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1. Introduction 

The statistical analysis data model presented in this document describes the general structure, 
metadata, and content typically found in Analysis Datasets (AD) used for Subject-Level 
Analyses. This model represents consensus across a large number of statistical professionals 
experienced in the design and analysis of clinical trials and regulatory submissions.  It is 
recognized that the model and examples presented represent only one approach and alternative 
approaches may be more appropriate for a specific indication, study design or analysis.  In the 
end, the structure and content of the analysis datasets should be designed to provide clear, 
unambiguous communication of the science and statistics of the trial.  We cannot emphasize 
enough that early and effective cross-communication between regulatory reviewers and sponsors 
is requisite for mutual success.  

The examples are based on the ADaM (CDISC Analysis Dataset Modeling Team) Statistical 
Analysis Dataset Model: General Considerations V1.0 standard.  All ADaM models are built on 
the nomenclature of the 

56 
Study Data Tabulation Model Implementation Guide: Human Clinical 

Trials (SDS V3.1) standard for collected data, and SDTM observation classes (domains) will be 
used as the input sources for these examples.  The ADaM models will add metadata attributes, 
variables, and data structures required for statistical analyses, following the models described in 
the General Considerations document.    
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Analysis Dataset Models will be discussed in the context of their relationship to other Clinical 
Data Interchange Standards Consortium (CDISC) and Food and Drug Administration (FDA) 
initiatives.  Specifically, the use of a common metadata for all submitted datasets and the 
implementation of the associated metadata in a machine-readable form via Define.XML will be 
used.  This Data Definition Specification metadata is currently under review by the FDA and will 
be incorporated into both SDS v3.1 and ADaM models when approved.   
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In an effort to provide illustration of ADaM analysis dataset concepts, examples will be provided 
that make reference to specific programming languages. Throughout ADaM documents, 
references to specific vendor products are examples only and should not be interpreted as an 
endorsement. 

2. Subject-Level Analysis 

A subject-level analysis is any that considers each subject only once.  For example, an analysis 
that incorporates repeated measurements for a subject is not a subject-level analysis. 

An analysis dataset for a subject-level analysis will gather from various sources (e.g., data 
tabulation datasets) all of the variables required for performing the statistical analysis.  For 
example, data may be required from the disposition, demographics, subject characteristics, vital 
signs, questionnaires, and exposure domains.  By gathering the data onto one record for a subject 
in an analysis dataset, subsequent subject-level analyses will not require complicated data 
manipulation prior to the analysis. 

This model will present some of the issues that should be considered when creating a subject-
level analysis dataset.  It should be stressed that the subject-level analysis dataset described here 
can be used for multiple types of analyses, including descriptive, categorical, and modeling, 
depending on what variables are included in it.  Accordingly this model is not exclusive of other 
ADaM models, but supplements them for the case of subject-level analyses.  Refer to other 
ADaM models for information pertaining to a specific type of statistical analysis.   
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A subject-level analysis is performed using one record per subject.  The dataset used for this 
analysis will contain, at a minimum, all of the variables needed for the specific by-subject 
analysis being performed.  In this model, focus will be on a subject-level analysis dataset that 
will be the basis of the descriptive analyses that provide the foundation for any set of statistical 
analyses.  By adding other variables to the dataset, it can also be used for purposes other than 
descriptive analyses, such as a primary efficacy analysis that uses a single assessment for each 
subject. 

A subject-level analysis dataset will contain all of the variables that are important for describing 
the analysis population.  These variables will include data that either describe the subjects or 
events in a clinical trial prior to treatment, or that group the subjects or events in some way for 
analysis purposes.  This will include critical demographic and baseline characteristics of the 
patients, as well as other factors arising during the study that could affect response.  There may 
be variables included that are not actually used in any of the submitted analyses, but are still of 
interest to the sponsor or reviewer.  It should be noted that the data assembled into a subject-level 
analysis dataset can then be used as the source for data used in other analysis datasets for 
grouping subjects or events. 

ICH Guidance recommends that �in addition to tables and graphs giving group data for baseline 
variables, relevant individual patient demographic and baseline data, � for all individual 
patients randomized (broken down by treatment and by centre for multi-center studies) should be 
presented in by-patient tabular listings.� (Ref: ICH E3 Guidance for Industry: Structure and 
Content of Clinical Study Reports, Section 11.2.) Often a reviewer and sponsor will agree that 
submission of subject-level data will meet this requirement.  If that is the case, variables included 
in a subject-level analysis dataset will need to include those needed to meet this regulatory 
requirement.  
The critical variables included in a subject-level analysis dataset will depend on the specific 
nature of the disease and on the protocol, but will usually include (refer to the ICH E3 Guidance 
for Industry: Structure and Content of Clinical Study Reports for a more detailed listing): 

• Demographic variables (age, sex, race, other relevant factors) 
• Disease factors (including baseline values for critical clinical measurements carried out 

during the study or identified as important indicators of prognosis or response to therapy) 
• Treatment code/group 
• Other factors that might affect response to therapy  
• Other possibly relevant variables (e.g., smoking, alcohol intake, menstrual status for 

women) 
Therefore, the critical variables will include factors that are either descriptive, known to affect 
the subject�s response to drug (in terms of either efficacy or safety), used as strata for 
randomization, or identify the subject or event as belonging to specific subgroups (e.g., 
population flags). For example, subjects may be randomized after being stratified by age group 
because it is believed that younger subjects respond differently to the study drug.  In this 
situation, a subject's age category would be considered a critical variable for a study and included 
in the descriptive analysis dataset. 
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Comments and practical considerations:  

Although this model illustrates some of the statistical and programming issues that arise in the 
creation of a subject-level analysis dataset, it is by no means complete.  Trial design, statistical 
methods, sponsor SOPs and �real world� issues that arise during the conduct of the trial may 
complicate the definitions and derivations shown here.  Additionally, the variables presented in 
this analysis dataset model are by no means exhaustive and real world analysis files may likely 
contain additional variables used for this and related analyses.   
The following comments identify some of these issues, but should not be interpreted as the only 
issues for a specific trial. 

• How will missing values be handled in the analysis?  Should they be re-coded in some 
way in the analysis dataset?   

• If a missing value is replaced by an imputed value (such as the last observation or the 
mean of existing values), what indication of that will be included in the analysis dataset? 
The imputation method must be adequately described in the analysis dataset metadata. 

• Is there a difference in the source data between data that are actually missing and other 
coded values?  Is there a way to incorporate that difference in the coded value in the 
analysis dataset (e.g., Y=yes, N=no, X=data not available)?  

