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4. ADaM current status and future 
5. Points for discussions 
6. Q&A (if time allows) 

2 



3 

Background: CDISC Standards 

CDISC website www.cdisc.org  



ADaM – Past 

4 

Year ADaM (General Cons.) ADaMIG Examples 

2002 Guideline 1.0 (5 pp) 
General Considerations (16pp) 

2003 CFB examples 
CAT examples 
TTE examples 

2005 General Considerations 0.7 
General Considerations 1.0 

SL 0.2x 
CFB 0.2x 
CAT 0.2x 

2006 ADaM 2.0 draft 
ADaM 2.0 final 

2008 ADaM 2.1 draft ADaMIG 0.1 
ADaMIG 1.0 draft 

2009 ADaM 2.1 final ADaMIG 1.0 final 

2011/ 
2012 

ADTTE, ADAE 
Examples, Comp-
liance checks 



ADaM – Current 

● ADaM – Analysis Dataset Model 
 

● Current ADaM Documents 
− ADaM Model Document 2.1 (2009) 

− ADaMIG 1.0 (2009) 

− Examples (2011) 

− ADTTE (2011) 

− ADAE (2012) 

− Compliance checks (2011) 

− Updated Pilot 1 data (2013) 

− ADaMIG 1.1 draft (2014) 

− ODS draft (2014) 
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ADaM Documents In Progress* 

● ADaM metadata submission guideline 
● Document to cover multivariate analyses 
● Compliance checks to cover ADAE and ADTTE 
● ISS/ISE Integration 
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*based on CDISC Webinar in April 2014 



7 

Background and Purpose of ADaM 

● FDA required data submission 
− Analysis datasets 

● ADaM  
− Listings 
− Profiles 
− Tabulations datasets 

● SDTM 
● SEND 

http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm  

 
• FDA’s  expectations  on  data  standards 

− Data from all companies in the same structure 
− Allows data to be combined across companies and by therapeutic areas 
− Support larger vision of having FDA warehouse repository 

ADaM Section 1-2, ADaMIG Section 1 
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ADaM Overview 

● Fundamental principles 
● ADaM rules for analysis datasets 
● ADaM standard data structure 

− ADSL 
− BDS, e.g. ADEFF, ADTTE  
− ODS, e.g. ADAE 

● ADaM standard variables 
● ADaM metadata 
● ADaM standard solutions to implementation 

issues 
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ADaM Fundamental Principles 

● Analysis datasets must:  
− facilitate clear and unambiguous communication and 

provide traceability 
− be analysis-ready  (“ONE PROC AWAY”) 
− be accompanied by metadata 
− be readily useable by commonly available software tools 

 
● Traceability 

− The concept of traceability is a cornerstone of the 
Analysis Data Model. 

ADaM Section 3.1, ADaMIG Section 2 
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Demonstration: Traceability 

CDISC/FDA pilot study materials (members only area) 
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ADaM Rules for Analysis Datasets 

● Analysis datasets must: 
− include a subject-level  analysis  dataset  named  “ADSL”   
− consist of the optimum number of analysis datasets needed and 

have enough self-sufficiency to allow analysis and review with 
little or no additional programming or data processing  

− be  named  using  the  convention  “ADxxxxxx”   
− use ADaM standard variable names and naming conventions 

when available 
− maintain the values and attributes of SDTM variables if copied 

into analysis datasets without renaming (i.e., adhere to the 
“same name, same meaning, same values”  principle  of  
harmonization  

− apply naming conventions for datasets and variables consistently 
across studies within a given submission and across multiple 
submissions for a product 

ADaM Section 4 
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Classes of ADaM Data Structure 

● ADSL (Subject-level Analysis Dataset) 
− Reserved  dataset  name  “ADSL” 
− One record per subject, regardless of study design 

 

● BDS (ADaM basic data structure) 
− Designed with the majority of analysis files in mind 
− One or more records per subject per analysis parameter, per 

analysis time points (if applicable) 
− ADTTE is illustrated the use of BDS in time to event analysis 

 
● ODS (ADaM Occurrence data structure - draft) 

− general data structure and content typically found in occurrence 
analysis. Examples include typical analysis of Adverse Events, 
Concomitant Medications, and Medical History 

− one record per each AE recorded in SDTM AE domain (ADAE) 
 

ADaM Section 4.2, ADaMIG Section 2.3 12 



ADaM Standard Variables 

● General Variable Naming Conventions 
− e.g. ---DT/---TM/---SDT/---EDT 

 

