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Premise

• No  point  in  collecting  metadata  if  you’re  not  

going  to  use  it

• If  made  easily  accessible,  metadata  can  be  

effectively  used  throughout  the  project  life  cycle

• This  use  can  improve  quality  of  deliverables,  

reduce  code  volume,  and  reduce  the  time  need  

to  get  from  one  “end”  to  the  other  “end”

• For  metadata  to  be  easily  accessible,  we  need  

tools.    This  requires:  time  and  $  for  development  

and  maintenance;  organizational  commitment  to  

a  new  paradigm.



This  Presentation

• Rather  than  simply  say  “metadata  is  a  good  idea”  

we  will  look  at  a  table  and  give  real-­‐world  

examples  of  its  use.

• Goals:

o Emphasize  the  benefits  of  “end-­‐to-­‐end”  usage  of  

metadata

o Be  aware  of  key  metadata  features  (need  for  and  

cost  of  tools,  evolution  of  architecture,  etc.)

oMake  the  business  case  for  development  of  validated  

tools  and  infrastructure  (interface,  repository,  et  al.)



SDTM  Workflow  Overview

Highly simplified:

• Study  setup  programs  create  directories,  seed  m’data

• Client-­‐supplied  or  internal  EDC  data

• Dataset  specs  used  for

• Programming  and  validation  of  Domains

• Convert  to  SAS  transport  format,  create  define.xml,  

define.pdf,  other  deliverables
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Metadata  Supporting  The  Process

• Study  configuration,  Domain,  Variable,  Value,  

others

• Focus  on  variable-­‐level.  Partial  contents:

Variable Content
domain Domain  name  (DM,  EG,  …)

variable Variable  name

type ODM  type  (text,  integer,  …)

length Variable  length

label Variable  label

order Order  in  dataset  (1,  2,  …,  n)

definitionProg Programming  definition

definitionSub [optional]  Definition  to  use  in  define  file

use Include  variable  in  submission?  [check  box]

crflocation Page  name  and  number(s)  in  CRF

core Required/expected/permitted?



Interface

Before  you  can  usemetadata,  you  have  to  create it.



Interface  -­‐ Datasets



Interface  -­‐ Variables



Tools  – Dataset  Spec
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Tool Purpose

%createSpec Create  programming  spec.

Among  the  parameters:

• Variable  order
• Domains  to  include  File  

format  (PDF,  RTF)

• Restrict to  variables  
changed  since  user-­‐

specified  date
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Tools  – Program  /  Validate

Tool Purpose

%attrib Build  ATTRIB,  KEEP  

statements  for  a  Domain

%domainSplit Divide  a  dataset  into

domain  and  

SUPPdomain

%domainCheck Check  for  basic  SDTM  

compliance
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Tools  – Deliverables

Tool Purpose

%createXFDF Create  annotations  for  

blankCRF.pdf

%export Create XPT  files

%defineXML Create  define.xml  and  

related/support  files

Among  the  parameters:

• Order of  datasets

• Rendering  of  hyperlinks

• Display  of  Controlled  

Terminology

%definePDF PDF  version  of  define.xml reads  

define.xml,  doesn’t  use  any

domain/variable  m’data
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Summary:  Tools,  Interface
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Summary:  Variable  Usage  Through  Life  Cycle
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Closing  Comments

• Metadata  can  be  used  throughout  life  cycle

• Not  all  variables  need  to  be  “in  play”  at  once

• Need  to  design  for  new  deliverables,  processes:    

this  requires  adaptable  architecture  (both  tools  

and  metadata)

• Tools  

o improve  efficiency  and  quality  and  …

o require  investment  (initial,  ongoing)  and  

organizational  commitment



And  Remember  …

finished 

finished.



Contact

Your  comments  are  valued  and  encouraged:

• Frank@CodeCraftersInc.com

• www.CodeCraftersInc.com
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