• If the analysis results in p-values or other comparative statistics, data should be included 
in the analysis dataset that will allow the statistic to be produced with very little 
additional computation.  The documentation accompanying the analysis dataset should 
specify clearly how the statistic was produced, including any multiple comparison 
procedures that might have been used. For example, if the analysis is a CMH comparison 
between treatment groups of the proportion of subjects who responded to treatment, 
controlling for age group, the age group of the subject as well as whether or not the 
subject responded to treatment will be included in the subject-level analysis dataset.  

The following example illustrates some of the various elements of the metadata that would 
accompany an actual subject-level analysis dataset.  These include: 

• analysis-level metadata which provides certain key pieces of information describing each 
important display, including which analysis dataset was used and links to relevant 
documentation providing details about the analyses performed, e.g. a specific section of 
the statistical analysis plan and/or analysis generation programs  
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• analysis dataset metadata which provides certain key pieces of information describing 
each analysis dataset, including documentation and/or analysis dataset creation programs 
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• analysis variable metadata which describes the variables within the analysis datasets, 
including links to relevant documentation providing additional details about the creation 
of the analysis datasets, e.g. detailed descriptions of algorithms involved and/or 
references to analysis dataset creation programs  

Note that this example does not require analysis variable value-level metadata (which describes 
codes used in variables in the analysis variable metadata that contain more than one type of 
measure).  

The components of the example, including the layout of the mock tables, variable names, and 
dataset names, should be considered as examples only, not as standards.  Within this document, 
numbers are used to identify displays and mock tables; this does not imply that numbers are the 
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�correct� way of identifying and linking information.  Other methods of identification, such as a 
short descriptive name, are acceptable.   

2.1  Description of Example: Disposition and Baseline Summaries in a Hypothetical 
Clinical Trial  

This example illustrates the subject-level analysis datasets (and associated metadata) used to 
describe the analysis populations (i.e., the subject disposition and the subject demographic and 
baseline characteristics) in a hypothetical clinical trial.  Subjects are randomized to one of two 
treatments: Drug A or placebo. Subject demographic data, baseline characteristics, and medical 
history are collected at randomization.   

The following mock tables are excerpts from the statistical analysis plan.  These are the displays 
to be included in the statistical analysis package; the example will illustrate analysis datasets and 
analysis data metadata that could be used to generate the displays.  

Mock Table 1.1 Subject Disposition Table 

 

Table 1.1 
Summary of Subject Disposition  
for all subjects randomized 

    
 Placebo Drug A Total 
Number of Subjects Randomized  nn     nn nn 
Safety Population [1] nn  nn  nn  
ITT Population [2] nn (xxx%) nn (xxx%) nn (xxx%) 
Per Protocol Population [3] nn (xxx%) nn (xxx%) nn (xxx%) 
    
Completed Study [4] nn (xxx%) nn (xxx%) nn (xxx%) 
Discontinued Study Prematurely nn (xxx%) nn (xxx%) nn (xxx%) 
    
Reasons for Discontinuation:    
   Adverse event nn (xxx%) nn (xxx%) nn (xxx%) 
   Lost to follow-up nn (xxx%) nn (xxx%) nn (xxx%) 
   Protocol violation nn (xxx%) nn (xxx%) nn (xxx%) 
   Other nn (xxx%) nn (xxx%) nn (xxx%) 
    
Note: Percentages are based on Safety population. 
[1] Subjects are included in the Safety population if they have been 
randomized and have taken at least one dose of study medication. 
[2] Subjects are included in the ITT population if they have taken at least 
one dose of study medication and have at least one post baseline 
assessment.  
[3] Subjects are included in the Per Protocol population if they are 
included in the ITT population and have no major protocol deviations.  
[4] Subjects completed the study if they were in the ITT population and 
provided all follow-up information. 
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Mock Table 1.2 Demographic and Subject Characteristics  
use for ITT and Safety population summaries (appropriate term inserted in table title) 

Table 1.2 
Summary of Demographics and Subject Characteristics of the  

XXX Population 
     
  Placebo 

(N=xxx) 
Drug A 
(N=xxx) 

Total 
(N=xxx) 

     
Age (yr) n 

Mean 
SD 

Median 
Min. 
Max. 

nn  
xx.x 
xx.xx 
xx.x 
xx 
xx 

nn 
xx.x 
xx.xx 
xx.x 
xx 
xx 

nn 
xx.x 
xx.xx 
xx.x 
xx 
xx 
 

Age Group n 
<21 
21-35 
36-50 
>50 

nn 
xx (xx%) 
xx (xx%) 
xx (xx%) 
xx (xx%) 

nn 
xx (xx%) 
xx (xx%) 
xx (xx%) 
xx (xx%) 

nn 
xx (xx%) 
xx (xx%) 
xx (xx%) 
xx (xx%) 
 

Race n 
White 
Black 

Hispanic 
Asian 
Other 

nn 
xx (xx%) 
xx (xx%) 
xx (xx%) 
xx (xx%) 
xx (xx%) 

nn 
xx (xx%) 
xx (xx%) 
xx (xx%) 
xx (xx%) 
xx (xx%) 

nn 
xx (xx%) 
xx (xx%) 
xx (xx%) 
xx (xx%) 
xx (xx%) 
 

Sex n 
Female 
Male 

nn 
xx (xx%) 
xx (xx%) 

nn 
xx (xx%) 
xx (xx%) 

nn 
xx (xx%) 
xx (xx%) 
 

Baseline Height (cm) n 
Mean 
SD 

Median 
Min. 
Max. 

nn  
xx.x 
xx.xx 
xx.x 
xx 
xx 

nn 
xx.x 
xx.xx 
xx.x 
xx 
xx 

nn 
xx.x 
xx.xx 
xx.x 
xx 
xx 
 

Baseline Weight (kg) n 
Mean 
SD 

Median 
Min. 
Max. 

nn  
xx.x 
xx.xx 
xx.x 
xx 
xx 

nn 
xx.x 
xx.xx 
xx.x 
xx 
xx 

nn 
xx.x 
xx.xx 
xx.x 
xx 
xx 
 

Baseline BMI (kg/m2) n 
Mean 
SD 

Median 
Min. 
Max. 

nn  
xx.x 
xx.xx 
xx.x 
xx 
xx 

nn 
xx.x 
xx.xx 
xx.x 
xx 
xx 

nn 
xx.x 
xx.xx 
xx.x 
xx 
xx 

 187 
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3. Analysis-Level Metadata  

