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ABSTRACT

When preparing a data analysis plan for a clinical trial, we
often need to create table specifications prior to the
availability of database.  Many times, these table
specifications are produced using word processing
software, which may not be efficient. To increase
efficiency, the following two steps have been defined as
part of a systematic process to programmatically produce
table specifications: '

e Generate dummy SAS® data sets based upon the
efficacy and safety variables defined in a protocol;

&  Use a generic SAS macro and the REPORT procedure
to produce desired tables based upon the dummy data
sets created.

By the end of this process, not only are the desired table
specifications produced, but also the table-production
programs and a format library (which contains titles,
footnotes, and variable formats) as side products. When
producing real tables, we need only to generate those
analysis datasets that are in the same structure as the
dummy datasets, and run the table-production programs on
the real datasets. This method has been shown to be very
~ efficient. There are two generic SAS macros, MDATSET
and SUMCLIN, which may help users to produce dummy
datasets and summary tables, respectively. This paper
illustrates functionality of the macros and demonstrates
their application to a hypothetical study.

1. GENERATION OF MOCK DATASETS

A mock SAS dataset consists of a set of dummy
continuous and categorical variables. We assume that any
durnmy continuous variable is normally distributed with a
known mean and standard deviation and any dummy
categorical variable is uniformly distributed over a known
number of categories.

To create a dummy continnous variable, say, AGE, we use
the following data step statement:

® SAS is a registered trademark of the SAS Institute, Inc. in the USA
and other countries.

AGE= INPUT [PUT (&MEAN+&ETD*RANNOR(1998) ,BESTS.) , &CONFMT) »

where the seed of the RANNOR function is arbiwrary and
the macro variables MEAN, STD, and CONFMT allow us
to control the range and the value format of the continuous
variable. For example, if &CONFMT=3., &MEAN=35,
and &STD=4, then values of the variable AGE are all
integral numbers with the mean and standard deviation as
specified.

A natural method to create a dummy categorical variable is

to let it repeatedly adopt, as its value, a random sequence
of its categories. We apply the PLAN procedure to fulfill
this task. The code segment is as follows:

DATA _NULL_:
CALL SYMPUT("REP",COMPRESS (PUT{80BS/aLEVELS+1,8.)1);
RUM;

PROC PLAN;
FACTORS REPT=&REP ORDERED &CAT=&LEVELS RANDOM/NOFPRINT:
OUTPUT OUT=_MDATAC ;

RUN;

where the data null step records the repetition of the
random sequence, and the macro variables OBS, CAT, and
LEVELS contain values for the number of observations,
the name of the categorical variable, and the number of
levels, respectively.

There are two types of mock datasets that we often create;
datasets having one observation per patient and datasets
having multiple observations per patient. The former may
record all unique information of patients such as
demographic and baseline information, study termination
status, randomization code, etc., and the latter may record
data from repeated measures such as adverse events,
concomitant medications, laboratory evaluations, vital
signs, etc. For each study, we first generate 2 mock
population dataset that has such variables as patient
identifications, randomization code, and demographic and
baseline information. A mock dataset having multiple
observations per patient is then created by concatenating N
copies of the population dataset with concomitant
definitions of dummy variables, where N is a hypothetical
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multiplication factor of observations. The multiplication
factor may be any inieger other than 1.

To efficiently create mock datasets for a clinical trial, we
have written a SAS macro called MDATASET. This
macro can help us create one mock dataset per invocation.
A mock population dataset is always created first for each
study. The macro invocation below creates a mock
population dataset POP:

Code 1.1

AMDATASET (OUTSETaPOP,

PTS  s=j22|11|10].

VARS =@CAT-INV QLEVELS«4
WCAT.SEE  QLEVELS=2
SCATRACE SLEVELS»2
SCON=AGE SHEAN=45 @3TD=2 #CONFMT=2.
QCON=DIAS EMEAN<S0 @STD»2 CONFET=3.
QCON=IYST CMEAN=120 GSTD=3 JCONFHT.3 .
QCON-RESP SMEAN=20 8STDwl @CONPNT.2.
SCON=PULS SMKAN=70 BSTDa2 SCONFNT3.

[T P P
Lo

¢  The parameter OUTSET specifies the output dataset.

e  The parameter PTS specifies the number of patients of
each treatment group delimited by the symbol °|’, and
instructs the macro to create patient-number and
treatment-code variables.

o The parameter VARS specifies a sequence of

variables that are intended to be included in the output
dataset, where the keyword @CON specifies a
continuous variable and the keyword @CAT specifies
a categorical variable. Dummy variables for
investigator number (INV), sex, race, age, diastolic
blood pressure (DIAS), systolic blood pressure (SYST),
respiration rate (RESP), and pulse rate (PULS) are
requested through this parameier.

The resulting dummy dataset POP is displayed as follows:

QOutput 1.1
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The macro creates each dummy variable independent to
the others. So, the variables are all mutually uncorrelated.
The levels of a categorical variable are either consecutive
integers starting at 1 or character values (if a keyword
@CATFMT is specified). Within the macro, the value of
the parameter VARS is decomposed according to the
delimiter ‘!’. Each factor of the decomposition represents a
request for a dummy variable. The macro substitutes the
string “; %LET” for the prefix “@” of each specified
keyword, such as @CON, @CAT, @MEAN, @LEVELS,
etc. Therefore, these keywords are internally converted to
the %LET macro statements for macro variable definition.

Based upon the mock population dataset, a mock dataset
with multiple observations per patient may be produced by
using the macro with a specification of a parameter
BYVARS. This parameter specifies a sequence of
categorical variables with their leveis for the macro to
¢reate multiple observations per patient identified by the
combination level of the categorical variables. For
instance, the macro invocation below generates a mock
dataset AE for adverse events:

Code 1.2

SMDATASET (POPSETPOP,
QUTSET=AE,
BYVARS=@CAT=BODYSYS GLEVELS=13 @CATFMT.BODYSYS. !
@CAT=PREFTERM QLEVELS=S SCATPMT=PREFTERM. .
VARS w@CAT=GRADE QLEVELS=S 1
@CAT=RELATED QLEVELS=2 1
QCAT=FPERIOD @QLEVELS=2 }s

The parameter BYVARS specifies two categorical
variables; body system (BODYSYS) and preferred term
(PREFTERM). The option @CATFMT specifies a format
for the levels of the corresponding categorical variable and
triggers the macro to make it a character variable. This
macro execution creates a mock dataset AE with each
patient reporting 8 different adverse events (preferred
term) of each body system (13 levels). In addition, the
variables GRADE, RELATED, and PERIOD are created to
identify the severity, relation to treatment, and time period
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of each adverse event, respectively. Similarly, the macro
invocation below generates a mock dataset MED for prior
and concomitant medications;

Code 1.3

SMDATASET {POPSET=POP,
OUTSET=MED,
| BYVARSw@CAT<PREFMED @LEVELSwS &CATFET«PREPMED.
VARS wECATwPHARMCAT Q@LEVELSwl2 @CATFMT=PHARMCAT. I
SCAT=-MPERIOD &LEVELS=2 1 ¥

This execution creates ecight observations per patient
identified by the levels of the categorical variable
PREFTERM (preferred term of medication), and
associates a pharmaceutical category (a total of twelve
levels) of medication with each dummy observation. The
categorical variable MPERIOD alternatively identifies
each observation as prior or concomitant medication.

