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TUESDAY TIPS – DATA STANDARDS 

Weekly Tip for Dec. 1, 2020 

Populating AVAL and AVALC in an ADaM BDS  

Section 3.3.4.2 of the ADaM Implementation Guide (ADaMIG) v1.2 states the following: 

“For most parameters, only AVAL or AVALC will be populated, not both. That both --STRESC and --
STRESN are present and populated in SDTM Findings class domains does not imply that both AVAL 
and AVALC must be present and populated in BDS datasets. AVAL and AVALC have a different 
purpose than --STRESN and --STRESC. For example, for parameters corresponding to numeric tests in 
SDTM Findings class domains, it is not recommended to copy SDTM --STRESC into AVALC, because 
there is no analysis need for a character value. Further, doing so may result in breaking the one-to-
one mapping requirement in some cases. If it is desired for traceability or listing purposes to bring 
the value of --STRESC into the ADaM dataset, the variable --STRESC may be copied as is without 
renaming it.” 

In summary, AVALC should only be populated if the parameter described on the record contains results 
that are inherently character.  Urine color and appearance are examples of such parameters.  The only 
time both AVAL and AVALC should be populated on the same record is when there is code/decode 
relationship between them.  For example, a questionnaire item may contain responses that are coded 
for analysis, but where the code is associated with a text value (e.g., 1 = Poor, 5 = Excellent).  In that 
case, AVALC provides additional information regarding AVAL, and there is a one-to-one mapping 
between them, so it's okay to populate both variables. 

This week’s tip was contributed by Nancy Brucken. Nancy is a Standards Engineer at Clinical Solutions 
Group, Inc., and has been a member of the ADaM team since 2011, co-leading the ADQRS sub-team, and 
currently working with the COVID-19 sub-team. 

Weekly Tip for Feb. 23, 2021 

To CRIT(y) Or Not To CRIT(y)? That Is the Question…  

There is always some sort of discussion when it comes down to how to structure your analysis data 
sets.  Particularly when you are needing an analysis done based around a study specific set of criterions 
for one, some, or all of your analysis parameters. This can often lead to some confusion on whether you 
need to set categories based on this criterion or just using it for record selection from a set of 
observations… all of which take you down the path of ‘To CRIT(y)? Or not to CRIT(y)?  That really is the 
question.  So, when considering the use of CRIT variables in your ADaM data sets, whether CRITy or 
MCRITy, there are always a few good notes to keep in mind. 

Whether looking to use CRITy or MCRITy, remember that both are record-level criteria variables and are 
to only be evaluated for that one record in your data set and if it met (or not) the pre-specified 
criteria.  Many times, CRIT/MCRIT variables have been seen being used incorrectly to select specific 
records for a subject across multiple records or time points in the data set for an analysis parameter. A 
proper use case would be if you are needing to look at analysis results that are greater than 80 (i.e., 
AVAL > 80) so you have CRITy specifying the criteria and CRITyFL flagging each record on if it met the 
criteria (=Y) or did not meet the criteria (=N).  Also keep in mind the CRIT variables do not only have to 
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just use one variable but are able to use multiple variables in your data set for that record.  A case using 
multiple variables in the criteria could be that you are wanting to flag records that meet a baseline result 
less than or equal to 60 (BASE <= 60) and the analysis result value greater than 70 (AVAL > 70).  

 

One common scenario with the improper use of CRIT variables arises once you start to consider criteria 
across records in your data set. Since the CRIT variables are record-level they cannot be used across 
records in an ADaM data set so you will need to consider other options for your data set.  Using the 
previous example, this would be the use of CRITy to flag records that meet a criterion for an analysis 
record that has a result greater than 80 with a prior measurement that was also greater than 80.  Since 
this is evaluating the criteria for one analysis record and their prior record (in red), use of the CRIT 
variables for this case violates the record-level requirement and is non-compliant. 

 

The CRIT variables can be greatly beneficial to your analysis data set and output programming but can 
also be a common area in non-compliant use for your data sets.  Keeping in mind that they are 
evaluated on the individual record only will help you avoid misuse and potential re-work for your study 
specifications, analysis programming, and other downstream work. 

This week’s tip was contributed by Karl Miller.  Karl Miller is currently a Senior Data Standards Engineer 
at Clinical Solutions Group, an IQVIA company, and has been implementing and working with multiple 
CDISC standards since early 2005.  He is also a co-chair of Data Standards for the PharmaSUG conference 
and currently a member of the CDISC ADaM Team. 

Weekly Tip for Mar. 9, 2021 

Name that Variable! 

Ever wonder why you get the following error message when you run your ADaM data sets through 
Pinnacle 21 (P21)? 

Secondary variable is present but its primary variable is not present 

What does that actually mean? What conformance rule does it pertain to?  

This P21 check is looking for paired variables in the ADaM data set.  Paired variables are two variables 
that represent the same thing;  however, one is character, and one is numeric.  Within the paired 
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variables, you have the primary variable and the secondary variable.  The primary (or the most 
commonly used) variable does not have a suffix. The secondary variable name is identical to the primary 
variable name, with the appropriate suffix, ‘N’ or ‘C’, appended.  If the primary variable is character then 
the secondary variable name ends in ‘N’.  For example, RACE, which is a character variable, is the 
primary variable and RACEN is the numeric equivalent of RACE.  Therefore, RACEN is the secondary 
variable and its name ends with the letter ‘N’.  If the primary variable is numeric, then the secondary 
variable name ends in ‘C’. For example, APERIOD, which is a numeric variable, is the primary variable 
and APERIODC is the character equivalent of APERIOD. Therefore, APERIODC is the secondary variable 
and its name ends with the letter ‘C’. 

