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QUESTION NO: 1

Given the following partial output data set:

SUBJID VISIT AGE AGECAT
101 1 28 2
103 1 q2 3
105 2 iB8 1
106 i 56 J
107 1 55 3

Which code was used to create AGECAT?

A. if age <18 then AGECAT=1; if 18<=AGE<=40 then AGECAT=2; else AGECAT=3;

B. if age <=18 then do AGECAT=1; else if 18< /><=40 p="">< agecat="2;" do="" else="" then="" />
C. if age <18 then AGECAT=1; else if 18<=AGE<=40 then AGECAT=2; else AGECAT=3;
D

. if age <=18 then AGECAT=1; else if 18 < age and age <=40 then AGECAT=2; else AGECAT=3;

ANSWER: D

Explanation:

The code if age <= 18 then AGECAT=1; else if 18 < age and age <= 40 then AGECAT=2; else
AGECAT=3; correctly creates mutually exclusive age categories. The first condition places every observation whose age is
18 or below in category 1. Because the next test is connected with else 1if, itis evaluated only when the first condition is
false. The second condition explicitly tests both boundaries of the middle range: age must be greater than 18 and no greater
than 40. Observations not assigned by either prior condition reach the final e1se and receive category 3, which covers ages
above 40. This ordering prevents an observation from being reassigned after it has already matched an earlier age group. In
SAS, a range requiring two comparisons should be expressed as a compound condition using the logical AND operator;
comparison expressions are evaluated to numeric true/false results, rather than functioning as a mathematical chained
inequality. The IF-THEN/ELSE structure is documented in the SAS Statements: Reference, and SAS expression and
logical-operator behavior is covered in the SAS Language Reference: Concepts.

QUESTION NO: 2

Which practices support traceability in an ADaM submission? (Choose two.)
A. Documenting algorithms used to derive analysis variables

B. Maintaining links from analysis values to source data

C. Removing all source identifiers from derived records

D. Storing only final table values instead of analysis data sets

E. Omitting derivation information from metadata

ANSWER: AB

Explanation:

Documenting derivation algorithms and maintaining clear links from analysis results through ADaM data sets to their source
data support traceability. ADaM is designed so that a reviewer can understand the origin of analysis values and reproduce
reported results using the submitted data and documentation. Analysis data definitions and derivation descriptions are
typically communicated in Define-XML and supporting reviewer documentation. Replacing collected values without retaining
sufficient source information, or omitting derivation documentation, weakens traceability. See the CDISC ADaM standards
overview and the FDA Study Data Technical Conformance Guide.
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QUESTION NO: 3

The following SAS program is submitted:

data WORE.TEST;
set WORK.WGTCODE;

if Subjcode='lWgtl' then Description='Over';
else Description='Unknown';
run;

If the value for the variable Subjcode is "WGT2", what is the value of the variable
Description?

A. missing character value

B. Unknown

C. Over

D. Wgt2

ANSWER: B

Explanation:

The value of Description is Unknown. The submitted program’s conditional processing does not assign the value
associated with the applicable named subject-code condition to WGT2; therefore, execution reaches the program’s fallback
assignment. That fallback explicitly sets Description to "Unknown". SAS evaluates conditional expressions for the
current observation during DATA step execution, and assignment statements update the program data vector value for that
observation. Thus, after the DATA step processes an observation whose Subjcode value is "WGT2", the resulting value
retained for Description is the character string "Unknown™". This illustrates the importance of including a default branch in
conditional logic: values not matched by the preceding condition are assigned a defined, informative result rather than being
left uninitialized. SAS documentation describes how IF-THEN/ELSE processing selects statements according to whether an
expression is true and how the ELSE branch handles all remaining cases. See SAS IF-THEN/ELSE statement
documentation and SAS character expressions documentation.

QUESTION NO: 4

Which SDTM trial design domains can describe the planned sequence of elements and planned activities for a study?
(Choose two.)

A. TE
B. TA
C.DM
D. AE

ANSWER: AB

Explanation:

The Trial Elements domain (TE) and the Trial Arms domain (T2) are correct. TE describes the planned elements of a study,
including the treatment or non-treatment conditions that make up each element. TA describes the planned sequence of
elements for each arm. Together, these domains describe important aspects of the planned study design. The
Demographics domain contains subject-level information, and the Adverse Events domain contains collected adverse-event
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data rather than planned trial design information. See the CDISC SDTM standard overview and SDTM Implementation
Guide resources.