2. GENERATION OF TABLE SPECIFICATIONS

Based upon a few mock datasets, we use another
comprehensive macro SUMCLIN to generate a report-
ready dataset upon which one or more summary tables can
be easily produced by using the REPORT procedure. This
macro is built over a few functional macros that were
developed at PRA by the author and were presented at
NESUG’96. To produce a summary of demographic and
baseline variables AGE, SEX, RACE, and DIAS (diastolic
BP) of the mock data set POP created in the previous
section, for example, you can use the following macro
invocation:

Code 2.1

ASUMCLIN (INSEL=FOP,
OUTSLT=RESULT,
TMT  LTMT,
v =INV,
T »PT,
DEMOS «~BCONuAGE @STATSETs[1]2(2|3|11| GGRPTIT=ASE !
ACAT=SEX @CATFET«SEXFNT. QCRPTITeGRNDER !
@CATeRACE #CATYET=RACEFET. SGRPTITaRACE 1
@CONDIAS @STATSET=[1]2{3]8|11| GGRPTIT=DIAS. BP )

s  The parameters INSET and OUTSET specify the
input and output datsets, respectively;

¢ The parameter TMT specifies the treatment-code
variable;

e The parameters INV and PT specify patient-
identification variables (investigator and patient
number);

ADVANCED TUTORIALS

s The parameter DEMOG specifies a list of continuous
and categorical variables delimited by the symbol ‘I’
and the associated keywords are explained as follows:

=  @CON specifies a continuous variable;
s  @CAT specifies a categorical variable;

" @STATSET specifies a set of descriptive
summary statistics, such as the mean, standard
deviation, minimum, median, maximum, etc., in
their code delimited by the symbol ‘| for the
corresponding continuous variable;

=  @CATFMT specifies a format for the levels of
the corresponding categorical variable;

= @GRPTIT speéiﬁes a string of descriptive text
for the corresponding variable.

The output dataset from each invocation of the macro is
prepared in such a way that a simple application of the
REPORT procedure to the dataset can produce 2 desired
summary table. The output dataset from this macro call is
displayed as follows: '

Output 2.1
SKIP VARIABLE [28 <2 cz c4
1 AGE
1 N 12 11 10 33
1 MEAN 443.2 44.6 44.8 44.6
1 STD 2.5 2.2 1.8 2.0
1 MEDIAN 43.0 45.0 15.0 45.0
i MAX 49.0 49.0 47.0 49.0
2 GENDER
2 PEMALE & { 50.0) & { 3a.5} 4 L 40.0) 18 { 4B.5)
2 MALE { 50.0) 5 { 45.8) 6 { 60.0) 17 ( 51.8)
3 RACE
3 WEITE 4 { 33.3) 4 { 36.4) 3 (30.0) 11 ( 33.3)
3 BLACK 4 { 33.3) 4 { 36.4) 3¢ 30.0) 2% ( 33.3)
3 ASIAN 4 { 33.3) 3 ({213 4 (40.0) 11 { 33.3)
4 DIASTOLIC BP
4 N 12 11 20 33
4 MEAN 80.3 80.7 80.0 80.4
4 STD 3.1 1.8 2.7 2.5
4 MEDIAN 80.0 80.0 B0.0 80.0
4 MAX 86.0 284.0 84.0 86.0

where the output variable SKIP is created to identify each
summary block, which can be used as an order-skip
variable when calling the REPORT procedure. The
variable VARIABLE describes each summary row. The
output variables CI, C2, and C3 have summary values for
the three treatment groups, respectively, and C4 has
summary value across treatment groups.

Upon this output dataset, a summary table may be
produced by using the following REPORT code:
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Code 2.2

FROC REPORT DATA=RESULT PS=50 LS=68 SPLIT«*|" SPACING=2 HEADLINE;
COLOMN ('--* SKIP VARIABLE C1-C3);
DEFINE SKIP/ID ORDER NOPRINT:
DEFINE VARIABLE/ID DISPLAY “Variable* WIDTHel4 LBFT FLOW:
DEFINE C1/DISPLAY "TMT 1|--| (N=&NPT1)" WIDTH=1l CENTER;
DEFINE C2/DISPLAY "TMT 2|--| {N=&aNPT2)" WEIDTH-1l CENTER;
DEFINE C3/DISPLAY "TMT 3]-- | (N=&NPT3)* WIDTH=1l CENTER;
DEFINE C4/DISPLAY "TOTAL|--| (N=&NPT4)" WIDTH=11 CENTER;
BREAK AFTER SKIP/SKIP;

RON;

The resulting table is presented below:

Output 2.2
TMT 1 TMT 2 T™MT 3 TOTAL

variable (N=12) (N=11) (N=10} (H=33)
AcE

N 12 1 10 33

MEAN 42.3 44.6 44.8 44.6

STD 2.5 2.2 1.5 2.0

MEDLIAN 43.0 45.0 45.0 45.0

MAX 49.0 45.0 47.0 45.0
GENDER

FEMALE 6 ( 50.0) 6 { 54.5) 5 {50.0) 17 { 51.5)

MALE 6 ( 50.0) 5 [ 45.5) 5 { 50.0) 16 ( 48.5)
RACE i

WHITE 5 [ 33.3) 3 (27.3) 4 {40.0) 11 ( 33.3) i

BLACK 4 { 33.3) 4 { 36.4) 3 {30.0) 11 ¢ 33.3)

ASIAN 2 (33.3} a [ 36.4) 3 {30.00 11 ( 33.3)
DIASTOLIC BF

N a2z 11 10 33

MEAN 80.3 80.7 80.0 80.4

STD 3.2 1.6 2.7 2.5

MEDIAN 80.0 80.0 80.0 80.0

MAX 86.0 85.0 84.0 86.0

Since this table is produced based upon a mock dataset, the
numbers included in the tabie is meaningless. We define a
macro parameter DUMMYFMT that takes a logical value
1 (yes) or 0 (no) to indicate if the numbers need to be
masked by a string ‘xxx’ for frequencies and “xxx.x’ for
others. The macro saves all numeric results to character
output variables such as C1, C2, etc. through using the
PUT data step function with numerical formats. There are
a few keywords defined with the macro for users to control
the numerical formats. When the parameter DUMMYFMT
is flagged (has a value of 1), the macro internally
associates a numeric format FAKEFMT. to each resulting
numeric variable regardless the input from users. The
numeric format is defined by using the following
FORMAT code:

PROC FORMAT;
VALUE FAKEFMT 1-95995=330(’
RUN;

OTHER="XKXX.X";

If the macro specification of the previous example (Code
2.1) were replaced by:

Code 2.3
ASUMCLIN (INSET=POP,
OUTSETwRESULT,
TMT =TT,
INV  =IRV.
BT BT,
DENOG »@CONSAGE @STATSET=|1]|2|3(8|11| GGRPTIT=AGE 1
QCAT=SEX @CATFMT=SEXPNT. SGRITITAGENDER !
@CAT=RACE @CATFMT=RACEFNT. RGRITIT=RACE !
$CON=DIAS OSTATSET=|1]2]3|8]11| GGRPTIT=DIAS. BP ,

DUMMYFMT=1) )

then the output (Output 2.2) would have become:

Output 2.3
™T 1 TMT 2 TMT 3 TOTAL

Variakle {N=12) {N=11) (N=10) {H=32)
AGE

b XXX XXX XX XX

MEAN XXX.X XXX .X XX XX

STD XXX XXX.X TX.X XX

MEDIAN XXX.X XXX.X XXX . X

MAX XXX. X XXX.X XXX XK. X
GENDER

FEMALE XXX (XXX X} XXX (XX} XXX (XXX.X) XXX (0XK.X)

