help

a ] g 3 AN =
Search Favoites Media  History Mail Print Edit
‘Address [) efeulia_program=ca1p carcin_rpt_4 sas8libref=CAID:

Analysis of Mortality

Species: Rat, Sex: Female

. - 0 2]
Bk Fonward Stop. Refresh  Home

] @60 ‘L\nkr =

Analysis of Dose-Mortality Trend
| Line Graph: Kaplan-Mier Sunvival Functions | | Bar Graph: Cumulative Pct Death |
| Graph: No. Died | | Go back to previous page |

[Analysis of Mortality _[No. RiskNo. Died |No. Alive [Pct Survival [Pct Mortality
CTRo 052 7 6 B4 s 86
5378 64 5 5 813 57
991 59 7 52 73 %7
92103 2 | 12 ) 57.1 29
FINALKILL104-105| 40| 40 []
cTR1j052 70 5 (3 29 71
5378 65 8 5 814 186
7991 7 | 13 “ 629 EAl =
92103 w1 E2 71 529
FINALKILL104-105| 33 | 33 0
Low 052 i 4 6 93 57
5378 6 | 10 % 800 200
7991 5 El a7 67.1 29
92103 [ 1 % 514 86
FINALKILL104-105| 36 | 36 [
WED 05 5 & 929 7
5378 65 4 61 87.1 129
7991 61 i a7 67.1 29 =l
/&1 Done [ [ B3 Localinvanet Yy

2l htip:/ ferevie: 2 1p.carcin_rpt 5
File Edit View Fevortes Tools Help -

) b
et Foverl T Stop  Refresh  Hame

Q E2] G 3 ‘ B g =}
Search Fovorites Media  History | Ml Prnt it

Address [€) D _RAT F Desth 7] @Go |Links )
Cumulative Pct Death
Species: Rat, Sex: Female
Go back to previous page
90.0- =5
80.0- il
. -
50.0- @ e
40.0- = = =
200- 51 o 23| 28|
10042 k3] 7] k2l
LR R R AR LA RS AR E R SR L
CBRg3 BREF CERGZ TBRg CBR g}
= Fl = - 2
PRI NS TS

Go back to previous page

—t—" This request took 0.60 seconds of real time (v1.0.1 build 1039).
|€1Dane |1 | [E5 Localintenet

o Report on analysis of survival data

File Edit View Fevortes Tools Help \-
T a a @ @ @ B I =

Beck Fonverd Stop  Refresh Home | Seerch Fevoites Media History | Mail Print Edit

Agdress [&] _pi p.carcin_pt ¢ Tasexst 1D: ~Fat

~] @60 ‘Lmks |

Survival Data Analysis
Species: Rat, Sex: Female

back to previous page

B8E cTR0 000 CTR ¢4-0 Low 444 MED WA HIGH

Go back to previous page
This request took 0.6 seconds of real time (v1.0.1 build 1039).

|€1Dane |1 | [E5 Localintenet
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-e=default&_program=calp.carcin

S ) 4 a ] 3 3 & =) =
Back ~ fopad | Stop  Refiesh Home | Search Favorites Media  History | Mal  Pant  Edit

o | ® carcin_p_6 sasalibraf-CAID

=] @co ‘Lmkr =

Analysis of Dose-Mortality Trend

‘This test is run using Trend and Homogeneity Analyses of Proportions and
Life Table Data Version 2.1, by Donald G. Thomas, National Cancer Institute

Go back to previous page

Wethod
Kruskal Wallis
Statistics [P Value Statistics P -Value

Time Adjusted Trend Test

Depart from Trend 88,9352 | 0.0000 | 643669 | 00000
Dose Mortality Trend |110.4234 | 0.0000 [105.7981 | 0.0000
Homogeneity 19,3586 | 0.0000 1711650 | 0.0000

Zog]| s request took 2.74 seconds of real time (v1.0.1 busld. 1039).

e Report on test of dose-tumor trend

/2 htp:/ fereview/scripts/broker.exe?_ R @] O] &) &y
File Edit View Fevortes Tools Help \-

rvice=newsas&_program=cal p.carcin_rpt_1.54

) b Q E2] G 3 B-g
St Foverl T Sop  Peflesh  Home | Search Fovorites Media  History | Ml Prnt  Edit

‘Agdress [&) a1p.carcin_rpt_1 sas8libref=CA1D! - ] @co ‘Lmks |

Report on Trend Test

Species: Rat, Sex: Female
Detecting significance of positive dose-tumor linear trend

A TS TSP | [ 5 e S |

g-n code |Organ name Tumor :ode Tumor name Exact pvalue Hmﬂouc pvalue zxc Table
ADRENAL GLANDS  HEODIODS  ADENOMA, ADRENAL CORTICAL 07420

AD [CIADRENAL GLANDS  HPOOIODS  PHEOCHROMOCYTOMA, BENIGN 02675 02384 |2_|

AD [CJADRENAL GLANDS  HPIOID2  PHEOCHROMOCYTOMA, COMPLEX, BEN 10000 08507 B]