QUESTION NO: 5

Which variables are generally expected to identify a subject-level record in the SDTM Demographics domain? (Choose two.)
A. STUDYID

B. USUBJID

C. DOMAIN

D. ARM

E. SEX

ANSWER: AB

Explanation:

STUDYID and USUBJID are the standard identifiers used to identify a subject-level record in the DM domain. STUDYID
identifies the study, and USUBJID is the unique subject identifier across all studies for a submission. DM contains one record
per subject, so these identifiers provide the essential study and subject context for each record. DOMAIN identifies the
domain rather than the subject, while variables such as ARM and SEX describe subject characteristics. See the CDISC SDTM
Implementation Guide resources.

QUESTION NO: 6

Which characteristics describe a SAS numeric date value? (Choose two.)
A. ltis stored as the number of days since 01JAN1960.

B. It is a numeric value.

C. It is stored internally as a DATES9. character string.

D. It always displays as DDMMMYYYY.

E. It includes a time-of-day value.

ANSWER: AB

Explanation:

A SAS date is stored as the number of days since 01JAN1960, and it is a numeric value. A date format, such as DATEO.,
controls how that numeric value is displayed but does not change the stored value. A character string such as 2024-06-15
is not automatically a SAS date merely because it resembles an ISO 8601 date; it must be read or converted using an
appropriate informat. See the SAS date, time, and datetime values documentation.

QUESTION NO: 7

Which methods can be used to subset observations before PROC PRINT produces its report? (Choose two.)
A. a WHERE statement

B. a WHERE-= data set option

C. an IF statement
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D. a FORMAT statement

ANSWER: AB

Explanation:

A WHERE statement and a WHERE= data set option are correct. A WHERE statement, such as where saffl='Y';,
instructs PROC PRINT to process only observations meeting the specified condition. A data set option, such as proc
print data=adam.adsl (where=(saffl='Y")) ;, applies the same type of subset when the data set is opened. A
DATA step IF statement is not a valid subsetting statement within PROC PRINT, and a FORMAT statement controls display
rather than selecting observations. See the SAS Documentation portal for WHERE statement and data set option reference

material.

QUESTION NO: 8

This question will ask you to provide a line of missing code.

Given the dataset RAWBP that is sorted by SUBJECT TEST WEEK:

SUBJECT
101
101
101
101
101
101
101
101

The following SAS program 15 submitted

data bp:
set rawbp:

WEERK

0

-

WM o D W e

TEST
DBP
DEP
DBP
PEBP
SBP
SBP
SBP
SBP

by subject test wveek:

retain baselins;
if first.test then baseline
then baseline = value;
0 then
haras

if week =
elsae if week
finsart code

end;
run;

o

VALUE
160
140
130
120
20

87

85

80

- = "

Which statement must be added to the program to calculate relative change in percent

(percent change) from baseline?

A. pct_chg = ((baseline - value) /baseline)*100;
B. pct_chg = ((value - baseline) /baseline)*100;
C. pct_chg = ((baseline - value) /value)*100;

D. pct_chg = ((value - baseline) /value)*100;

ANSWER: B
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Explanation:

pct chg = ((value - baseline) /baseline)*100; correctly calculates percent change from baseline. The
standard calculation uses the baseline measurement as the reference value (denominator), first finds the absolute change by
subtracting baseline from the current value, and then multiplies the resulting relative change by 100. Thus, a current value of
120 with a baseline of 100 produces ( (120 - 100) / 100) * 100, ora 20 percent increase. Likewise, a value below
baseline produces a negative percentage, preserving the clinically meaningful direction of change. In SAS, this assignment
statement evaluates the arithmetic expression for each observation and stores the numeric result in pct chg. Parentheses
make the intended order of operations explicit: calculate the change first, divide by the baseline value, and convert the
proportion to a percentage. This approach is the conventional derivation used for baseline-relative endpoints in clinical data
analysis. SAS documents numeric expressions and assignment processing in its SAS language reference; see the SAS
Documentation portal. General clinical-study data standards and analysis conventions are also described in the FDA’s Study
Data Technical Conformance Guide.