MALE XXX (XXX XXX (XXX XX (KXX.X) XXX (0OK.X)
RACE

WEHITE XXX (XXX X) XXX (XXX.X) XXX (XXX.X) XXX (XXKX.X)

BLACK XXX (XXX.X) XXX (EXX.X) XX (3XXX.X) XXX (30X.X)

ASIAN XXX (XXX.X) XXX (XXX.X) XXX (XXX.X) XXX (XXX.X)
DIASTOLIC BP

N XXX X¥X XXX o

MEAN XXX XXX X XX X . X

S0 XXX.X XXX X XX xx.x

MEDIAN XK. X XXX . X XX me.x

MAX XXX XXX.X XXX X oe.X

This is an example of a table specification that usually
needs to be done as part of an analysis plan for each study.
Advantages of producing table  specifications
programmatically are as follows:

e Derived datasets and analysis variables may be more
vividly described through a set of mock datasets at the
time which an analysis plan is prepared;

s All proposed tables are achievable programmatically
because their specifications are produced through real
SAS code;

* Upon completion of generation of table specifications,
the set of table-production programs and their
associated formats of variables, titles, footnotes,
labels, etc., are all well prepared prior to the
availability of the real database. This procedure takes
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a little more time at the stage of preparing the analysis
plan, but it will save a tremendous amount of time at

the stage of producing real tables.

*  When the true database of the study is ready, real
tables can be easily produced by reassigning a value
of 0 to the parameter DUMMYFMT for each macro
invocation.

This approach has been applied fo many studies. In
average, programming time of producing a summary table
can be cut by 40-60%. This type of efficiency is very
important for a contract research organization like
Pharmaceutical Research Associates (PRA). Programmers
and statisticians at PRA have to work on table production
year round, and they have benefited from the existence of
these two macros.

For another example, the macro invocation plus the PROC
REPORT code below makes a specification of summary of
adverse events by body system and preferred term based
upon the mock dataset AE resulted from Code 1.2:

Code 2.4

ASTMCLIN (INSET «AR,
POPSET«POP,
OUTSET=RESULT,
T™T =TMT,
INV =IRV.
T =PT,
ABFREQ = @GASTERM =PREFTERE
@BODYSYS =BODYSYS
SANYARANY BODY SYSTEM,
DUMKIFET«1) ;

PROC REPORT DATARESULT PS=50 LS=132 SPLIT="{" SPACING=2 EEADLINE;
COLUMY {*--* PAGE SKEIP VARIABLE Cl1-C4);
DEFINE PAGE/ID ORDER MOPRINT:

» DEPINE SKIP/ID ORDER NOPRINT:
DEFINE VARIAELE/ID DISPLAY "Variable® WIDTH=l9 LEFT FLOW:
DEVINE CL/DISPLAY “TMT 1|--| (K=&NPT1)" WIDTH=1l CENTER;
DEPINE C2/DISPLAY “TNT 2|--| [K«&NPT2)" WIDTH=11l CENTBR;
DEFINE C3/DISPLAY “INT 3|--| (N«&NPT2)" WIDTH=1ll CENTER;
DEFINE C4/DISPLAY ®TOTAL|--| (N«&RPT4) " WIDTH=1ll CENTER:
BREAK AFTER PAGE/PAGE;
BREAX AFTER SKIF/SEIP;

RON;

e The parameter AEFREQ specifies the task of
summarizing adverse events, where the keyword
@AETERM and @BODYSYS specify the preferred-
term and body-system variables, respectively. '

o The keyword @ANYAE specifies a string of
descriptive text for a summary row of adverse events
across all preferred terms and body systems.

e The output variable PAGE and SKIP are created for
the REPORT procedure to use as page-break and skip-
break variables, respectively.

The output from the REPORT procedure is as follows:

ADVANCED TUTORIALS

Ouatput 2.4
T 1 ™ 2 MT 3
vVariable {Ne12) (Ww12) (N=10)
ANY BODY SYSTEM XXX {XMX.X) XXX (XXX.X) X (OXK.X)
BODY AS A WHOLE XXX (XXX.X) XXX (XEX.X) RXX (XXX.X)
FREFERRED TERM 1 XXX (XXX.X) XXX (XXX.X} XXX (OXX.X}
FREFERRED TERM 2 XXX (XX¥.X) XXX (XXX.X) XXX (XXX.X)
PREFERRED TERM 3 XXX (XX¥.X) XXX (XXX.X} XXX (XXX.X)
PREFERRED TERM 4 XXX (XXX.X) XXX (XXX.X) XXX (XOX.X)
FREPERRED TERM 5 XXX (XXX.X) XXX (XXX.X) XXX (XXX.X)
FREPERRED TERM € XXX (XXX .X) XXX (XXX.X) XXX (XXX.X)
PREFERRED TERM 7 XXX (XXX.X) XXX (XKX.X) XXX (XXX.X)
PREFERRED TERM B XXX (X¥X®.X) XX {(XXX.X) XXX (XXX.X)
CARDICVASCULAR XX (XXX .X) XXX (XXX.X) XXX (XXX.X)
PREFERRED TERM 1 XXX (RXX.X) XXX (XXX.X) XXX (XXX.X)
PREFERRED TERM 2 XXX {EXX.X) XEX (3X.X) XXX (XXX.X)
PREFERRED TEEM 3 XXX (X¥KX.X} XXX (OIX.X) XXX {XXX.X)
PREFERRED TERM 4 XXX (¥XE.X) XXX (OO.X) XXX (FXX.X)
PREFERRED TERM 5 XXX (XKX.X]) XXX (XXX.X) XXX (XXX.X)
PREFERRED TERM § XXX (XX.X) XXX (XXX.X) XEX (XXX.X)
PREFERRED TERM 7 XXX (JKK.X) XXX (XEX.X) XXX (XXX.X)
PREFERRED TERM 8 X (JOOK.X) XM (XXK.X) XXX (KXX.X)
DIGESTIVE XK (XHK.X) XXX (KKK XOR {XKX.X)
PREFERRED TERM I XXX (X00.%) XXX (X00.X) XK (XKX.X)
PREFERRED TERM 2 XXX (XXX.X) XXX (XXKX.X) XXX (XXX.X)
PREFERRED TERM 3 XXX (XXX.X) XXX (XXKK.X) XMX (XXX.X)
PREFERRED TERM 4 IXX (XXX.X) XXX (XXX.X) XXX (XEX.X)
PREFERRED TERM S XX (KXX.X) XXX (XXX.X) XXX (XEX.X)
PREFERRED TERM 6 XXX (XXX.X) XXX (XXX.X} XXX (XXX.X)
PREFERRED TERM 7 . XXX (XXX.X) XEX (XXX.X} XXX (XXX.X)
FREFERRED TERM 8 XXX [(XXX.X) XXX (XXX.X) XXX (XXX.X)
B T R e

3. APPLICATIONS TO A HYPOTHETICAL STUDY

A hypothetical study is created here to ciearly illustrate a
sample application of these two macros to analyses of
clinical data. This hypothetical study is assumed to be 4
weeks, multi-center (4 levels), randomized, parallel, mutti-
dose (2 leveis: low and high), double-blind, and placebo-
contrelled. A total of 150 patients will be randomly
assigned to one of three treatment groups: low dose, high
dose, and placebo. There will be 50 patients in each group.
Baseline evaluations will include age, sex, race, height,
weight, respiration (RESP) and heart-pulse rates (PULSE),
systolic (SYST) and diastolic (DI4S) blood pressures,
hemoglobin (HGB), hematocrit (HCT), and serum iron
(IRON). Efficacy assessments include HGB, HCT, and
IRON made at Weeks 1, 2, 3, and 4 or at the termination of
the study. Concomitant medications and adverse events
will be recorded during the study period. In addition, the
vital signs WEIGHT, RESP, PULSE, SYST, and DIAS will
be evaluated once more at the end of study.