● ADSL Variables 
− e.g. AGE/AGEU/SEX/RACE, TRTxxP/TRTxxA, FASFL/SAFFL/ITTFL 

 

● BDS Variables 
− e.g. PARAM/PARAMCD, AVAL/AVALC, BASE/CHG/PCHG 

 

● ODS Variables (draft, ADAE as first example) 
− e.g. AOCCFL/AOCCIFL/AOCCzzFL 

 

standard predictable data structure and variables 
ADaMIG Section 3 
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ADaM Variables Descriptions 

 

ADaMIG Section 3 
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ADaM Standard Variables 

● General Variable Naming Conventions 
 

● ADSL Variables 
 

● ADaM BDS Variables 
− PARAM/PARAMCD, AVAL/AVALC 

 

● ADaM ODS Variables 
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General Variable Naming Conventions 

● In a pair of corresponding variables, the primary 
or most commonly used variable have no suffix or 
extension 
− e.g., TRTP and TRTPN, AVAL and AVALC 

 

● Lower  case  letters  “xx”,  “y”,  and  “zz”   
 

● ---GRy: grouping variables, y refers to the 
grouping scheme or algorithm, e.g. SITEGR1  
 

● SDTM character variables to numeric variables  
− with  an  “N”  suffix  added,  e.g.  RACEN 

 
ADaMIG Section 3 
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General Timing Variable Conventions  

● ---DT: numeric dates  
● ---DTM: numeric datetimes 
● ---TM: numeric times 
● ---DTF: date imputation flags 
● ---TMF: time imputation flags 

 
● ---SDT, ---STM etc: timing start variables  
● ---EDT, ---ETM etc: timing end variables  

ADaMIG Section 3 
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General Flag Variable Conventions  

● ---FL, ---FN: character and numeric flag variables 
 

● Subject-level ---FL and ---FN variables:  
− N = no (not included), Y = yes (included). Null values are not allowed.  
− 0 = no (not included), 1 = yes (included). Null values are not allowed.  

 
● Parameter-level and record-level: ---PFL, ---PFN, 

---RFL, ---RFN variables:  
− Y = yes (included). Null values are allowed.  
− 1 = yes (included). Null values are allowed.  

 

ADaMIG Section 3 
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ADaM Standard Variables 

● General Variable Naming Conventions 
 

● ADSL Variables 
− e.g. AGE/AGEU/SEX/RACE, TRTxxP/TRTxxA, FASFL/SAFFL/ITTFL 

 

● BDS Variables 
− e.g. PARAM/PARAMCD, AVAL/AVALC, BASE/CHG/PCHG 

 

● ODS Variables (draft, ADAE as first example) 
− e.g. AOCCFL/AOCCIFL/AOCCzzFL 
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ADSL (Analysis Data Subject Level) 

● Contains important information about a subject 
 

● Structured as one record per subject 
− Allows for merging with any other file (ADaM or SDTM) 
− Regardless of clinical trial design 

 

● Used as a source for 
− Variables required in other analysis datasets 
− Denominator value for populations of interest 

 

● Required variables with standards names and 
attributes (loaded into FDA Repository) 
− Will allow tools to be developed 

20 



ADSL Standard Variables 

● Required variables 
− Study and Subject Identifiers   
− Subject Demographics, e.g. AGE/SEX/RACE  
− Population Indicator (s), e.g. FASFL   
− Treatment Variables, TRTxxP 
− Trial Dates (conditionally required) 

 

● Permissible variables 
− Numeric equivalents of flags 
− Stratification variables 
− Treatment duration and compliance variables 
− Other key visit dates and durations 
− Protocol specific event information, such as death/survival 

ADaM Section 6, ADaMIG Section 3.1 
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ADaM Standard Variables 

● General Variable Naming Conventions 
 

● ADSL Variables 
− e.g. AGE/AGEU/SEX/RACE, TRTxxP/TRTxxA, FASFL/SAFFL/ITTFL 

 

● BDS Variables 
− e.g. PARAM/PARAMCD, AVAL/AVALC, BASE/CHG/PCHG 

 

● ODS Variables (draft, ADAE as first example) 
− e.g. AOCCFL/AOCCIFL/AOCCzzFL 
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ADaM BDS – Basic Data Structure 

● A predictable structure will bring some benefits:   
− communication, metadata, software development, etc 