QUESTION NO: 9

What is the main focus of 21 CFR Part 11?
A. electronic submission requirements

B. trial safety requirements

C. statistical calculation requirements

D. trial protocol requirements

E. electronic records and electronic signatures used in FDA-regulated activities

ANSWER: E

Explanation:

electronic records and electronic signatures used in FDA-regulated activities is correct because 21 CFR Part 11
establishes the FDA requirements under which electronic records and electronic signatures are considered trustworthy,
reliable, and generally equivalent to paper records and handwritten signatures. Its central purpose is to define controls for
regulated electronic systems and records, including validation, secure access, audit trails, record retention and retrieval, and
controls over electronic signatures. In clinical trials programming, Part 11 is especially relevant when computerized systems
create, modify, maintain, archive, retrieve, or transmit records required by FDA regulations. Compliance is therefore
concerned with the integrity, security, traceability, and accountability of regulated electronic data and signatures throughout
their lifecycle. The regulation applies when an organization chooses to use electronic records in place of paper records, or
uses electronic signatures in place of traditional handwritten signatures, for records subject to FDA requirements. The official
regulation states this scope directly in 21 CFR §11.1 and specifies the applicable controls in the subsequent subparts. See
the Electronic Code of Federal Requlations, 21 CFR Part 11 and the FDA’s Part 11 scope and application guidance.

QUESTION NO: 10

Given the following demographic dataset:

¥ " DEMO
subject Lrt &ge gender race site
01002 A 28 MALE BLACK 01
06003 B 18 MALE HISPANIC 06
04001 B 249 FEMALE CAUCASIAN 04
02003 A 14 FEMALE CAUCASIAN 02
06005 A 20 MALE BLACK 06
01004 B 13 MALE CAUCASIAN 01

Which program will generate a report where observations will appear in order by SITE
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SUBJECT and display column headers for each variable defined in the column statement?

A. Proc Report ; column site subject trt age gender race ; define site/'Site’, subject/'Subject’, trt/'Treatment', age/'Age’,
gender/'Gender’, race/'Race’ ; run;

B. Proc Report ; column site subject trt age gender race ; define site, subject, trt, age, gender, race ; by site subject ; title
'Site Subject Treatment Age Gender Race'; run;

C. Proc Report ; column site subject trt age gender race ; define site/order 'Site' ; define subject/order 'Subject' ; define
trt/'Treatment’ ; define age/'Age’ ; define gender/'Gender' ; define race/'Race' ; run;

D. Proc Report ; column site subject trt age gender race ; define site/order style(header)={'Site'} ; define subject/order
style(header)={"Subject'} ; define trt/style(header)={'Treatment’} ; define age/style(header)={'Age'} ; define
gender/style(header)={'Gender'} ; define race/style(header)={'Race'} ; run;

ANSWER: C

Explanation:

Proc Report ; column site subject trt age gender race ; define site/order 'Site' ; define
subject/order 'Subject' ; define trt/'Treatment' ; define age/'Age' ; define
gender/'Gender' ; define race/'Race' ; run; is correct because the COLUMN statement establishes the

variables and their left-to-right placement in the report, while each DEFINE statement supplies the intended report behavior
and heading. Applying the ORDER usage to site and subject directs PROC REPORT to order the detail observations first
by SITE and then by SUBJECT. This creates the required hierarchical ordering directly within the report procedure; it does
not depend on a separate BY-group report layout. The quoted text following each DEFINE statement supplies explicit
column headings, so the output labels are Site, Subject, Treatment, Age, Gender, and Race rather than relying on default
variable labels or names. Variables without an explicit usage in this program are displayed as report columns, allowing the
demographic values to appear alongside the ordered SITE and SUBJECT values. SAS documents that the DEFINE
statement controls a report item’s usage, including ORDER, and can assign column headers. See the SAS PROC REPORT
DEFINE statement documentation and the PROC REPORT documentation.

QUESTION NO: 11

Define.xml is an XML-based submission of a clinical study's:
A. results

B. metadata

C. data

D. protocol

ANSWER: B

Explanation:

metadata is correct. Define-XML is the CDISC standard used to communicate dataset metadata for clinical-study regulatory
submissions. Rather than containing the subject-level clinical data itself, it describes the structure and meaning of submitted
datasets and variables. This includes such information as dataset names and labels, variable names, labels, data types,
controlled terminology or codelists, origins, derivations, keys, and links to annotated case report forms and supporting
documents where applicable. Reviewers use Define-XML alongside SDTM and ADaM datasets to understand how the
submitted data are organized, what each variable represents, and how derived analysis values were produced. The
metadata are machine-readable XML, which enables consistent exchange and review across systems while also supporting
human-readable rendering through a stylesheet. In a typical electronic submission, the actual tabular clinical datasets are
delivered separately, while define.xml supplies the essential descriptive metadata that makes those datasets interpretable.
CDISC identifies Define-XML as its standard for describing the structure, content, and relationships of clinical-study data,
and FDA's technical conformance guidance identifies a Define-XML document as part of standardized study-data
submissions. See the CDISC Define-XML overview and the FDA’s Study Data Technical Conformance Guide.
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