The primary efficacy variable of the study is hemoglobin
evaluated at the end of study, which will be analyzed by
using analysis of variance with effects of center, treatment,
and their interaction. Except for an overall treatment
comparison, other comparisons of interest are high-dose
vs. placebo, low-dose vs. placebo, and high-dose vs. low-
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dose in the mear change of hemoglobin from baseline.
The other efficacy variables will be analyzed in the same
manner.

A Mock Population Dataset

The macro application below creates a mock population
dataset MOCKPOP with the variables described above as
well as variables for treatment group (7M7) and patient
number (PT). The variables TMT and PT are created due
to the specification of the parameter PTS which informs
the macro the number of treatment groups and the number
of patients per treatment group, respectively. In addition, a
flag variable for completeness (COMP) and a categorical
variable of six levels for reason of discontinuation
(REASON) are also defined with the dataset. The
subsequent data step ensures that the categorical variable
REASON is defined only when a patient does not complete
the study (COMPLETE=2). There are a total of 22
variables and 150 observations in this mock dataset.

XEDATASET (OUTSBT=MOCEPOR,
PTS  «|50/50|50|,

VARS #«¥CATaCENTER @LEVELS=d !
SCAT=5EX SLEVELS=2 1
S4CAT=RACE SLEVELS=4 L
SCON=AGE QUPAN=45 @5TDa5 OGCONTFMTaZ. t
SCONaDTIAS] OMEAN=S80 @5TDa2 @SCONFMTa3. !
SCON=IYSTL QMEAN=120 @5TDa3 @SCONTMTa3. t
SCON=RESPL SUEAN=20 @5TD=l @CONFNTa2. 1
ACON=PULSEL JMEAN=70 @5TD=2 @CONFMTa3. !
SCON=WEIGHT1 OMBAN=140 @&5TDa20 SCONFMTa3. !
SCON=DIAS2 @MEAN=80 @S5TD=2 SCONFMTa3. !
SCONSYST2  OMEAN=120 #@5TDa3 OSCONFMTa3. !
SCON=RESP2 OMEANN=20 $5TD=1 JICONFNTa2. !
ACONaPULSEZ ¢MBAN=70 @$S5TD=2 OCONFXT=3. !
. @CON=WEICHT2 OMEANa=140 @STD=320 SCONFMTa2. !
SCON=HRIGHT @MEAN=S5.3 ¢S5TDal SCONFMT=3.1 !
SCON=FGE OMEAN=Y .5 @STD=l @CONFETad.l !
SCON=BCT AMEAN=2ZD @5TD=3 @CONPNT=4.1 !
CON=IRON GMEAN=1]1 #5TD=l @CONFNT=4.1 !
SCAT=COMP GLEVELSa2 1
SCATaRFASON ALEVELS=S )i
DATA MOCKEOP;
SET MOCK POP;
IF COMPLEIE~1 THER REASOMH=.;

RN ;

The variable DI4S? and DIAS2? are baseline and post-
baseline evaluations of diastolic blood pressure. The other
vital signs variables are similarly defined.

A Mock Efficacy Dataset

This mock dataset MOCKEFF is created based upon the
mock dataset MOCKPOP. The three efficacy variables
HGB, HCT, and IRON are generated for each patient at
each week. The keyword @CATFMT specifies a format
weekfmt for the corresponding variable WEEK and
instructs the macro to define it as a character variable.

PROC FORMAT;
VALUR WEEXPMT la"Weak 1* 2=*Week 2* 3="Week 3* i="Heoek 47;
ROM;

SMDATASET (POPSRT=HOTKPOP (KEEP«CENTER #T. SEX],
OUTSET«MOCKEYF,
BYVARS»ECAT=WEEK
VARS =8CCH=HGB

SCONETT
SCON=IRON

BLEVELSs4
GMEAMnS .6
GHEAN=23
AUEAMwLL

SCATFMT=WEEKFMT . .
5T  SCONFMT=4. !
5TD=3 QCONFNT=4.l |
@2T0=2 SCONFNT=4.1 )

A Mock Medication Dataset

The macro invocation below creates a mock medication
dataset MOCKMED. Each patient is assumed to take one
medication {either pre-baseline or post-baseline) from each
medication category. The FORMAT procedure defines
formats medcat and medpref that are used for the macro to
create the medication category and medication preferred
term as character variables. The variable PERIOD is
created to identify if the medication is taken before or
during the treatment.

PROC FORMAT;

VALUE MEDPREF 1«”MEDICATION 1° 2«"MEDICATION 2”7 3«"NEDICATION 37
4u”EEDICATION 4" S«"MEDICATION 5° 6«"MEDICATION 677

VALUE MEDCAT 1a"CATEGORY 1~ 22~ CATEGORY 2~ 2s"CATEGORY 3~
4a”CATEGORY £~ Se”CATEGORY 57 6a"CATEGORY &%)

SMDATASET (FOPSET«MOCEPOP {(KEEP=CENTER FT SEX).
OUTSET=MOCEMED,
RBYVARSw@CATEEDCAT GLEVELS=6 STATFXT=MEDCAT. ’
VARS w@CATwPREFTERM QLEVELS=E FUATFMTsMEDRREF . H
SCAT»FERIOD QLEVEZLS=d FTATFET<PERIOD, 1 ¥

A Mock Adverse Events Dataset

The mock adverse-events dataset MOCKAE is created by
the following macro invocation:

PROC FORMAT;

VALUE BODYPHT
a "BODY AS A WEOLE®
PCARDIOVASCULAR®
"DIGESTIVE"
PENDOCRINE®
"HEMATIC®
*MUSCULOSKELETAL"®
= "NERVOUS/PSYCRIATRIC"
= "RESPIRATORY"
10 = "SKIN®
11 = "SPECIAL SENSES®
12 = "UROCENITAL®

WoNlHmeWwNM
AR E NS

H
VALUE PREFFMT

1 = *PREFERRED TERM 1°

2 « *DPREFERRED TERK 2*
= *PREFERRED TERM 3*
= *PREFERREDL TERM 4%
« *PREFERRED TERM 5"
= *PREFERRED TERM 6"
= *PREFERRED TERM 7"
= “PREFRRRED TERM 2°

- m AW

IN;

WUDATASET (FOPSET=MOCKPOP {KEER=CENTER FT S5EX),

OUTSETaMOCKAE,

EYVARSsSCATeBODYSYE @SLEVELSall SCATFET<BODYFNT. |
SCAT»PREFTERM SLEVELSad SCATFETSPREFFMT. .,
=@CAT=RELATED QLEVELS=2 1

VARS
: SCAT=INTENS  @LEVELSa3 y:
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The parameter BYVARS specify two categorical variables
BODYSYS and PREFTERM that represent the body system
and preferred term of an adverse event, respectively. This
specification implies that each patient will report eight
different adverse events of each body system. The variable
RELATED is created to record if an event is related to
treatment or not (1=yes, 2=no), and INTENS is created to
record the intensity of an adverse event with three levels;
1="mild’, 2=’moderate’, and 3="severe’. .