The following illustrates analysis-level metadata for the example.   
The following analysis-level metadata elements differ from those specified in the ADaM 190 
Statistical Analysis Dataset Model: General Considerations Version 1.0 standard.  The General 191 
Considerations document will be updated with the following detail after public review of this 192 
document, and the detail removed from this document. 193 
Key elements included in the example are: 194 

�Analysis name� contains the display identifier and title. 195 

�Description� contains a text description of the contents of the display. This will 196 
normally contain more information than the title of the display.   197 

�Reason� contains the high-level reason for performing the analysis. It will indicate when 198 
the analysis was planned and the purpose of the analysis within the body of evidence. 199 
Using consistent terminology in this field will allow ease in searching and identifying 200 
analyses. See Appendix 5.1       201 

�Dataset� contains the name of the dataset(s) used in the analysis.  In the example, the 202 
column also includes the specific selection criteria so that the reviewer can easily identify 203 
the appropriate records from the analysis dataset.   204 
�Documentation� contains the information about how the analysis was performed.  This 205 
information could be a text description, or a link to another document such as the 206 
protocol or statistical analysis plan, or a link to an analysis generation program (i.e., a 207 
statistical software program used to generate the analysis result). In the example, the 208 
column contains a link to the description of how to analyze the data.  The analysis 209 
method could be documented in the protocol or the statistical analysis plan, or 210 
somewhere on the display itself.  What the documentation column contains will depend 211 
on the level of detail required to describe the analysis itself, whether or not the sponsor 212 
will be providing a corresponding analysis generation program, and sponsor-specific 213 
requirements and standards. 214 

Additional information that the sponsor may consider important for inclusion in the analysis-215 
level metadata include the type of analysis (e.g., patient-level summary, event-level summary, 216 
line listing) and a list of the variables in the analysis dataset that are used in the analysis.  217 

218 
219 

The analysis-level documentation for the example can be found in Appendix 5.3 . 
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Analysis-Level Metadata 
Analysis name Description Reason Dataset Documentation1 
Table 1.1 � Subject 
Disposition Summary 

Summary of number of 
subjects in each analysis 
population, reasons for 
discontinuation 

Pre-specified 
in Protocol  

pathname/ADSL.
xpt   

SAP Sections  
X.W and X.X. 

Table 1.2 � 
Demographic and 
Subject 
Characteristics, ITT 
Population 

Summary statistics for 
selected demographic and 
subject baseline 
characteristics variables. 

Pre-specified 
in Protocol 

pathname/ADSL.
xpt  - select 
records where 
ITT=Y 

SAP Section X.Y 
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229 
230 
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4. Analysis Dataset(s)  
The mock tables in the statistical analysis plan can be generated from several different analysis 
dataset structures.  The structures illustrated below are what the ADaM team determined would 
be most analysis-ready for the example.  The use of a particular structure in the example is not 
meant to imply that it is the recommended format.  The structure to be used for a given analysis 
dataset will be determined by the sponsor, and should produce the most analysis-ready dataset 
based on the analysis performed by the sponsor.   

In creating analysis datasets, one goal should be to have the minimum number of analysis 
datasets needed to accomplish the various analyses.  Redundancy between analysis datasets will 
often be necessary so that the datasets are analysis-ready.  In the example, the demographics and 
subject characteristics analysis dataset is used for both the disposition summary and the subject 
demographics and baseline characteristics summary.   

It is recommended that analysis datasets be named using the convention �ADxxxxxx.�  The 
xxxxxx portion of the name will be sponsor-defined, using a common naming convention across 
a given submission. Naming conventions for variables within the analysis dataset will be 
sponsor-defined, and should also follow a common naming convention across a given 
submission.  The goal should be to add clarity for reviewers. 
In this example it is assumed that the analysis datasets use data tabulation datasets as source data.  
The hypothetical variables of interest are from the DM, DS, SE, SUPPQUAL, and VS SDS V3.1 
domains.  (Though it is possible to have different SUPPQUAL datasets for various domains, this 
example assumes one SUPPQUAL dataset.) The variable name is a two part name, incorporating 
the domain and the variable within the domain (e.g. DS.DSDECOD represents the DSDECOD 
variable within the DS domain). For the purposes of this example, it is assumed that the sponsor 
defined standard codes and variables listed in the following table are used for the specified data 
variables of interest.  The reasons for discontinuation and the population flags used in an actual 
analysis dataset will vary based on sponsor-specific and study-specific requirements and 
standards.  

 
1 What the documentation column contains will depend on the level of detail required to describe the analysis itself, 
whether or not the sponsor will be providing a corresponding analysis generation program, and sponsor-specific 
requirements and standards. 
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Data of interest  SDTM Variable Valid Values 
 

Subject�s discontinuation status DS.DSDECOD COMPLETED 
ADVERSE EVENT 
PROTOCOL VIOLATION 
LOST TO FOLLOW-UP 
OTHER 
 

Subject�s population flags SUPPQUAL.QNAM SAFETY 
ITT 
PERPROT 

4.1  Analysis Dataset Metadata 248 
249 The analysis dataset metadata describes each analysis dataset.   

The following analysis dataset metadata adds a �Documentation� attribute that was not described 250 
in the ADaM Statistical Analysis Dataset Model: General Considerations Version 1.0 standard. 251 
The �Documentation� column should contain information about the creation of the dataset.  This 252 
documentation may be a brief description of how the analysis dataset was created (or a link to a 253 
description), or it may be a link to analysis dataset creation program, or both.  The sponsor will 254 
determine the level of detail required, in conjunction with the reviewer�s requests. 255 

256 

257 
258 
259 

The analysis dataset documentation for the example can be found in Appendix 5.4 . 

In this example, �ADSL� is used for the name of the analysis dataset. This is for the purposes of 
this example only, and does not imply a standard naming convention, other than the use of the 
first two characters as AD. 

Analysis Dataset Metadata 
Dataset  Description of 

Dataset 
Structure Purpose Keys Location Documentation2  

ADSL Demographic and 
subject baseline 
characteristics 
analysis dataset, 
includes population 
flags 

One record per 
subject 

Analysis USUBJID pathname/AD
SL.xpt   

SAP, 
DS_ADSL.SAS 
 

 260 

261 

262 
263 
264 
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266 

                                                

4.2  Analysis Variable Metadata 

The analysis variable metadata describes each variable in the analysis dataset.  The origin 
provides details about where the variable came from in the source data or how the variable was 
derived.  The role indicates the role the variable plays in that particular analysis dataset.  A 
variable may have more than one role within an analysis dataset.  If the variable occurs in 
multiple analysis datasets, its roles may be different in each dataset. 

