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ABSTRACT  

There are long-term studies where either interim, futility analysis, conference membership with an 

intermediate result, or both of them are applicable. Let's name these requests as an Ad Hoc request. In 

the case of such requests for the study, there is no concrete scope of work during the trial and we should 

do repeat work from time to time. By definition of CDISC, ADaM dataset is a type of analysis dataset that 

follows to fundamental principles described in ADaM model document. As you know ADaM dataset goes 

hand in hand with SDTM datasets but frequently SDTMs weren't finished and Ad Hoc requests coming. In 

this case, we propose to generate ADaM-like datasets. This paper describes the concept of ADaM-like 

datasets, different types of them and approaches to create them for Ad Hoc requests. 

INTRODUCTION  

The main purpose of using ADaM is to save traceability and prepare data for analysis. To avoid 

programming of same algorithms throw the outputs and reduce the time for the creation of codes. But 

sometimes in Long-term studies, occurs some problems related to the unstable structure of data, so the 

creation and update of ADaM for each request may require a lot of time. So to avoid extra time spending, 

we can avoid the implementation of some CDISC requirements, implement them slowly during study 

lifetime. It will help us create stable SDTMs only once without big changes and also will request a chance 

of typos/mistakes. In Table 1 we can see types of ADaM likes datasets. Figure 1 showed the process of 

transformation, as Caterpillar transforms into the butterfly, in the same way, ADaM likes to transform into 

the ADaM. 

Short name of ADaM-like 

Main difference 

beetween ADaM-

Like and ADaM 

SDTMs/ADaM 

availability 

Study design 

stability Scope of Work 

Listing based We connect 

different raw data 

and transpose it. so 

that it vaguely 

resembles ADaM. 

Only core SDTMs 

produced. 

Outputs/ADaM-likes 

based on raw data. 

Many of raw data is 

empty  

Safety analyses/  

1-4 outputs per 

ADaM-like. 

Transition ADaM-like Almost all variables 

are SDTMs based, 

some are still 

coming from 

rawdata. 

ADSL is partially 

available, some of 

variables can be 

based on rawdata.  

Some changes can 

be applied. No new 

CRF forms expected.  

Safety analyses/ 

Simple Efficacy  

5-10 outputs per 

ADaM-like. 

Special request ADaM-like Various  Various  Various  Various  

Fully ADaM-like This is almost 

ADaM, but some 

variables which 

aren’t used for 

outputs are still 

pending.  

All Adam based only 

on SDTMs. 

No changes 

expected or minor 

changes  

Efficacy part scope/ 

10-15 outputs per 

ADaM-like. 

Table 1. Types of ADaM-likes 
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Since ADaM-like is just a recommendation, how to simplify the working process on long-term studies, you 

can avoid using all of the types of the ADaM-like, and make the transition period shorter, or longer, you 

can directly go from Listing-Based ADaM-like to ADaM, in case of need. 

 

Figure 1. ADaM-like types change during study lifetime. 

ADAM-LIKE - TO DO OR NOT TO DO 

We need very carefully choose, which ADaM rules can be avoided. Here is listed some of the rules: 

• If we do not need to generate xpt – length of character variables can be more than 200.  

• If we use ADSL only to derive populations, there is no need to add other required variables, which 
will not be used in Analysis.  

• Traceability is important, but if there are parameter which comes for separate for, which should 
be mapped to SDTM, which is still pending, there is no need to create partially filled SDTM, pull 
this parameter direct from raw data. In this case, we can save data, as it used in Listings. 

 
When you avoiding, some of these rules, never forget, to add additional checks into codes. So in case, 
you used a length bigger than 200, so you will not truncate data when it comes to the creation of xpt. 
Also, remember that it better to implement those rules, so it will be easier to transform one type to another 
and make, this transformation process faster when it will come to specification/codes updates, but if you 
want to misbehave and break the rules, it's okay this is why you chose to create ADaM-like instead of 
AdaM. 
 
The main Purpose of ADaM-like is to simplify the process, so when you have a stable data structure, no 
change expected, or the study will be finished shortly, there is no reason, to use ADaM-like. But when it 
comes to cases when ADaM-like can be used, the next step is to understand, which type of ADaM-like 
should be used.  

INVESTIGATION OF DIFFERENT TYPE OF ADAM-LIKE DATASETS 

In this section we will explore the process of creation of different types ADaM-like datasets. 