Utilzing the mock datsets created above, table
specifications for the following summaries can be easily
produced:

Patient Disposition

Patient Disposition by Center

Demographic and Baseline Characteristics
Demographic and Baseline Characteristics by Center
Prior and Concomitant Medications

Efficacy Assessments

Adverse Events by Body System

Adverse Events by Body System and Intensity

Vital Signs

Each table specification is generated with an execution of
SUMCLIN followed by an application of the REPORT
procedure. Since the REPORT code 1is very
straightforward (see Code 2.2) and is very similar from
one application to another, the following applications
present only macro specification part.

Patient Dispesition

The keyword @CATFMT specifies a format for each of
the categorical variable, and @INDENT specifies spaces
1o indent the text of the output variable V4ARIABLE for the
summary of the corresponding variable (the default is 2).

SSUNCLIN (INSET =KOCKPOP,

CUTSET-RESULT.
THT =TKT,
T =PT,

DEMOS =3CAT=COMF 2CATFMT«COMP. OINDENTs( 1
@CAT=REASON @CATFMT=REASOM. @IMDENT=2
SGRETIT=Reason of Discontinuation.

DIMACYFET=1) ;

Low migh Placebo

Variable (H=50) (H=S0) {H=50)
Complated XXX (XXX.X) XIX (XXX.F¥) IXX (IIXL.X)
Dimcontinued XXX (¥XX.X} XXX (XXX.X) XXX (XXX.X}

of Di ion

Iack of Compliance XXX (XXX.X) XXX (XIX.X) XXX (XXX.X}
Abnoxmal Lab. Values XXT (ITX.X) XXX (XXX.X) XXX (XXX.X}
Mverse Event XXX (XIXX.X) XXX (XAX.X) XXX (XXX.X}
Daath XYY (XXT.X) XAX (XXX.X) XXX (XXX.X}
Lost of Follow-up XXX (ZXX.X) XIX (XIXX.X) XXX (XXX.X)
Other XXX (XXX.X) XXX (XXX.X) XXX (XXX.X)

ADVANCED TUTORIALS

Patient Disposition by Center

The macro SUMCLIN features a parameter STRATA to
enable users to specify a categorical variable for a
summary stratified by the categorical variable. Hence,
this task can be easily achieved by adding a parameter
specification “STRATA=center” to the previous example.
The code and its results are as follows:

QUTSET=RESULT,
TMT  «TMT,
PT wPT,

DEMOGC =@CAT=COMP  @CATFNT=COMP. SINDENT=0 1
QCAT=REASON @CATFNT=REASON. ®INDENT=2
AGRPTIT=Reason of Discontinuationm.

Demographic and Baseline Characteristics

The keywerd @STATSET selects a set of descriptive
statistics for a continuous variable and @CATVAL
specifies all possible categories of a categorical variable in
case that there are a few categories defined in a case report
form but not observed.

STRATA=CENTER .,
DUMMIFNT=1) ;
O L I T T L CRRTER L cecmmcacmmacameamamecmnnmene |
1 i
g S 3
! Low High Flaceba !
. ee;eamesssscsas ssesse=sccs ssewmemsasas |
| Varisble (Kel3) (Wn22) (Nw13) i
| mmmmmeemamsesasmeesssseseesemeemmmmemmemmemceeseesesesseeeoe i
| Completed IIX (IXX.X} IXX (IXX.X)} XXX (XXX.X) |
| Discontinunead (IXX.x) IXX {IXX.X} XXX (XXX.X) |
i i
{ Reason of Discontinuation i
i Lack of Compliacce IXX {IXX.X) XXX (XXX.X} XXX (XXX.X) i
; Aboormal Lab. Valuas ZXX {IXX.X) XXX (EXX.X) ZXEX (XXE.D) |
. Advarse Event IXX {XXIX.X) XXX (XXx.x} XIIX (IXX.I) '
! Lost of Fellow-up IXX (IXX.Y) IXX (XIX.X) XXX (IXX.X) )
! other IXX {Xxx.r) IIX (XXZ.X) XXX (IXX.XT) |
] 1
---------------------------- CENTERRZ v <msasasansmoooosoommooons
Low High Placebo
Variable (¥=12) (N=12) {Nal3)
Completed XXX (XXIX.X) XXX (XXX.X) XXX (XXX.X)
Discontinued XXX {XXX.X) XXX (XXX.X) XXX (XXX.X)
Rsason of Discomtinuation
Lack of Compliance IXX {IXX.X) XXX (XXX.X) IIX (XXX.X)
Abnoranl Lab. Values XXX {XXX.X) XXX (XXX.X) XXX (XXX.X)
Advearse Bvent ZXZ {XXX.X) XXX {(XXX.X) XXX (IXX.X)
Lozt of Follow-up XXX (XIXX.X) XXX (XXX.X) XXX (XXX.X)
Other XXX {IXX.X) XXX (XXX.X) XXX (IXX.X)
R o e S R A N R P R R R e PR R R R D s R R AN A 0

I

; SSUMCLIM (INSET =MOCKPCP.

CUTSET=RBSULT.
TMT  «THY.
Pt =PT.
B R N R L A SRV A VANV RGN
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N NN NN N N NN NN N N N NN N

1 t
! DEMOG =@CAT»SEX SCATFET=SEXFNT. GGRETIT=Cender 1 :
! @CON-ATE @STATSET=|1]2|3| GGRFTIT=Age v f
! €CATaRmce  SCATFNT=RACEFHT. ¢UREFTIT=Race [
! 6COM=DIASL GSTATSET=|1|Z[3| GGRPTITsDimstolic BF I |
! SCON=5YST1  @STATSET=|1|2]3| @GRPTIT=Systolic BP | !
! SCON=PULSEL @STATSET=]1|2|3| 6GRPTIT=~Pulse Rate | |
i SCON=RESPL  OSTATSET=)1|2|3| @ORPTIT=Respiration ! |
H SCON=WRICHTL @STATSRT=|1[2{3| €GRPTIT=Weight v
H QCONHEIGHET @STATSET=|1|2|3| @URPTIT=Eeight P
i DUMWYFMT=1) ; i
e e e i _ i
T T T T T T T T T ]
i i
} ceesssetcvesrereseeemeeeseeeoeoceeeceaenvees seebmeormaasaaaae ]
H ow High Placabo TOTAL H
; Vvariable {(N=50) (M50} {¥=50} (X150} Ii
i Gemder T T
! rmave 2XX (ZXX.X) XXX (XXX.X) XXX (XXX.X) XXx {(xEzx.x) !
! MALE XXX (EEX.X) XXX (XXX.X) XEX ($XX. X} XXX {XXX.X) !
) 1
i age - i
I xEX xxx xxx XXX !
. XXI.X XXX.X Ixx.X IXX.X 1
i s L. X XX¥.X Iox.x XXX.X i
i i
| Race H
{ wEITE IXY (XXX.X) XXX (XXX.X} XXX (XXX.X} XXX {XXX.X}
j BLAcK XXX (XXX.X} XXX (XXX.X) XXX (IXX.X) ZXX (¥2X.X) |
} ASIAN XXX (ZXX.X} XXX (XXX.X} XEX (XIX.X) ZEX (ZXX.X)
;  omEER IXX (ZXX.X) XXX (XXX.X) XXX (IXX.X) IXX {XXX.X)
! Diastolic BP !
! ow = xxx = x5z !
! wmaw xxx.x xxT.X 2IX.X x.3 !
! sm xx.1 ZXX.X Ixx.x =I.X !
} i
I systelic BP !
[ § zxx xxXx xxx xxx !
P MEAW XXX XXX X . X X X 1
)} 8™ XXX xxx.x xxY X XX i
i 1
{ Pulse Rate H
. Xz xxx x xxx i
[ MERN Xxx.x xxx_ x Irx x XXX x ;
| ST XXx.x xxx x xry.x xxx.x ;
: Raspiratien :
] =x xxx xx x .
' umaw e x =x.x oxx.x xxx. x !
! sm xr.x IXI.x xxx.x xxx.x !
i i
! Eeight 4
! XX xxx =y xxx 1
| AN xrx_x xex. x 1xx.x xxx_x !
i s xrx_x xex.x xY.X Ixx.x i
i i