 
2 What the documentation column contains will depend on the level of detail required to describe the analysis itself, 
whether or not the sponsor will be providing a corresponding analysis generation program, and sponsor-specific 
requirements and standards. 
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4.2.1 Analysis Variable Metadata for Demographic and Subject Baseline Characteristics 
Analysis Dataset (ADSL) 

The example of analysis variable metadata below assumes that specific flags have already been 
set in the data tabulation datasets (e.g., population flags) and that the creation of those flags will 
have been documented in the appropriate metadata. Many variables (e.g. additional identifiers) 
that would be in a submitted analysis dataset are not included in this example, to simplify the 
document.   The reasons for discontinuation used in this example are hypothetical.  Those used in 
an actual analysis dataset will vary based on the protocol-specific reasons for discontinuation. 

Analysis Variable Metadata for Analysis Dataset ADSL – 1 record per subject 

Variable Label Type 
Controlled 
Terms or 
Format 

Origin Role 

STUDYID Study Identifier Char  DM.STUDYID Identifier 

USUBJID Unique Subject 
Identifier  Char  DM.USUBJID Identifier 

� Additional identifiers     

SAFETY Safety population 
flag Char Y or N  SUPPQUAL.QVAL (where 

QNAM=SAFETY) Selection 

ITT Intent to treat 
population flag Char Y or N  SUPPQUAL.QVAL (where 

QNAM=ITT) Selection 

PERPROT Per Protocol set Char Y or N  SUPPQUAL.QVAL (where 
QNAM=PERPROT) Selection 

COMPLT Completers 
population Char Y or N  SUPPQUAL.QVAL (where 

QNAM=COMPLT) 

Selection, 
Results 
Qualifier, 
Analysis 

DSREAS Reason for 
discontinuation Char 

ADVERSE 
EVENT, 
PROTOCOL 
VIOLATION, 
LOST TO 
FOLLOW-UP, 
OTHER 

DS.DSDECOD where 
DS.DSCAT=DISPOSITION 
EVENT and DS.DSDECOD 
not equal COMPLETED,  
OTHER if DSDECOD is 
other non-missing value, 
missing if 
DSDECOD=COMPLETED 

Selection, 
Results 
Qualifier, 
Analysis 

AGE Age (yr) Num 3.0 DM.AGE 
Results 
Qualifier, 
Analysis 

AGEGRP Age Group Char 

<21 
21-35 
36-50 
>50 

Derived from DM.AGE 
Results 
Qualifier, 
Analysis 

AGEGRPN Age Group  Num 

1= <21 
2= 21-35 
3= 36-50 
4= >50 

Coded from AGEGRP 
Results 
Qualifier, 
Analysis 

SEX Sex Char M, F, U DM.SEX 
Results 
Qualifier, 
Analysis 
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Analysis Variable Metadata for Analysis Dataset ADSL – 1 record per subject 

Variable Label Type 
Controlled 
Terms or 
Format 

Origin Role 

RACE Race Char  DM.RACE 
Results 
Qualifier, 
Analysis 

RACEN Race Num 

1=WHITE 
2=BLACK  
3=HISPANIC 
4=ASIAN 
5=OTHER 

Coded from DM.RACE 
Results 
Qualifier, 
Analysis 

TRTP Planned Treatment 
Group Char DRUG A 

PLACEBO Derived from DM.ARM  Selection 

 TRTPN Planned Treatment 
Group  Num 0=PLACEBO 

1=DRUG A Coded from  TRTP Selection, 
Analysis 

BASEHT Baseline Height (cm) Num 3.0 

VS.VSSTRESN (where 
VSTESTCD=HEIGHT and 
VISIT=RANDOMIZATION), 
imputed from Screening visit 
if missing at Randomization 

Results 
Qualifier, 
Analysis 

BASEWT Baseline Weight (kg) Num 5.1 

VS.VSSTRESN (where 
VSTESTCD=WEIGHT and 
VISIT=RANDOMIZATION), 
imputed from Screening visit 
if missing at Randomization 

Results 
Qualifier, 
Analysis 

BASEBMI Baseline BMI 
(kg/m2) Num 5.2 Derived: 

BASEWT/(BASEHT/100)2 

Results 
Qualifier, 
Analysis 

275 
276 
277 
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277 5. Appendices 

5.1  Suggested Terminology to be used in “Reason” within Analysis-Level Metadata 278 
Analyses can be grouped into categories, based on the reason for the analysis. Consistent 279 
terminology is helpful to reviewers and others using the reason category for searching or sorting. 280 
The following list contains suggestions for terms to be used as the reason for the analysis within 281 
the analysis-level metadata. Additional categories may be added to the following list as the 282 
ADaM team continues to develop models.  (In the future, if determined helpful based on public 283 
comment this list may be removed from the individual models and moved to the General 284 
Considerations Document.)  285 

Suggested Terminology (select one or more as the reason for the analysis): 286 

• Pre-specified in XXX = Documented plans for the analysis are located in XXX.  Valid 287 
terminology for XXX includes: 288 

o Protocol 289 

o SAP (statistical analysis plan) 290 

o Genetics analysis plan 291 

o PK/PD analysis plan 292 

• Data driven = Analysis performed in response to issue seen in the released data, not pre-293 
specified, i.e. ad hoc analysis. 294 

• Requested by YYY = Analysis performed in response to request from group external to 295 
the sponsor (e.g., FDA, EMEA, DSMB). 296 

297 
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5.2   Definitions 297 
In the future, if determined helpful based on public comment this list may be removed from the 298 
individual models and moved to the General Considerations Document. 299 
 300 
Analysis Dataset Creation Program – Statistical software program used to create the analysis 301 
dataset. 302 

Analysis Dataset Documentation - Written documentation may include descriptions of the 303 
source datasets, processing steps, and scientific decisions pertaining to creation of the dataset.  304 
Analysis dataset creation programs may also be included. 305 

Analysis Dataset Metadata � provides information describing each analysis dataset 306 

Analysis Datasets – datasets used for statistical analysis and reporting by the sponsor; submitted 307 
in addition to the data tabulation datasets. 308 

Analysis Generation Programs � Statistical software programs used to generate an analysis, 309 
provide an �audit trail� for important results. 310 

Analysis Variable Metadata � describes the variables within the analysis dataset 311 

Analysis Variable Value-Level Metadata � describes the various possibilities included in 312 
variables in the analysis dataset that contain more than one type of measure 313 