AD [CJADRENAL GLANDS  HPIGAI04  LYMPHOMA 066% 08454 ]

AD [CIADRENAL GLANDS  HPU3400  METASTATIC SQUAMOUS CELL CARCI 03890 03570 B

AT ADIPOSE TISSUE HPO70006  METASTATIC NEPHROBLASTOMA (KID 03103 00976 B

R BRAIN HEOO7002  [CJASTROCYTOMA, BENIGN 00079 00009 i}

BR BRAIN HPOD7O03  SARCOMA, MENINGEAL 1.0000 08403 Bl

BR BRAIN HPODZO04  CARCINOMA, PINEAL GLAND 05970 06264 81

R BRAIN HPOUTO16  GLIOMA, BENIGN 07580 07082 10

BR BRAIN HPOOZO18  RETICULOSIS, MALIGNANT 05152 0.48%9 1

BR BRAIN HPODZ020  METASTATIC PITUITARY CARCINOMA 00478 00141 127

c6 CLITORAL GLANDS HPOI006  BASAL CELL TUMOR, MALIGNANT 0.4200 0320 137

ce CLTORALGLANDS  HEOBODZ)  PAPILLOMA, SQUAMOUS CELL 0.4815 04000 114

cu CERVIVUTERUS HPOEDID)  SQUAMOUS EPITHELIAL TUMORS 0.1450 01251 18

cu CERVIXUTERUS HPODIOI  MALIGNANT EPITHELIAL TUMORS 02220 0200 116

cu CERVIYUTERUS HPOBOID?  ALL EPITHELIAL TUMORS 03401 03225 1z

v CERVIAUTERUS HPOBIOM | CARCINOMA, SQUAMOUS CELL 01597 o137 18 =

[€1Done [ [ |25 Localintranet p

The user can also ask for information about
. Suggestions on interpreting the trend-test result
e Tumor-finding 2xK tables

e Suggestions on |nterpret|ng the trend-test result

jhnp 1lereview/scri ki 2 -
Fle Edit View Favoites Tools help =

a ] 3 3 & =) =
Search Favorites Media History | Mail Pt Edt

) 2]
Back. Fonward Stop. Reﬂesh Home

‘Address [&) -cA1D: i T

TASTATIC%20PITUTARY%20CARCINOMA ]| G | Links >

Suggested Interpretation for Trend-Test Result
Go back

Organ Code Organ Name Tumor Code Tumor Name

BR BRAIN HPOO7020 METASTATIC PITUITARY CARCINOMA
Overall Tumor Type Tumor Rate as PCT. in Control Group Suggested Interpretation for Trend Test

Incidental 000 Use exact p-value. Use p-value cutoff point of 0.025

Go back

This request took 1.04 seconds of real time (v1.0.1 build 1039).

—

/&1 Done [ [ |25 Localintranet

N

) Tumor-flndlng 2xK tables

defaultd_program=calp.carcin

Fle Edit View Favortes Tools Help =

Qa W ® O | B 4 =@ .
Search Fvories Media Hsloy | Mal Pt Edit
TASTATIC%20PITUTARY%20CARCINOMA ]| G | Links >

« 5> B a
Back o) Stop  Refresh  Home
‘Address [&) -cA1D: i T

Tumor-Finding 2xK Table

Go back to previous page

Organ Code  Organ Name Tumor Code Tumor Name
BR BRAIN HPOO7020  METASTATIC PITUITARY CARCINOMA

Overall Tumor Type Tumor Rate as PCT. in Control Group

Incidental 000
Time Interval | Table Rows |cTRO |cTR1  |Low  |MED  |HIGH
FINALKILL104-105 1 0 0 [ 2 0
FINALKILL104-105 1 0 ) 0 2 0
FINALKILLI04-105 2 0 B E3 s 0
FINALKILLI04-105 2 o ] E3 s 0
Total 0 0 0 4 0

Go back to previous page
Thzs request took 2.42 seconds of real time (v1.0.1 build 1039).
/&1 Done [ [ |25 Localintranet Yy

CONCLUSION

WebCarcin, developed using Application Dispatcher and
htmSQL, delivers both data and application services to FDA'’s
statistical and non-statistical reviewers for regulatory reviews in
an efficient and effective way. Not only does it allow for
interactions between the individual user and the SAS system, but
also it enables interactions among users. SAS/IntrNet provides
an ideal computational environment for regulatory agency like
FDA.
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ADDITIONAL INFORMATION ABOUT WEB-
BASED PROGRAMS AT CDER/FDA
http://eReview/Stability -for online analysis of drug stability
http://eReview/Nda - for online analysis of clinical data (under
development)

http://eReview/SafetyAE - New ongoing project

SAS and all other SAS Institute Inc. product or service names are
registered trademarks or trademarks of SAS Institute Inc. in the USA and
other countries. ® indicates USA registration. Other brand and product
names are trademarks of their respective companies.

! The data set used in this paper is fictitious and not from any
real NDA/IND submission.
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