-

Demographic and Baseline Characteristics by Center

This task can be achieved in the same manner as in the
example above for patient disposition by center.
Specifically, this can be done by adding the parameter
specification “STRATA=center” to the macro invocation
of the previous example.

Prior and Concomitant Medications

The parameter POPSET specifies a population dataset that
is used for the macro to count the number of treatment
groups and the number of patients per treatment group.
The parameter AEFREQ is specified to summarize
medications in the same manner as to summarize adverse

events (count the number of events by patient). The
keywords @AETERM and @BODYSYS specify the
preferred-medication-term  and  medication-category
variables, respectively. The parameter RSTRATA is
defined within the macro to specify a set of categorical
variables for a stratified summary. Here, the variable
PERIOD is specified to the parameter, which instructs the
macro to summarize medications by time period; prior and
concomitant medications. This stratification variable is
included in the output dataset and can be included in the
BY statement of the REPORT code for a stratified print of
the results.

i i
] ASUMCLIN(INSET  «MOCKMED, i
; POPSET =MOCKPOP, H
GUTSET =RESULT, !
! ™T -, !
! »T =PT, !
! ARVRED wBARTERM ~MEDTERN !
| @BODYSYS =MEDCAT !
i @ANYAE=ANY MEDICATICHS, !
! RETRATA «PERIOD, [
[ DUEMYFMTe1) 5 ]
e e e e e e et e e mem !
CrTTTT T T =T
R e PERIODsPrior Medicatior ---~--ce-rcccrroacuaaa 1
i 1
} e addme o cmmmmmmmmmesesmaseseeesmmeeeeemmemeseseeameeeesm—e—mem——— i
i Low High Placebo TOTAL |
I emmmmeeceee semmmemmeea mmemmeceess  ecmeemeeea
i Variable (M=50) {N=50) (Hw50) {=150) |
| eocemmemnmmmsssesessessesesssssessssscssssisesescescessmmemneens !
] ANY MEDICATIONS XXX(XXX.X) XEX (XXX.X) XXX (¥XX.X) XXX (XXX.X)|
i
; CATBGORY 1 XKX(XXX.X) XXX (XXX.X} XXX (XXX.X) XXX cm.x)z
{ WEDICATION 1 XXX(XXX.X) XXX (ZXL.X) XXX (XXX.X) XXX (XXX.X} .
! MEDICATION 2  XXE(XXX.X) XEX (XXX.X} XXX (XXX.X) XXX {(XXX.X).
! MEDICATION 3  XXX(XXX.X) XEX (EXX.X} XXX (XXX.X} XXX (XXx.X}!
! MEDICATION 4  EXE(XXX.X) XEX (¥XX.X) XXX [XXX.X) XXX (XXX.X)
! MEDICATION 5 XXX(XXX.X) XEX (ZXX.X) XXX [XXX.X) XXX (XXX.X]
!  MEDICATION 6 XXX(XXX.X) XXX (XXX.X} XXX (XXX.X) XXX (XXX.X)
]
| CATRGORY 2 IXX(XXX.X) XXX (XXX.X) XXX {XAX.X) XXX (XXX.X)
{  MEDICATION 1  XXX(XXX.X) XEX (XXX.X) XXX {XXX.X) XXX (XXX.X)
i MEDICATION 2 XXX{XXX.X) XKX {XEX.X} XXX (XXX.X) XXX (XEX.X)
{ MEDICATION 3  XXX(XXX.X) XEX (XXX.X)} XXX (XXX.X) XXX (XXX.X)
{ MEDICATION 4  XXX(XXX.X) XXX (XXX.X} XXX (XXX.X} XXX (XXX.X)
i MEDICATION 5 XXX(IXX.X) XXX (XKX.X) XXX (XXX.X) XXX (XXX.X)
! MEDICATION 6§ XXX(XXX.X) XXX (XXK.X) XXX {XXX.X} XXX (XXX.X}
i
B S R A R R e SO
[ e ;
i '
T FERIOD=Concomitant Medication ~-----==~m== e !
] I
emmenmsems et e i
' Low Eigh Placebo TOTAL !
I  esscascsmcen cvecccsccss cccmcacwnme eamseasscaemn ]
i variable (Ma50} (N=50) (Ha50) {§e250) |
R e ettt ittt 1
| ANY MEDICATIONS XXX(XEX.X) XXX {XIX.X) XXX (XXX.X) XZX (XXX.X}|
I [}
| CRTEGORY 1 XXX(XXX.X) XXX (XXX.X) XXX (XIX.X) XXX (XXX.X}]
| MEDICATION 1  XXX(XXX.X) XXX (XXx.X) XXX (X3X.X) XXX (XXX.X};
; MBDICATION 2 XER(XIX.X) XEX (XXX.X) XXX (XXX.X) XXX (XXX.X};
; MEDICATIOF 3  XEX(XXX.X) XXX {XXX.X) XXX (XXX.X) XXX (XXX.I};
{ MEDICATION 4 IEE(XXE.X) XXX (XKX.I) XIX (XIXX.X) XXX (DXX.3) .
¢ MEDICATION 5 XXK(XEX.X) XXX (XXIX.X) XXX (XXX.X) XXX (XXX.X}.
: MEDICATION 6 XXX(XXX.X) XXX (XXX.X)} XXX (XXX.X) XXX (xxx.x?i
| caTeGORY 2 XYY (EY¥.¥) XXX (XXX.X)} XXX {¥XX.X) XXX (XxX.X)!
!  MEDICATTON 1 XXX {XXr.X) XXX (XXr. X) XXX (X¥X.X) XXX (xxx.X)!
| MEDICATION 2  XEX(XXX.X) XXX (5XX.X} XXX (XIX.X) XXX (xxx.x)|
| MEDTCATION 3 IXX{XXX.X) XXX (XXX.X) XXX (XAX.X) XXX (XXX.X)|
i MEDICATION 4 IEX(IEX.X) XXX (KXX.X) XXX (EXX.X) XXX (XXX.X) |
| MEDICATION § XXX(IXIX.X) XXX (XXX.X) XXX (XXX.X} IIX (XXX.X)|
I 1
A 2z
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Efficacy Assessments

The parameter DEMOG is specified in the macro
invocation below to summarize more than one variable,
and the parameter STRATA is specified to analyze the
efficacy variables stratified by visit week. The keyword
@PFLAG is flagged to instruct the macro to perform p-
value calculations. The keywords @CLASSES and
@EFFECTS specify the class variables and model effects
of a linear fixed model, respectively, upon which the p-
values of treatment effects are calculated. The keyword
@PAIRWISE is flagged to insiruct the macro to perform a
pair-wise comparison of treatment groups and report the
associated p-value.