Analysis-Level Documentation � Written documentation will include descriptions of planned 314 
and ad hoc analyses.  The documentation may consist of the protocol, the statistical analysis 315 
plan, the statistical methods section of the study report, and analysis generation programs. 316 

Analysis-Level Metadata � describes the major attributes of each important analysis result in a 317 
report 318 

CDISC � Clinical Data Interchange Standards Consortium 319 

Data Tabulation Datasets - Datasets in which each record is a single observation for a subject. 320 
(Study Data Specifications, Version 1.0, http://www.fda.gov/cder/regulatory/ersr/5640studydata-321 
v1.pdf) 322 

Submission Data Domain Standards � Released by the CDISC Submission Data Standards 323 
(SDS) Team, Version 3.1 consists of two documents: SDTM and SDTM-IG. The documents can 324 
be found at http://www.cdisc.org/models/sds/v3.1/index.html. 325 

SDTM - Study Data Tabulation Model � Document which represents the underlying 326 
conceptual model behind the SDS standards. It defines a standard structure for study data 327 
tabulations that are to be submitted as part of a product application to a regulatory authority.  328 

SDTM-IG - SDTM Implementation Guide - Document which includes the detailed domain 329 
descriptions, assumptions, and examples for human clinical trials.  330 

331 
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331 

332 
333 

334 
335 

336 

337 
338 
339 

340 
341 

342 

343 
344 

345 
346 
347 

348 
349 
350 

351 

352 

353 

354 
355 

5.3  Analysis-Level Documentation 

For this example, the protocol, statistical analysis plan, and a list of ad hoc analyses provide 
sufficient description of the analyses. 

Protocol:  
The following are excerpts from the hypothetical study protocol: 

Primary endpoint:  
• The percentage of ITT population subjects pain-free 2 hours after 

treatment in the Drug A treatment group versus the Placebo treatment 
group. 

Statistical Analysis Plan: 
The following are excerpts from the hypothetical statistical analysis plan: 

Section X.W. Analysis Populations 
Subjects are included in the Safety population if they have been randomized and 
have taken at least one dose of study medication. 
Subjects are included in the Intent-to-treat (ITT) population if they have taken at 
least one dose of study medication and have attended at least one post baseline 
efficacy assessment. 
Subjects are included in the Per Protocol population if they are included in the 
ITT population and have no major protocol deviations. The following criteria will 
be used to exclude subjects from the PERPROT population: 

• Use of any additional medication before the 2 hour assessment, 

• Use of prohibited drugs during the pre-treatment period. 
Section X.X. Subject Disposition  
The number of subjects in each analysis population will be provided. Subjects 
who are in the safety population but do not complete the study will be 
summarized by reason for discontinuation.  (Refer to Mock Table 1.1.)  All 
subjects randomized will be accounted for. ITT population subjects who are not 
in the Per Protocol population will be summarized by reason for exclusion. (Refer 
to Mock Table X.X.) 

356 
357 
358 
359 

360 

361 

Section X.Y. Demographic and Baseline Characteristics 
Demographic and subject characteristic variables will be summarized within each 
treatment group for the safety and intent-to-treat populations. (Refer to Mock 
Table 1.2.)  Categorical variables (sex, race, migraine history, age category) will 
be summarized by frequency counts.  Continuous variables (age, weight, height, 
and BMI) will be summarized by descriptive statistics (n, mean, median, 
minimum, maximum and standard deviation).  BMI will be derived from weight 
and height using the algorithm BMI=[weight in kg] / ([height in cm]/100)

363 
364 
365 
366 
367 

368 

2. 

362 
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369 

370 
371 
372 
373 
374 

375 
376 
377 
378 
379 
380 
381 

382 
383 
384 
385 
386 
387 
388 
389 
390 
391 
392 

5.4  Analysis Dataset Documentation 

In this example, the written documentation that accompanies the analysis dataset metadata 
describes the source datasets, as well as provides programming code to illustrate how the 
baseline weight and height were derived.   It should also be noted that in this example the height 
and weight used to calculate BMI could be from two different visits.  This may not be 
appropriate for all studies.  

SAS program to generate subject description analysis dataset ADSL: 
If the baseline flag (VSBLFL) in the data tabulation vital signs dataset appropriately identifies 
the value to be used (i.e., screening if randomization is missing), then the following code will not 
be necessary.  However, if the flag does not meet the analysis requirements, it is possible that the 
sponsor would choose to provide SAS code to illustrate the derivation (including imputation of 
missing values) of the baseline height and weight.  The following is an example of SAS code 
used to create a working dataset containing one record per subject.  

 
DS_ADSL.SAS   

*select screening and randomization height and weight data from  
*  data t
proc sort data=VS(where=( 

abulation datasets;  

  VISIT in (’Scr’,’Rand’) AND  
  VSTESTCD in (’Height’,‘Weight’))) 
  out=vs_step1(keep=USUBJID VSTESTCD VSSTRESN VISIT); 
  by USUBJID VSTESTCD; 
  run; 
*reformat the 
proc transpose data=vs_step1 out=vs_step2; 

data to be one height record and one weight per subject; 
393 

  by usubjid vstestcd; 394 
  var vsstresn; 395 
  id visit; 396 
  run; 397 
*determine the randomization value (take from screening if 398 
randomization value is missing); 399 
data vs_step3; 400 
  set vs_step2; 401 
  if rand=. and scr ne . then rand=scr; 402 
  run; 403 
*re-format the data to be one record per subject, containing the 404 
variables BASEHT and BASEWT; 405 
proc transpose data=vs_step3 out=vital(rename=(height=baseht 406 
weight=basewt)); 407 
  by usubjid; 408 
  var rand; 409 
  id vstestcd; 410 

411 
412 
413 

  run; 
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413 

414 
415 

416 

5.5  Sample Dataset 1 – ADSL 

Because of the length of the records, the dataset is portrayed in two segments in order to fit on 
the page. 

 
SAMPLE DATASET FOR ADSL 

Obs Studyid USUBJID SAFETY ITT PERPROT COMPLT DSREAS AGE 

 1 XX0001 0001-1 Y Y Y Y   30 

 2 XX0001 0001-2 Y Y N N ADVERSE EVENT 38 

 417 
SAMPLE DATASET FOR ADSL (continued) 

Obs AGEGRP AGEGRPN SEX RACE RACEN TRTP TRTPN BASEHT BASEWT BASEBMI 

 1 21-35 2 F WHITE 1 DRUG A 1 170 63.5 21.97 

 2 36-50 3 M ASIAN 4 PLACEBO 0 183 86.2 25.74 

418 
419 
420 
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420 

421 
422 
423 

424 
425 
426 
427 
428 
429 

430 
431 
432 
433 
434 
435 
436 
437 
438 

439 
440 
441 

442 
443 
444 

445 

446 

5.6  Example 2: Subject-level analysis using another analysis dataset structure 

This example illustrates the fact that subject-level analyses can also be performed using a subset 
of a multiple-records-per-subject analysis dataset, in this case one record per subject per time 
point.  