 
● Designed to be flexible for majority of analyses 

 
● One or more records per subject per analysis 

parameter, per analysis time points (if applicable) 
 

● BDS PARAM/PARMACD can contain any type of data 
− An event, a finding, or an intervention, or 
− A derived or combined 

 

● Allow flexibility to add supporting columns as needed 
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ADaM BDS Variables 

● Study and Subject Identifier 
● Treatment Variables 
● Timing Variables 
● Analysis Parameter Variables 
● Analysis Descriptor Variables 
● Indicator Variables, e.g. population flags 
● Analysis-Enabling Variables 
● Data Point Traceability Variables 
● SDTM Variables (Traceability) 
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ADaM BDS: Analysis Parameter Variables 

● Variables to describe what is being analyzed 
 

● “Topic”  variables  in  ADaM  BDS  (required) 
− PARAM: description of the analysis parameter 
− PARAMCD: short name of the analysis parameter in 

PARAM 
 

● Other permitted variables 
− PARAMN 
− PARAMTYP 
− PARCATy 
− … 
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Analysis Parameter Variables – An example 
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Two parameters: 
Weight (kg)   - observed 
Log10(Weight(kg))   - derived 



ADaM BDS: Analysis Parameter Variables  
– Analysis Values 

● Variables that contain char or num values used 
for analysis 
− AVAL: Numeric analysis value described by PARAM 
− AVALC: Character analysis value described by PARAM 
− AVALCATy: A categorical representation of AVAL and/or 

AVALC 
− … 
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ADaM BDS: Analysis Parameter Variables – 
Others 

● BASE 
● BASEC 
● BASECATy 
● BASETYPE 

 
● CHG 
● CHGCATy 
● PCHG 
● PCHGCATy 

 

● R2BASE 
● R2AyLO 
● R2AyHI 

 
● SHIFTy (BASECATy vs 

AVALCATy) 
● SHIFTyN 

 
● CRITy 
● … 
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ADaM BDS – Example 2 

 

Analysis  
Parameter 

ADaM 
Timing 

Population 
 Flag 

Analysis  
Parameter 

Indicator  
Variable 

Analysis  
Descriptor 
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SDTM  
Variable  



ADaM Standard Variables 

● General Variable Naming Conventions 
 

● ADSL Variables 
− e.g. AGE/AGEU/SEX/RACE, TRTxxP/TRTxxA, FASFL/SAFFL/ITTFL 

 

● BDS Variables 
− e.g. PARAM/PARAMCD, AVAL/AVALC, BASE/CHG/PCHG 

 

● ODS Variables (draft, ADAE as first example) 
− e.g. AOCCFL/AOCCIFL/AOCCzzFL 
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ADaM ODS – Occurrence Data Structure 

● ODS describes the general data structure and content 
typically found in occurrence analysis.   
− counting of subjects with a record or term, and often includes 

a structured hierarchy of dictionary coding categories.  
 

● Examples: typical analysis of Adverse Events, 
Concomitant Medications, and Medical History. 
 

● no need for AVAL or AVALC. 
 

● Occurrences are counted in analysis, and there are 
typically one or more records for each occurrence 
(event level to subject level). 
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ADaM ODS Variables 

● ADSL Variables 
● Identifier Variables 
● Dictionary Coding and Categorization Variables 
● Timing Variables 
● Indicator Variables 
● Occurrence Flag Variables 
● Treatment/Dose Variables 
● Descriptive Variables 
● Standardized MedDRA Query Variables 
● Original or Prior Coding Variables 
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ADaM ODS: Occurrence Flag Variables 

● Occurrence flags typically created by sorting the 
data in the required order and then flagging the 
first treatment emergent record.  
− AOCCFL: 1st Occurrence of Any XX Flag 
− AOCCIFL: 1st Max Sev./Int. Occurrence Flag 
− AOCCzzFL: 1st Occurrence of …. 
− … 
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ADaM Overview 

● Fundamental principles 
● ADaM rules for analysis datasets 
● ADaM standard data structure 

− ADSL 
− BDS, e.g. ADEFF, ADTTE  
− ODS, e.g. ADAE 

● ADaM standard variables 
● ADaM metadata 
● ADaM standard solutions to implementation 

issues 
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ADaM Metadata 

● Analysis dataset metadata 
● Analysis variable metadata  
● Analysis parameter value-level metadata 
● Analysis results metadata 

ADaM Section 5 
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Analysis results metadata 
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Standard Solutions to Implementation Issues 