POPSET=MOCEPOP,
OUTSET=RESTLT, AEFPREQs QAETERE =PREFTERM
TMT  aTMT, @BODYEYS =BODYSYS

ADVANCED TUTORIALS

Adverse Events and Vital Signs

The code below generates specifications for three
summary tables; summary adverse events by body system,
summary of adverse events by body systern and intensity,
and summary of vital signs. The data step is used to derive
variables of change from baseline in vital signs. In this
step, an index ID is defined to identify the time point of
the vital signs. The parameter TXSTRATA is flagged to
instruct the macro to transpose the results along the levels
of the stratification variable so that summaries at different
levels stay column by column. Similarly, the keywaord
TXINT is flagged to transpose the results along the
intensity levels.

Sammary of Adverse Events by Body System

LSUNCLIN{ INSET sMOCEAE, POPSET=MOCKPOP,
CUTSETsRESULT, TET =TT, PTaPT,

PT =PT,
DEMOG =@CON=CBG_AGE @STATSET =1)2{3 DUMMYFETal)} ;
OGRETIT =Hemoglobin SPFLAGal L _ _ _
QPAIBNISE=l @CLASSESCENTER TMT N o -
@EFYECTS =CENTER TET CERTER*THT ! ;
8CON=CHG_HCT @GRPTIT sHematocrit @PFLAGel | D e memmeeememeaccesame———e PO, wr————
BCON=CEG_IRON SGRETIT « Serux Ircn ¢PFLAGal ] ! Low HEigh Placebo
RSTRATA =WEEX, L eemeame—e mmmen cammme  tmbmmmemee
DUMBYFHTal) ; : Variable {N=50} (Ru50) {R=50) !
...................... e ——————— ]
"""""""""""""""""""""""""""""""""""" ) ANY BODY SYSTEM XXX (XXX.X) XXX (XXX.X) XXX [XXX.X) !
"""""""""""""""""""""""""""""""""" } ) |
............... wmwmactess WEEKuWOBK 1 ---cueeeocemmmceccsvevonanan ! BODY AS A WHOLE XXX (XXX.X} XXX {XXX.X) XXX (XXX.X) i
! i PREFERRED TERM 1 XXX (XXX.X} XXX (XXX.X) XX (XXX.X) i
b e e e e e e mm—m - i i PREFERRED TERM 2 XEX (XXX.X} EXX (XXX.X) XXX (XXX,X) i
i Low High Placebs i i PREFEREED TERM 3 XXX (KXX.X} XXX [XXX.X) XXX (XXX.X) i
i afiae acaee [P i ] PREFERRED TERM 4 XXX (XXX.X) XXX (XXX.X) XXX (XXX.X) i
ivarisble  (Na50) (H=50) (§a50) » P2 PR3 P23 i FREFERRED TERM : = :ﬁ:; e :g:: — :x:; i
| T —— B L e 1 | PREFERRED TERN . . . I
| Bemoglobin : i PREFERRED TERM 7 XXX (XXKX.X) XXX (X¥X.X) EXX (XXX.X) i
[ ox - xx ZL.IXX  X.XXX  X.XX  X.XXX| i PREFERRED TERM 8 XXX (XXX.X) XXX (XXX.X) XXX (XIx.X) i
| MEAN xXx.x IXX.x XIX.X | ' .
! e 0x.x DX.X  XIEX : ! CARDIOVASCULAR XXX (XEX.X) XXX (OX.X) XKX (XKX.X) !
1 . - - 1 [} L)
: : : PREFESRED TERM 1 XXX (XXX.X) XXX (XXX.X) XXX {XXX.X) ;
{ Bamatocrit ; i PREFERRED TERM 2 XXX (XXX.X) XXX (XXX.X) XXX (2XX.X) ;
i X XXE xax xxx Lox X.EXXx XXX R.ERX, e e s A e A A A A e s A A eI
M m m‘x m.x m.x i RV W A N N W i e N N N A WA N i e S i P e e e -
! sm XXX  XIXX.X XXX.X ! s man A R e e S o £ £ o = e = o s e
! ! ! Summary of Adverse Events by Body System and Intensity !
! gerum Iren ! ! !
[ | xxx > XXX X.XXX X.XXX X.XXX x.xxx! ! 4SUMCLYN( INSET <MOCFAE, POPSET-MOCKFOP, !
T MEAN XXX.X  XXX.X XXX.X ! ! CUTSET=RESULY, TNT  THT, PT=FT. !
' s XXX.X  2xXX.X XKE.X ! ! ABPREQs QAETERK=PREFTERM @BODYSYS=BODISYS '
i t ! SINTENSTY=INTENS QTXINT=1l J
- e S R S e mme T 1 BANYAE-ANY BODY SYSTEM, t
[ e e e ey 1 i DUMMYFETa1) ; i
| evomcmnommamaamccanccnan-a WEFEaW@ek 2 ---cveerevemeromasnmansnaan-" ! e e et e e s st e e e e A
] 1
ittt Srmwwssssesnnnos H ¢ Summary of Vital Signs !
! Low Eigh Placebo 1 i i
! s ! | DATA VITAL (XEEP=CENTER PT ID DIAS SYST PULS RESP); !
|Variable  {(Na50) (He50) (Ne50} ? Pz P13 P2 3| I 8B XOCKDORS i
[tiaiy ;;;; """"""""""""""""""""""""""" - ! ID=l; DIAS=DIAS1, SYST=SYSTL; PULS=PULSBl; RESPeRESP1; OUTPUT; !
{ Bamog ! | Ibe2; DIAS=DIASZ: SYST=SYST2; PULS=FULSE2; RESPeRESPZ; CUTPUT; !
iw e e =, v o Laxx X.XEX| i ID=3; DIAS=DIAS2-DIASL SYSTaSYST2-SYSTL; i
{ MRAN XXz.X XXX XXX, i i PULS=PULSE2 - FULSEL: RESPuRESP2-RESTl: OUTFUT: i
y ST IXX.¥ rxx.x Xxx.x i e H
4 ! H ]
1] 1 [} ]
; Gematocrit i | XSUMCLIN( INSET =VITAL, FOPSET-MOCEPOP, H
H : : g : g x LIXX I.XXX X.JXX  X.XRX H OUTSET-RESULT, TMT  =TMT, PTaET. i
H ARAY - . M i H DEOG»3CON=SYST @STATSZT=1|2]3|8]21 #GRETITaSystolic BE !,
; ST o:z.x x.x Xxx.x i i @CON=DIAS BSTATSET=1|2|3|8|21 @GRPTIT-Diastolic BEI;
H i ; @CON=FULS @STATSETel|2|3|8|21 #GRPTITaPulze Rate !
: Serun Iran : ' @COR=RESP @STATSET=1|2]3}8]11 @GEPTITsReapiration , !
1w 2z x xrx I.XXX X.XXX  X.XXX X.XZx! ! STEATA 1D, ) . I
| A XX LIX.X IXI.X i ; TXSTRATASL, i
[ IXZ.X XXX IEX.X i i TITTMTa1) 5 i
] 1 i ]
AR R ARR AR AR ARSI R PP PP e P e Tt i
’ .
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Summary of Adverse Events by Body System and Intensity