The components of the example, including the layout of the mock tables, variable names, and 
dataset names, should be considered as examples only, not as standards.  Within this example it 
is implied that the specifications for ad hoc analyses are included in the written documentation.  
This is to simplify the example.  In reality, the formality of the requirements of gathering and 
reporting ad hoc analyses will vary with each sponsor.   No requirement for submitting 
specifications of ad hoc analyses is implied by this example.     

5.6.1 Example 2: Description – Baseline Characteristics in a Migraine Study 
Subjects are randomized to one of two treatments: Drug A or placebo. Each subject will treat one 
migraine attack within 8 weeks from randomization. Subject demographic data, baseline 
characteristics, and medical history are collected at randomization.  Migraine symptoms 
(headache pain severity, nausea, vomiting, photophobia, phonophobia) are collected in a diary by 
the subject just prior to administration of study drug (baseline) and at 1 hour and 2 hours post-
dose.  Headache severity is rated by the subject on a scale from grade 0 to 3, where 0=no pain, 
1=mild pain, 2=moderate pain, and 3=severe pain. The other migraine symptoms are rated as 
present or absent by the subject. Menstrual dates are also noted in the diary, as appropriate.  

The use of significance tests for baseline comparisons is a contentious issue, though it is 
commonly done. In this example, a simple CMH test p-value is included to illustrate how the 
analysis might be documented. 

The following mock tables are excerpts from the statistical analysis plan.  These are the displays 
to be included in the statistical analysis package; the example will illustrate analysis datasets and 
analysis data metadata that could be used to generate the displays. 

 

Mock Table 1.3 Migraine Baseline Characteristics – ITT population 
Table 1.3 

Summary of Migraine Baseline Characteristics, ITT Population 
    
  Placebo 

(N=xxx) 
Drug A 
(N=xxx) 

    
Baseline Headache Severity n 

None 
Mild 

Moderate
Severe 

nn 
xx (xx%) 
xx (xx%) 
xx (xx%) 
xx (xx%) 

nn 
xx (xx%) 
xx (xx%) 
xx (xx%) 
xx (xx%) 

 
Baseline Nausea 

 
Present 

 
xx/xx (xx%) 

 
xx/xx (xx%) 

 
Baseline Vomiting 

 
Present 

 
xx/xx (xx%) 

 
xx/xx (xx%) 

 
Baseline Photophobia 

 
Present 

 
xx/xx (xx%) 

 
xx/xx (xx%) 

 
Baseline Phonophobia 

 
Present 

 
xx/xx (xx%) 

 
xx/xx (xx%) 
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447 

448 

 

Mock Table 1.3.1 Migraine Baseline Characteristics for Menstrual Migraines 
Table 1.3.1 

Summary of Migraine Baseline Characteristics for Menstrual Migraines 
Females in the ITT Population 

     
  Placebo 

(N=xxx) 
Drug A 
(N=xxx) 

 
p-value[1] 

Migraine attacks in this 
population 

n nn     nn 
 

 

Menstrual migraines n nn (xx%)    nn (xx%) 
 

 

Baseline Headache Severity n 
None 
Mild 

Moderate 
Severe 

nn 
xx (xx%) 
xx (xx%) 
xx (xx%) 
xx (xx%) 

nn 
xx (xx%) 
xx (xx%) 
xx (xx%) 
xx (xx%) 

x.xxx 

 
Baseline Nausea 

 
Present 

 
xx/xx (xx%) 

 
xx/xx (xx%) 

 

 
Baseline Vomiting 

 
Present 

 
xx/xx (xx%) 

 
xx/xx (xx%) 

 

 
Baseline Photophobia 

 
Present 

 
xx/xx (xx%) 

 
xx/xx (xx%) 

 

 
Baseline Phonophobia 

 
Present 

 
xx/xx (xx%) 

 
xx/xx (xx%) 

 

 
 
[1] From CMH test. 

 449 
450 
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450 

451 

5.6.2 Example 2: Analysis-Level Metadata  

The following illustrates analysis-level metadata for the migraine example.   

Analysis-Level Metadata 
Analysis name Description Reason Dataset Documentation3 
Table 1.3 � Migraine 
Baseline 
Characteristics, ITT 
Population 

Summary statistics for 
migraine baseline 
characteristics variables.   

Pre-specified 
in Protocol 

pathname/ADSY
MP.xpt  - select 
records where 
DYBLFL=Y and 
ITT=Y 

Migraine 
symptoms at 
baseline are 
summarized as 
categorical 
variables within 
each treatment 
group for the ITT 
population. 

Table 1.3.1 � Migraine 
Baseline 
Characteristics for 
Menstrual Migraines, 
ITT Population 

Summary statistics for 
selected demographic and 
subject baseline 
characteristics variables, 
only for menstrual 
migraines.   

Ad hoc  pathname/ADSY
MP.xpt  - select 
records where 
ITT=Y and 
DYBLFL=Y and 
MENSTRL=Y 

Ad hoc Analysis 
Z - Summarize 
baseline 
characteristics of 
menstrual 
migraines; 
compare the 
baseline 
headache severity 
between the two 
treatment groups 
using CMH test � 
Refer to program 
XXX.sas.  

 452 

453 
454 
455 
456 
457 
458 
459 
460 
461 

462 
463 

464 
465 
466 

                                                

5.6.3 Example 2: Analysis Dataset 
The mock tables in the statistical analysis plan can be generated from several different analysis 
dataset structures. In the example, the symptoms dataset used for the baseline migraine 
characteristics summary is in a format that could also be used to summarize efficacy, if some 
additional variables are added. For this example, it would also have been possible to put the 
baseline symptoms variables on the subject characteristics dataset, because there is only one 
attack per subject.  The example, however, is illustrating the situation where a subject-level 
analysis can be performed by selecting one record per subject from a larger analysis dataset.  The 
analysis dataset should be in a format that makes the selection very simple.  

Note that in this example there is only one attack per subject, therefore there is no need for an 
additional identifier for attack number.   