Study lifetime (Adaptive Design) 

  

ADaM Listing 

based 

ADaM 

Fully ADaM-

Like 

Transition 

ADaM –like 

First 

subjects 

was 

Almost all forms 

for enrolled 

cohorts have at 

least one record 

All Forms 

has at least 

one record 

Enrollment 

fully finished  

No new 

Cohorts 

expected 

Stable 

CRF 

Fully ADaM-

Like 

Transition 

ADaM –like 

Transition 

ADaM –like 

Data availability: 

ADaM-likes used: 

Requests from Sponsor: 

DSMB                          Press realize           Subject Status                     check                             IB/DSUR                                   IA 

  Poster/Abstract           CSR   

Listing 

based 

ADaM 
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Figure 2. Classification of ADaM-like datasets in a relationship to approaches of creation. 

Suppose there is a request for interim analysis on an oncology study and the scope of outputs includes 

efficacy analysis. The table and listing below should be generated:  

 
Figure 3. Mock-Shell for Table 14.2.1. 

ADaM-like datasets 

based on SDTMs 

Transition ADaM-Like Listing based ADaM-Like 

based on raw data 

Fully ADaM-Like 
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Figure 4. Mock-Shell for Listing 16.2.2. 

ADAM-LIKE DATASETS BASED ON RAW DATA 

There are two types of ADaM-like datasets based on raw data. The first one is the transition ADaM-like 

dataset and the second one is listing based ADaM-like dataset. 

Transition ADaM-like dataset 

The first approach to the creation of ADaM-like more convenient with the creation of traditional ADaMs 

but there is one major difference – the source of data is raw data instead of SDTMs. Also, this approach 

might be applicable in case when core SDTMs are available. 

During this approach recommended to create ADSL dataset that includes analysis population, treatment 

start/end date, treatment cohort, and other subject-level necessary information. Assume, ADSL for the 

example was created. 

Our aim is to generate an analysis dataset for oncology-related efficacy endpoints - Efficacy Analysis 

Dataset Oncology (ADEFON). 

Here are the required steps for creation such ADaM-like dataset: 

1. To find the necessary information for the analysis in raw data. For convenience, use Case Report Form 

(CRF) for the study.  

 

Figure 5. Case Report Form: RECIST 1.1 Response Assessment. 
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The table contains the frequency of Best Overall Unconfirmed Response, the proportions of subjects with 

objective response and disease control and their exact binomial 2-sides 95% confidence intervals. 

Jumping ahead, for the derivation of these parameters Overall Responses per RECIST v1.1 would be 

used.  

 

Figure 6. An appropriate raw data. 

2. Create a specification for ADEFON based on appropriate raw data and ADSL. 

ADEFON is Basic Data Structure (BDS) dataset, which means it contains one or more records per 

subject, per analysis parameter, per analysis timepoint. Hence, for outputs above we should derive the 

next parameters for subjects which included in the efficacy-evaluable population: Best Overall 

Unconfirmed Response, Objective Response (Unconfirmed), Disease Control (Unconfirmed), Disease 

Control (Unconfirmed) 16 Weeks (-7 Days), Disease Control (Unconfirmed) 24 Weeks (-7 Days). The 

footnote in table contains derivation rules for parameters.  

Both Disease Control (Unconfirmed) 16 Weeks (-7 Days) and Disease Control (Unconfirmed) 24 Weeks (-

7 Days) parameters were integrated with Disease Control (Unconfirmed) using criterion flags (see 

specification below). 

 

 

Figure 7. Value Level Metadata for ADEFON. 
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Figure 8. Specification for ADEFON. 

 

Figure 9. The main part of ADEFON dataset that will be used for efficacy analysis. 

Listing based ADaM-like dataset 

The second type of ADaM-like based on raw data is a listing based ADaM-like. The listing based ADaM-

like dataset contains information from raw data that was used for generating output. In general, there is 

separate ADaM-like dataset for each output. In case, when a request contains both table and referenced 

listing the good idea will be generate one ADaM-like dataset for them. If there is a just a table in scope of 

outputs, listing based ADaM-like dataset contains information that was used for calculating statistics. 

In our example, there are both tables and referenced listing. Let’s see on listing based ADaM-like for 

these outputs. The dataset contains information that displays in the listing and will be using for calculating 

statistics in the table.  

Figure 10. Listing based ADaM-like dataset for Listing 16.2.2 and Table 14.2.1. 

RAW DATA 

Listing Listings  
CORE SDTMs 
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Figure 11. Listing based ADaM-like dataset for Listing 16.2.2 and Table 14.2.1. 

CONCLUSION 

There are different approaches to the creation of ADaM-like datasets. You should choose one of them in 

relation to the type of request.  

In case, a request contains a scope of Adverse Event outputs the better way would be to create ADAE 

transition ADaM-like dataset with analysis flags, categories and use it for all outputs instead of creating a 

separate listing based ADaM-like for each output. On the other hand, if a request includes many distinct 

types of information, for example, Prior Medications, Concomitant Medications, Medical History, Protocol 

Deviation would be more rational to use listing based ADaM-like datasets to avoid wasting time for writing 

specification at least. 
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