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author(s) and do not necessarily reflect the official policy or position of 
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Deriving a Parameter vs. Adding a Variable

Which one is the right choice for me?



Deriving a parameter vs. adding a variable

How can you tell which to do, and why does it matter?

Back in 2016 the FDA Business and Validation Rules required CDISC 
compliance for all submissions. Yet, many people are unsure of what it means 
to be CDISC compliant.

What is the definition?

It varies from person to person; however, most people would point to the 
following as evidence that they are being CDISC compliant: 

- Pinnacle 21 fitness scores

- Internal checklists

- FDA compliance lists
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Deriving a parameter vs. adding a variable, Cont.

Yet we often discuss in the ADaM team that neither is enough to make 
your study truly compliant.

To us, being truly compliant is a multi-tiered approach:

- Did you follow the guidelines from CDISC? 

- When looking at ADaM, have you kept to the fundamental principles? 

- Are the ADaM rules for deriving a parameter versus adding a variable 
violated?

We know these are things which come with experience, so we’d like to share 
and clarify one of our favorite topics – when, why and how to derive a 
parameter
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Sightline: CDISC ADaM IG Rules
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Currently, we have 6 rules in ADaM 
which are unique.

These rules go into detail on when 
to derive a column (variable) 
versus a row (analysis parameter).

Recently, it has become very 
evident to me that these rules may 
be misunderstood. Furthermore, 
the examples in the ADaMIG are 
limited in scope.

We are going to explore these 
rules and their implications further.



Sightline: CDISC ADaM IG Rules
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Sightline: CDISC ADaM IG Rules
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Rule 1 – covers when to add a new variable, such as 
CHG.

Rule 2 – Covers situations when AVAL, BASE or CHG 
would be altered for analysis purposes, which warrants a 
new parameter.

Let’s take a shot at Rule 2 and try to understand it a 
bit more.



Sightline: CDISC ADaM IG Rule #2
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Rule 2 – ‘If the intention is to redefine AVAL, BASE, CHG, etc. in terms of a 
transform of AVAL, then a new parameter must be added in which PARAM 
describes the transform. The creation of a new parameter results, by definition, in 
the creation of a new set of rows.’ CDISC ADaM IG v1.3, Section 4.2.1.2, page 55

What does it mean to redefine AVAL? Some may say this is up to interpretation, 
but common options are:

1) Impute AVAL for analysis needs

2) Perform an algorithmic transformation of the analysis value 

Let’s take a look of an example…



Example 1 Covert Introduction: A New Parameter?

Study Dilemma #1: The value of AVAL is 0 for specific parameters, which does 
not contribute to our analysis. We cannot model using 0, so we need to impute.

• This study needed to impute values for certain parameters, so their solution 
was to add AVAL1.

PS: Our friendly industry checker won’t complain.

Fact: In BDS, we need results in AVAL (or BASE, CHG) only. 

• Here we see the situation where AVAL doesn’t equal AVAL1
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Zooming in #1 – A new parameter in disguise
Solution: Add a new parameter to explain this

Situation: If analysis cannot run based on 0, and there is an agreed upon 
algorithm, then there should be new parameters added.

These new parameters should unambiguously describe the analysis result 
(AVAL) which is clearly done in a new parameter. 

The suggested approach: use AVAL, not AVAL1.

• AVAL1 might potentially confuse a reviewer

• While you could document in the ADRG, it would be better to fix.

• CDISC didn’t design AVALy… but maybe we need to address it.
✓Food for thought as we develop ADaM v3
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When adding a new row in BDS, what should VSDTC 
be?

Please consider this next example:

When adding a record and correctly following Rule #2, you should consider all 
the source variables that are coming directly from SDTM, because this is your 
traceability element. 

Fact: Traceability is a crucial element of CDISC and therefore compliance.
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Example 2 – Adding a new row in BDS, how can you say 
what VSDTC should be?

However, when looking at CDISC ADaM IG v1.3, we noticed that there are 
not any date/time variables in the examples that would help to illustrate 
this point.

Fact: Date of collection in this case is not optimal to populate.

Without any xxDTC references in the rules section, it might be unclear to a 
reader what to do in regard to source variable population.

Solution: 

- Remove VSGRPID and VSDTC. 
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Example 3: A Similar Dilemma What EGDTC should 
be?
Lastly, let’s look at this situation:

When adding a record, we need to consider the source records from SDTM EG 
completely.

EGSTRESC & EGDTC should be null, since we cannot definitively say that the 
‘AVERAGE’ record was derived from one date with a single result. 
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Solution– remove EGDTC and EGSTRESC
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Since we are creating an 

average record, we know that 

time differs across the 

reference records.

It would be hard to identify 

one time here, and it would 

be hard to point to a single 

SDTM result.



Key Takeaways



Even though we may run into complicated situations, 
there is always a compliant solution

I hope that this discussion helped 
you consider different ways to 
derive records, and how to populate 
the values to best show traceability.

• If there is a concept that is unclear, I 
encourage CDISC participation 
through volunteering.

• Helping to create standards is fun!

• Please consider joining an CDISC 
team that grabs your attention, 
standards thrive on different ideas.
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Thank You!