For the purposes of this example, it is assumed that the source data are found in data tabulation 
datasets that adhere to principles of  the SDS V3.1 domain models.  The names for the source 
datasets and the source variables used in this example are for illustrative purposes only.  For this 

 
3 What the documentation column contains will depend on the level of detail required to describe the analysis itself, 
whether or not the sponsor will be providing a corresponding analysis generation program, and sponsor-specific 
requirements and standards. 
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467 
468 
469 
470 
471 
472 
473 
474 
475 
476 

477 

478 
479 
480 
481 
482 

example, the source data are assumed to come from two domains.  The first domain (SH) is 
structured as an events observation class and contains the subject's history for menstrual onset 
date and dates of attack onset.  The second domain (DY) is structured as a findings observation 
class and contains the migraine signs and symptoms pre and post treatment.  The data in the two 
domains would be linked with the use of a reference ID or sequence variable present in each file 
(not shown).  Also, note that this analysis dataset includes data from a subject-level analysis 
dataset (ADSL) that contains only one record per subject, in this example the analysis dataset in 
the example in Section 4.2.1 of this document.  For the purposes of this example, it is assumed 
that the data tabulation datasets contain the following information of interest (none are standard 
variable values): 

Date of onset of the attack  SHDECOD=ATKONSET   
Date of onset of menses  SHDECOD=MENSTRUAL   
Nausea  DYCAT=SYMPTOM  DYTESTCD=NAUSEA  
Vomiting  DYCAT=SYMPTOM  DYTESTCD=VOMITING  
Photophobia  DYCAT=SYMPTOM  DYTESTCD=PHOTO  
Phonophobia  DYCAT=SYMPTOM  DYTESTCD=PHONO  
Headache severity   DYCAT=SYMPTOM   DYTESTCD=PAIN  

 

5.6.4 Example 2: Analysis Dataset Metadata 
The subject-level analysis will be performed by selecting specific records from an analysis 
dataset that contains multiple records per subject (one per time point, i.e. baseline, 1hr, 2hr).  The 
baseline records will be selected for the analysis using the baseline flag, as noted in the analysis-
level metadata. 
Analysis Dataset Metadata 

Dataset Description of 
Dataset 

Structure Purpose Keys Location Documentation4  

ADSYMP Migraine 
symptoms analysis 
dataset  

One record per 
subject per 
time point 

Analysis USUBJID
, 
DYTPTN
UM 

pathname/AD
SYMP.xpt   

SAP , 
DS_ADSYMP.S
AS 
 

 483 

484 
485 
486 
487 
488 
489 
490 
491 

                                                

5.6.5 Example 2: Analysis Variable Metadata  
The example of analysis variable metadata below contains only the variables necessary for the 
production of the display presented in the analysis.  In a real analysis dataset, there would likely 
be additional variables such as visit number, actual time of the assessments and whether or not 
the subject was migraine-free at each time point. Also, note that this analysis dataset includes 
data from a subject-level dataset that contains only one record per subject, in this example the 
analysis dataset in the example in Section 4.2.1 of this document.  By creating analysis datasets 
from a basic subject-level analysis dataset, inconsistencies in the redundant data can be avoided. 

 
4 What the documentation column contains will depend on the level of detail required to describe the analysis itself, 
whether or not the sponsor will be providing a corresponding analysis generation program, and sponsor-specific 
requirements and standards. 
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Analysis Variable Metadata for Analysis Dataset ADSYMP – 1 record per subject per time point (note there 
is only one attack per subject, so no additional identifiers required) 

Variable Label Type 
Controlled 
Terms or 
Format 

Origin Role 

STUDYID Study Identifier Char  ADSL.STUDYID Identifier 

USUBJID Subject Identifier for 
the study Char  ADSL.USUBJID Identifier 

ITT Intent to treat 
population flag Char Y or null ADSL.ITT Selection 

SEX Sex Char M, F, U ADSL.SEX 
Results 
Qualifier, 
Selection 

ONSETDT Date of onset of 
migraine Date  

Converted to SAS date from  
SH.SHSTDTC (where 
SH.SHDECOD=ATKONSET) 

Support 
Qualifier 

MNSTRDT Date of onset of 
nearest menses Date  

Converted to SAS date from 
SH.SHSTDTC (where 
SH.SSDECOD=MENSTRL) 

Support 
Qualifier 

MENSTRL Menstrual migraine Char Y, N, null 

Derived: Y if -2≤(ONSETDT-
MNSTRDT)≤3, Null if 
MNSTRDT missing, N 
otherwise 

Selection 

PAIN Headache Severity Char 0, 1, 2, 3 
DY.DYSTRESC (where 
DY.DYCAT=SYMPTOM and 
DY.DYTESTCD=PAIN) 

Result 
Qualifier, 
Analysis 

NAUSEA Presence of nausea Char Y, N, null 
DY.DYSTRESC (where 
DY.DYCAT=SYMPTOM and 
DY.DYTESTCD=NAUSEA) 

Result 
Qualifier, 
Analysis 

VOMITING Presence of vomiting Char Y, N, null 
DY.DYSTRESC (where 
DY.DYCAT=SYMPTOM and 
DY.DYTESTCD=VOMITING) 

Result 
Qualifier, 
Analysis 

PHOTO Presence of 
photophobia Char Y, N, null 

DY.DYSTRESC (where 
DY.DYCAT=SYMPTOM and 
DY.DYTESTCD=PHOTO) 

Result 
Qualifier, 
Analysis 

PHONO Presence of 
phonophobia Char Y, N, null 

DY.DYSTRESC (where 
DY.DYCAT=SYMPTOM and 
DY.DYTESTCD=PHONO) 

Result 
Qualifier, 
Analysis 

DYTPT Planned time point 
name Char  DY.DYTPT (where 

DY.DYCAT=SYMPTOM) Timing 

DYTPTNUM Planned time point 
number Num  DY.DYTPTNUM (where 

DY.DYCAT=SYMPTOM) Timing 

DYBLFL Baseline Flag Char Y or Null DY.DYBLFL (where 
DY.DYCAT=SYMPTOM) Selection 

TRTP Planned Treatment 
Group Char DRUG A 

PLACEBO ADSL.TRTP Selection 

 TRTPN Planned Treatment 
Group  Num 0=PLACEBO

1=DRUG A ADSL.TRTPN Selection, 
Analysis 

 492 
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494 
495 
496 

497 
498 

499 

500 
501 
502 

503 
504 
505 

506 

507 
508 
509 

510 
511 
512 

513 
514 

515 
516 

517 

518 

5.6.6 Example 2: Analysis-Level Documentation 

For this example, the protocol, statistical analysis plan, and a list of ad hoc analyses provide 
sufficient description of the analyses. Additional excerpts from the hypothetical protocol and 
statistical analysis plan are given in Appendix 5.4 . 