There is no actual conformance rule in the ADaM Conformance v2.0 document related to this P21 
check.  However, the ADaM Implementation Guide (ADaMIG) v1.2 Section 3.1.1 item 6 states: 

When a secondary variable is included in the dataset, then the primary variable must also be 
included. 

This statement is what P21 is attempting to check.  P21 is looking for non-standard ADaM variable 
names and non-SDTM variable names that end in ‘N’ or ‘C’, and if one is found, it strips the suffix and 
looks for the corresponding primary variable. 

With the flexibility allowed in ADaM, sponsors are allowed to define their own variable names as long as 
they are following rules outlined in the ADaMIG.  Because of this flexibility, sponsors may sometimes 
create variable names that end with the letter ‘N’ or ‘C’.  This is perfectly acceptable, but P21 will still 
perform the check assuming it should be a matched pair.  In these cases, you have two options: 

1.       Rename the variable so that it does not end in ‘N’ or ‘C’ to avoid the P21 message. 

2.       Document in the Analysis Data Reviewers Guide (ADRG) that the variable in question is a sponsor-
defined variable and the message does not apply to that variable. 

This week’s tip was contributed by Richann Watson.  Richann is an independent consultant. She is a 
statistical programmer and CDISC consultant with DataRich Consulting.  She is an active member of the 
ADaM team.  In addition, she is actively involved with several different conferences where she presents 
and provides training. 

Weekly Tip for Apr. 13, 2021 

Note from the editors: This Tuesday Tip is meant to introduce a paper and presentation for PharmaSUG 2021, 
entitled Paper DS-33-Neoadjuvant and Adjuvant Oncology Clinical Trials and Considerations for Designing the 
Subject Level Analysis Dataset (ADSL). Please attend the virtual session for this important and valuable paper! 

Neoadjuvant and Adjuvant Oncology Clinical Trials and Considerations for Designing the Subject Level 
Analysis Dataset (ADSL) 

The example study design (see the schematic representation in Figure 1 ) includes a Screening phase 
(day -28 to day -1) followed by a Neoadjuvant Treatment Period for about 27 weeks, where patients 
receive treatment in the Neoadjuvant Treatment Period. There are two treatment groups in the 
Neoadjuvant Treatment Period: Treatment 1= Placebo + SOC, and Treatment 2 = ID + SOC. ID or Placebo 
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is administered every 3 weeks in addition to the standard regimen of SOC. This treatment is followed by 
a 30-day safety follow-up prior to surgery. The Adjuvant Treatment Period starts after 30 to 60 days of 
post-surgery recovery. The Adjuvant Treatment Period is expected to last for 21 weeks. There are two 
treatment groups for Adjuvant Treatment Period: Treatment 1= Placebo, and Treatment 2= ID. In this 
study the subjects are not allowed to cross over, and subjects remain on either treatment 1 or 
treatment 2 in both periods as per the randomization assignment. The treatment in adjuvant period is 
followed by a 30-day safety follow-up and after the 30-day safety follow-up, a long-term follow-up 
continues at scheduled intervals for the next few years. 

The study duration in the current trial can be divided into analysis timing elements such as phases, 
periods and subperiods described by a set of start and end timing variables. Here the study has three 
phases: Screening, Treatment and Follow-up. The Treatment phase has two analysis periods: 
Neoadjuvant Treatment and Adjuvant Treatment Periods. The Neoadjuvant Treatment Period is further 
divided into subperiods: Treatment in Period 01, SFU Period 01 and Post-Surg Rec Period 01. The 
Adjuvant Treatment Period is further divided into subperiods: Treatment in Period 02 and Safety Follow 
Up Period 02. The ADaM Implementation Guide defines a set of variables to define subject level timing 
elements in ADSL in addition to treatment variables.  

Please see Figure 1 which depicts the use of the subject level variables in the context of study design. 

 
The authors of this Tuesday Tip and upcoming PharmaSUG paper and presentation include 
Madhusudhan Reddy Papasani, Swathi Kotla, and Elisabeth Pyle. You won’t want to miss this great 
upcoming virtual presentation! 

Madhusudhan Reddy Papasani  is an Associate Principal Scientist in Statistical programming at Merck & 
Co., Inc. He leads the statistical programming activities for oncology trials using CDISC standards. He is 
an active member of CDISC oncology sub-team. He has more than 16 years of experience working for 
Accenture, Bioclinca, University of Pennsylvania and University of Idaho, in addition to Merck. He has 
been active in external conferences and has authored papers for PHUSE and PharmaSUG.    
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Swathi Kotla is an Associate Director of Global Clinical Data Standards at  Merck & Co., Inc. She is a 
subject matter expert and leads setting up the standards for oncology trials for collection and 
transformation to SDTM datasets. She has more than 14 years of experience working for Octagon, 
Accenture, Chiltern, Sanofi, Celgene, University of Pennsylvania, and University of Idaho, in addition to 
Merck. She has been active in many external conferences and co-authored papers for PHUSE and 
PharmaSUG. 

Elisabeth Pyle is a Director of Statistical programming at Merck & Co., Inc.  She leads and directs 
statistical programming teams working on late-stage clinical trial programming and reporting in support 
of regulatory submissions.  She has more than 20 years of experience working for companies such as 
AstraMerck, AstraZeneca and Accenture, as a SAS programming contractor, in addition to Merck.  She 
has been active in many external conferences thru the years, and she has co-authored papers for 
NESUG, PHUSE and PharmaSUG.   
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