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01 Introduction  - Data flow in clinical studies
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Features of Study flow/IDB that influence the documentation
• Study data is added at different timepoints

• Mapping might be changed due to requests

• New variables could be added / New domains

• Structure of the IDB might change

• SDTM or ADaM IDB

• Maintenance of the IDB (MedDRAupdates, WHO-DD updates, corrections)

• Authority requirements

Year 2020 2021 2022

2021

Study 1

MedDRA
WHO-DD 
update

MedDRA
WHO-DD 
update

MedDRA
WHO-DD 
update

MedDRA
WHO-DD 
update

MedDRA
WHO-DD 
update

Study 2
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Study 4

IDB

IDB

IDB

IDB

→ How do we document this?



02 Macro %m_create_metadata_docu_xls() 

→Documentation
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Excel-File with Meta
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Mapping documentation – Example

%create_meta_docu_xls(

project       = Drugname

,libmeta = meta

,studyid = 1000#1001#1002

,pathstudydata = &source1 #&source2 #&source3

,inbase = patinfo#dm#dm#dm

,domains       = ae cm dm ds ex lb mh se sv vs ta te ts tv vs

,pathoutfile = &outpath./docum

,outfilename = drugname_mapping_documentation_&date._test.xlsx

,standard      = SDTM

,mapto = 1000: COMED->CM#(PROTOCOL ENDPOINT DV)->DS#DOSE->EX#LAB->LB#MHS->MH#VISIT->SV# 

PROTOCOL->TS#VISDES->TV

/1001:

/1002: (SUPPAE AE)->AE#(SUPPDM DM)->DM#(SUPPEX EX)->EX#(SUPPLB LB)->LB

);

Info – with mapping overview Sheet for every domain
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%create_meta_docu_xls(
,domains  =  AE CM DM DS EX LB MH SE SV VS TA TE TS TV VS

,studyid = 1000#1001#1002

,mapto = 1000:  COMED->CM#(PROTOCOL ENDPOINT DV)->DS#DOSE->EX#LAB->LB#MHS->MH#VISIT->SV# PROTOCOL->TS#VISDES->TV

/1001:

/1002: (SUPPAE AE)->AE#(SUPPDM DM)->DM#(SUPPEX EX)->EX#(SUPPLB LB)->LB

• 1:1 mapping / Multiple source domains / SUPP-Domains

• Information if source domain is not available or not assigned 

• Mapto = STUDYID: (domain1…domain n | SUPPdomain) -> TARGET

Mapping documentation – Domains and Mapping assignment
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Variable matching in different domains

• Colors indicate if variable is found / not found / additionally available

• Mapping suggestions could be added for additionally found variables

• Information about content and checks against metadata

Target 

/matched/unmatched

variables

Additional variables 

which could not be

mapped



03 Mapping suggestions – Fuzzy matching

Costs=1

Levenshtein distance
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Mapping suggestions – Fuzzy matching techniques

data suggestion&_std.&target.;

set suggestion&_std.&target.;

dist1=spedis(sasname, variable);

dist2=complev(sasname, variable);

sound_dist=complev(soundex(sasname), soundex(variable);

dist3_label=complev(label,label&_std);

dist4_label=spedis(label, label&_std);

if (type='C' and type&_std.=2) or

(type='N' and type&_std.=1) 

then type_cost=0; else type_cost=3;

if soundex(sasname)=soundex(variable) then sound_cost=0;

else sound_cost=2;

sum_costs=sum(dist1,dist2,comp_,type_cost, sound_dist,    

dist3_label,dist4_label);

if sasname=variable then match=1;

run;

• SOUNDEX – phonetic matching

• SPEDIS – spelling distance

• COMPLEV – Levenshtein

Distance

• Check variable names, lables, types

• Summing costs – chose lowest

costs as match
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Mapping suggestions – Example 1

Suggestions only when costs < threshold (user defined =75)

Suggestions only for variables not yet mapped and found in study

Suggestion could be turned off
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Mapping suggestions – Example 2

Suggestions only when costs < threshold (user defined =75)

Suggestions only for variables not yet mapped and found in study

Suggestions could be turned off

→Levenshtein distance=1

→SPEDIS distance=7 (probability of two phrases matching)



04 Add previous description
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Integration of previous Excel documents

• Update of meta data of the IDB

• New study

• Changed mapping

• Update Excel-file documentation

Excel-File with Meta

data/mapping description

Codelists

Integrated 
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Metadata
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version/
update

5

%create_meta_docu_xls ()
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3 edit

New 

Study  

update

42
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%create_meta_docu_xls(
project       = Drugname

,libmeta = meta

,studyid = 1000#1001#1002

,pathstudydata = &source1 #&source2 #&source3

,inbase = patinfo#dm#dm#dm

,domains       = ae cm dm ds ex lb mh se sv vs ta te ts tv vs

,pathoutfile = &outpath./docum

,outfilename = drugname_mapping_documentation_&date._test.xlsx

,standard      = SDTM

,previousfile =

,mapto = 1000:  COMED->CM#(PROTOCOL ENDPOINT DV)->DS#DOSE->EX#LAB->LB#MHS->MH#VISIT->SV# PROTOCOL->TS#VISDES->TV

/1001:

/1002: (SUPPAE AE)->AE#(SUPPDM DM)->DM#(SUPPEX EX)->EX#(SUPPLB LB)->LB

);

Example: adding new study with %create_meta_docu_xls
Only few things need to be changed!

%create_meta_docu_xls(
project       = Drugname

,libmeta = meta

,studyid = 1000#1001#1002#1003

,pathstudydata = &source1 #&source2 #&source3#&source4

,inbase = patinfo#dm#dm#dm

,domains       = ae cm dm ds ex lb mh se sv vs ta te ts tv vs

,pathoutfile = &outpath./docum

,outfilename = drugname_mapping_documentation_&date._test.xlsx

,standard      = SDTM

,previousfile = &pathto_excel_documentation/project_drugname_2021-06-10.xlsx

,mapto = 1000:  COMED->CM#(PROTOCOL ENDPOINT DV)->DS#DOSE->EX#LAB->LB#MHS->MH#VISIT->SV# PROTOCOL->TS#VISDES->TV

/1001:

/1002: (SUPPAE AE)->AE#(SUPPDM DM)->DM#(SUPPEX EX)->EX#(SUPPLB LB)->LB

/1003:  <add mapping if necessary>

);

Study 

1003
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Example: Use manually changed Excel file as input

Excel-File with 

manually changed

mapping description

%create_meta_docu_xls

• Macro merges entries in manually entered Excel file with information processed during

macro run

• Darker green color indicates if original found content is changed with Excel file



05 Summary
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Features of %create_meta_docu_xls

• Processes any source, SDTM or ADaM

• Multiple studies

• Different source domains to one target domain (source1…source N) → target

• Adds information from SUPP-domains

• Adds information about data / variables

• Adds mapping suggestions, variables found

• Processes a previously created Excel document

• Handles updated source / target metadata

• Adds colours to support users

• Could be used as mapping specification (draft) / define.xml / documentation
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