Protocol:  
The following are excerpts from the hypothetical study protocol: 

Secondary endpoints:  
• The percentage of subjects in each treatment group migraine-free 2 hours 

after treatment in the Drug A treatment group versus the Placebo 
treatment group.  

• The percentage of subjects pain-free 2 hours after treatment for a 
menstrual migraine in the Drug A treatment group versus the Placebo 
treatment group. 

Definitions: 
• A subject is considered pain-free at a specified time point if the subject 

has a headache severity of grade 0 (no pain) at that time, and has taken 
no rescue medications for analgesia or antiemetic prior to the time point. 

• A subject is considered migraine-free at a specified time point if the 
subject is pain-free (see preceding definition) and has no nausea, 
vomiting, photophobia, or phonophobia at that time. 

• A menstrual migraine is a migraine attack with onset on day -2, -1, 1, 2, 3, 
or 4 of menses, where day 1 is the day of onset of menses. 

Statistical Analysis Plan: 
The following is an excerpt from the hypothetical statistical analysis plan: 

Section X.Y. Demographic and Baseline Characteristics 
Migraine symptoms at baseline will be summarized as categorical variables 
within each treatment group for the ITT population. (Refer to Mock Table 1.3.)   519 

520 
521 

522 
523 

List of ad hoc analyses: 
The following is an excerpt from a list of ad hoc analyses that were performed: 

Ad hoc Analysis Z. Summarize the baseline characteristics of menstrual 
migraines, and compare the baseline headache severity between the two treatment 
groups using a Cochran-Mantel-Haenszel test. Refer to Mock Table 1.3.1. 524 

525 
526 
527 
528 
529 

5.6.7 Example 2: Analysis Dataset Documentation 
In this example, the written documentation that accompanies the analysis dataset metadata 
describes the source datasets, as well as provides programming code to the determination of 
whether or not the migraine is a menstrual migraine. The date conversion macro (DATECONV) 
mentioned in the SAS code below takes the input character variable and converts it to a SAS 
date, handling partial dates also as discussed in the ADaM Statistical Analysis Dataset Model: 530 
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537 
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539 
540 

General Considerations V1.0 standard.  It is assumed that the macro is discussed in more detail 
elsewhere in the written documentation.   

SAS code to create symptoms description analysis dataset ADSYMP: 
It is possible that the sponsor would choose to provide SAS code to illustrate the determination 
of whether or not the migraine is menstrually associated.  The following pseudo-code will 
determine whether or not the migraine is a menstrual migraine. 
 
DS_SYPMAD1.SAS : 
*Separate the menstrual onset dates from the SH dataset, and convert the 
character value to a SAS date; 
data mnstrldt; 541 
  set sh(where=(shdecod=’MENSTRUAL’)); 542 
  %dateconv(invar= shstdtc,outvar=mnstrdt); **date conversion macro; 543 
  keep usubjid mnstrdt; 544 

545 
546 
547 

  run; 
* Separate the attack onset dates from the SH dataset, and convert the 
character value to a SAS date;   
data atkonset; 548 
  set sh(where=(shdecod=’ATKONSET’)); 549 
  %dateconv(invar=shstdtc,outvar=onsetdt); **date conversion macro; 550 
  keep usubjid onsetdt; 551 

552 
553 
554 
555 
556 

  run; 
* Using the mnstrldt and atkonset datasets just created, for subjects with 
menstrual data determine whether the attack is a menstrual attack.  If it is, 
set a flag and keep the relevant menses onset date.  This step will result in 
a temporary dataset that has one record per menstrual migraine attack.;   
proc sort data= mnstrldt; by usubjid mnstrdt; run; 557 
data mnstrual; 558 
  merge mnstrldt(in=inmnstrl) atkonset; 559 
  by usubjid; 560 
  if inmnstrl; 561 
  if -2<=(ONSETDT-MNSTRDT)<=3 then do;  562 
    menstrl='Y';  563 
    output;  564 
    end; 565 
  keep usubjid mnstrdt menstrl; 566 
  run; 567 
* the menstrual dataset can now be merged with other data using the USUBJID 568 
key; 569 

570 
571 
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5.6.8 Example 2: Sample Dataset - ADSYMP 571 
572 
573 
574 
575 
576 
577 

Because of the length of the records, the dataset is portrayed in two segments in order to fit on 
the page.  The subject-level analysis will be performed by selecting specific records from an 
analysis dataset that contains multiple records per subject (one per time point, i.e. baseline, 1hr, 
2hr).  The baseline records will be selected for the analysis using the baseline flag (DYBLFL), as 
noted in the analysis-level metadata. 
 
SAMPLE DATASET FOR ADSYMP  

Obs Studyid USUBJID ITT SEX ONSETDT MNSTRDT MENSTRL PAIN NAUSEA

 1 XX0001 0001-1 Y F 08FEB2004 10FEB2004 Y 3 Y 

 2 XX0001 0001-1 Y F 08FEB2004 10FEB2004 Y 3 Y 

 3 XX0001 0001-1 Y F 08FEB2004 10FEB2004 Y 2 N 

 4 XX0001 0001-1 Y F 08FEB2004 10FEB2004 Y 0 N 

 5 XX0001 0001-1 Y F 08FEB2004 10FEB2004 Y 0 N 

 6 XX0001 0001-2 Y M 12JAN2004 .  2 Y 

 7 XX0001 0001-2 Y M 12JAN2004 .  3 Y 

 8 XX0001 0001-2 Y M 12JAN2004 .  2 Y 

 9 XX0001 0001-2 Y M 12JAN2004 .  1 N 

10 XX0001 0001-2 Y M 12JAN2004 .  0 N 
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SAMPLE DATASET FOR ADSYMP (continued) 

Obs VOMITING PHONO PHOTO DYTPT DYTPTNUM DYBLFL TRTP TRTPN 

 1 N Y N Baseline 0 Y DRUG A 1 

 2 N Y N 30min 1  DRUG A 1 

 3 N N N 1hour 2  DRUG A 1 

 4 N N N 2hours 3  DRUG A 1 

 5 N N N 4hours 4  DRUG A 1 

 6 Y Y Y Baseline 0 Y PLACEBO 0 

 7 N Y N 30min 1  PLACEBO 0 

 8 N N N 1hour 2  PLACEBO 0 

 9 N N N 2hours 3  PLACEBO 0 

10 N N N 4hours 4  PLACEBO 0 
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