------------ Low (NmBOQ)e«ron~cecocsse accccmwwmcecHigh (Na§0)<-==c-c=-c-c -cccc.-e--placebd (NeB0)--c--e--eaw-

Vaxiakble Mi Mo Se Aty Mi Mo se Any Mi Mo Se Any
ANY BODY SYSTEM XX xx XX XXX (XXX.X) XXX XX XXX XXX (XXX.X) XXX XXX XX X (XX.X)
BCDY AS A WHOLE p.o. 4.4 XXX X XXX (XXX.X) XXX XXX XXX XXX (XXX.X) XXX h4-4 4 XX XXX (XXX.X)
FREFERRED TERM 1 b.4.4.4 XX =X XXX (XXX.X) XXx XXX X IXX (XXX.X) XXX XXX XXX XXX (XXX.X)
FREFERRED TERM 2 == XX XXX XXX {XXX.X) XXX XXX XXX XX (XxX.X) XXX XXX XXX XXX (XXX.X}
PREFERRED TERM 3 XXX XXX xxx XXX (XXX.x) XXX XXX X XXX {XXX.X) XXX XX XXX XXX (XXX .X}
PREFERRED TERM 4 XXX KEX XXX XXX (XXX.X) XXX XXX XXX XXX [XXX.X) XXX XXX XXX - XXX (XRX.X}
PREFERRED TERM 5 XX XKX XXX XXX (OX.X) XXX xxx XXX XXX {XXX.X) XMX XXX X¥X XXX (XXX.X)
PREFERRED TERM 6 XXX XXX XXX XAX (O.X) XXX XXX XX REX (XMX.X) XRX XXX XXX XXX {XXX.X)
FPREFERRED TERM 7 XXX XX XXX XEK OOIX.X) o XRX XXX XXX XXX (OXX.X) XXX XEX IXX XX (XXX.X)
PREFERRED TEBRM 8 bo'vd XXX XXX OXKX QO.X) XXX XX XXX XXX (XMR.X) XX XXX XXX XXX {XXX.X)
CARDIOVASCULAR w00t XXX XXX XX DOOCLX) XXX XXX XXX XEX (XXX.X) XXX XXX XXX XXX {XXX.X)
PREFERRED TERM 1 XX XXX XXX XXX DOX.X)  KRX XXK XXX KEX (XX.X) XXX XXX XX XXX {KKX.X)
PREFERRED TERM 2 XHX XXX AXK  OAXX (XXX.X)  XKX XXK HXX XXX (XXX.X) XXX XXX XX KK {KKX.X)
PREFERRED TERM 3 XXX XXX XXX XX DOOCX) XRM XXX WK EXX (XK.X) 00 XXX XXX 0 {KXX.X)
PREFERRED TERM 4 XX xxx XXX XXM (XXX KXX XXX XXX XXX [OO0.X) A XXX X XXX (XXX.X)
PRRFERRED TERM 5 XK XXX XXX 000 (O.X) XXX XXX WX XXX (XXX.X) XX XXX XXX O (XKX.X)
PREPERRED TERM 6 XK XXX XXX OO0 OO00X) XXX XXX WV AKX OKLK) X XXX XX X (XKK.X)
PREFERRED TRRM 7 ey XX XXX XXX (XXX.X) XXX XXX XXX XEX (OXX.X) X XXX XXX 0O {XXX.X)
PREPERRED TERM 8 XK XXX XXX OO0 (XXX.X) XXX XXX XXX OXEX (XXX.X) XXX XXX XXX XXX {XXX.X)

3 o A N A A A N NN N NN AN - AT A AATAS : A AN A AT/ TR W
R A A A A A e N A A N A SN A AN SN A A A S A AN AN A A SN SIS AN AR S A

T
1

! Summary of Vital Signs

L e aeemmmemeemmmemmmesomesmmeesmesesassemmmmeesemnnnessenmesesnsees

E ------ Low (Ne5Q)}~=a==s =-=n- High (Ha50)------ --«-Placebo (Nm50)----

i Variable Pre Post Change Pre Post  Change Pre Post Change Pre Post Change
! Systoliec BP

1 N XXX XX¥ XXX AXX XXX XXX X pe's d XX XXX AKX XXX
! MEAN AXX.X  XKX.X  XEX.X  XNX.X  XXX.X  XKX.X  XXX.X KXX.X XX.X  XKAX.X  XXX.X  XXX.X
! STD AXX. X XXKK.X  XXX.X XXX XXX.X  RXX.X  XXX.X XXX.X XXX.X XXX XXX.X XXX.X
1 MIN XXL.X  XKK.X  XXX.X XX XXX.X O XXX.X  XXX.X  XXX.X  XXX.X 0 RKAX.X XKX.X  XXX.X
! MAX XIX.X  XKX.X  XXX.X XXX XXX.X  XKX.X  XXX.X XXKX.X XXX.X RKEX.X  XXX.X EXX.X
1

i Diastolic BP

H N AXX oo d XXX peeld XXX XXX XXX XXX XXX HXH XXX XXX
H MEAN XAL. X KAX.X  KXX.X  XXX.X XXX XXX.X  XEX.X 0 XXX.X XXX.X  XXX.X XKX.X  XXX.X
H sTD XKX.X  XOC.X  XXX.X  XX¥.X  XKXX.X  KHX.X 0 XXX.X XXX.X XEXX.X  XXX.X  XXX.X  XXX.X
; MIN XXX.X XXX XKXX.X XXX XOOK.X  XXX.X  XXX.X 0 XXX.X X¥X.X  XXX.X OX.X  XXX.X
; MAX XXX.X  XXX.X  XXX.X XXX.X OO0.X XXX.X  XXX.X XX XXX.X  XXX.X  O.X  XXX.X
)

'. Pulse Rate

! N XXX HXX XXX XXX XXX _XX XXX XXX XXX XXX XXX XXX
! MEAN XXX.X  XKX.X  XXX.X  EKXX.X 0 XXX.X XXX 0 XXX.X OX.X XXX.K O XXX.X XXX XXX.X
! sTD XXX.X  XXXK.X  XXX.X XXX.X  XXX.X XXX.X  XXX.X XXX.X XXX.X XXX.X  XXX.X  XXX.X
1 MIN XXX.X  XXX.X XXX.X KEX.X XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
! MAX XXX.X  XXX.X  KXX.X XEX.X  XXX.X XXX.X XXX.X RK¥X.X XXX.X XOX.X XXX.X XO.X
1

i

H Respiration

i N XXX XXX XK XXX X b+ XXX pee'd XXX XXX XXX oo d
H MEAN XXX.X  XXX.X  XXX.X  XXX.X  RXX.X  XXX.X XXX.X 0 XXX.X OK.K O XXX.X O KXX.X  XKX.X
i STD XX%.X XXX.X EXX.X XXX.X XXX.X XXX.X OX.X XXX.x ©oX.X XXX.X XxXX.X om.X
i MIN XXX.X  XEX.X XO.X O XXX.X  XRX.X  XXX.X  XXX.X XXX.X xXX.X XXXK.X XXX, X XXx.X
; MAX XXX XXX.¥  XNX.X  XXX.X  XXX.X 0 XXX.X XXX.X XXX X XXX.X  XXK.X  XXX.X XXX
L

Specifications for a total of nine summary tables were 4. REFERENCES
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