● Treatment variables for common trial designs (sect 4.1) 
● Creation of derived columns vs rows (sect 4.2) 

− Rule #1 to Rule#6 
● Inclusion of all observed and derived records for a 

parameter versus the subset of records used for Analysis 
(sect 4.3) 

● Inclusion of supportive data (sect 4.4) 
● Identification of rows used for analysis (4.5) 
● Identification of population-specific analyzed rows (sect 4.6) 
● Identification of records which satisfy a pre-defined criterion 

for analysis purposes (sect 4.7) 
● Other issues to consider (sect 4.8) 

ADaMIG Section 4 
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Standard Solutions – An example 

● Creation of derived columns vs rows (sect 4.2)  
− Rule 1. A parameter-invariant function of AVAL and BASE on 

the same row that does not involve a transform of BASE should 
be added as a new column.  

− Rule 2. A transformation of AVAL that does not meet the conditions of 
Rule 1 should be added as a new parameter, and AVAL should contain 
the transformed value. 
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ADaM Examples – CDISC Pilot Study 

● A real study to show: 
 
− Metadata (4 levels) 

 
− Datasets (3 classes) 

● ADSL (ADSL class) 
● ADVS (BDS class) 
● ADAE (ODS class) 

 

− Traceability by define.xml 
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ADaM Current status and issues 

● Agencies requests or are interested in adopting 
ADaM, e.g US FDA, Japan PMDA 

 

● Increasingly (and sometimes inconsistently) used 
in the industry, e.g. ADaM datasets used to  
− create all tables/listings/figures 
− create only tables/figures 
− create only statistical tables 

 

● Flexibility vs compliance, clarity of solutions 
 

● Commercial tools are not (widely) available 
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ADaM Future – short/medium term 

● ADaM  continue  to  evolve  to  be  stable?… 
− Solutions to common issues 
− Addition of ODS or other new classes 
− TA standard development including ADaM 
− Cover new study designs, analysis methods, derivation 

and reporting 
 

● Well accepted by more agencies and by the 
whole industry? 
 

● Available commercial tools to automatize the 
creation process (SDTM ->ADaM->TLFs) for 
some areas, e.g. safety data? 

45 



Points for Discussion – long term 

1. Standardize TLF outputs/shells, e.g. baseline, common 
safety and specific efficacy outputs? 

 

2. Standardize the common derivations from SDTM to ADaM, 
and then to Report when stable in specific area? 

 

3. Streamline using protocol, when standard and database-
able, to drive (or via SAP/shells) the ADaM and analysis 
results creations? 
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Report 

Result data 
Standard  

1 

2 
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Thank You！ 

 
Contact 

zibao.zhang@ppdi.com 
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Backup slides 
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CDISC在中国历程 

11月: Sandy Lei 
(JJPRD)介绍
CDISC 

2007 

6月: 半天讲座 –上海（ Becky 
Kush and Sandy Lei） 
6月: C3C成立 
11月: 第一届CDISC中国年会举
行 –复旦大学 
12月: CDISC用户组（北京和上
海）成立并举办首次活动 

2008 

4月: CDISC公
开培训班-北京 

2009 

7月: 中国CDISC 咨询
委员会(CCAC) 
 
9月:第二届CDISC中国
年会举行及公开培训班 
–上海 
 
 

2010 2011 

5月: C-STAR 项目
开始 
11月: 公开培训班 
–北京和上海 

2012 

CDISC标准多次演
讲（国内诸多会议，
SFDA 专家咨询会，
DIA CDM年度研讨
会等） 

2013 

5月: CDISC标准中文版审议稿
发布 
6月：指导组成立 
8月: 多个工作组成立 
8月/10月: 中医药临床试验数
据标准组成立并召开研讨会 
10月: CDISC公开培训班 -北
京和上海 

2014 

3月: CDISC中国官网 
     第1季度研讨会 
5月: 第2季度研讨会 
     DIA中国年会  
     CDISC分会场 
10月: CDISC公开培训
班 -上海和北京 
11月: 第3次研讨会 
      中国培训师项目 
1月：第4次研讨会(计
划） 
更多工作组进展… 
更多研讨会和培训班… 
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CDISC中国官网、微信和微博平台（测试中） 

● CDISC中国官网
www.cdiscchina.org 
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● 微信平台： 
− 微信号: CDISC-China 
− 二维码： 

● 腾讯微博： 
− t.qq.com/cdiscchina  

 

● 敬请关注和支持！ 


