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Frank Menius 

•Frank Menius is a graduate of the University of North Carolina at Chapel Hill 
with a BA in International Studies, and was recently conferred a graduate 
certificate in Applied Statistics and Data Management at NC State University.

•Mr. Menius is a former police officer, having served on the line for 12 years 
prior to fulfilling his lifelong dream of putting his uber computer-geek skills to 
good use. He is a SAS-certified programmer with extensive experience in data 
standards and define.xml creation.

•Frank is currently an Associate Statistical Programmer at Covance, where his 
primary interests include training and process improvement. He has recently 
worked to develop processes and structures for the roll out of Pinnacle 21 
Enterprise at Covance.
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About Covance

•Covance Inc., the drug development business of Laboratory Corporation of America 
Holdings (LabCorp), is the world’s most comprehensive drug development company. 

•We are dedicated to advancing healthcare and delivering Solutions Made Real® by 
providing high quality nonclinical, clinical, commercialization and informatics 
services to pharmaceutical and biotechnology companies to help increase the 
speed, precision and effectiveness of drug development.

•Covance is currently working on about half of all active clinical trials globally and has 
been involved in all top 50 best-selling drugs on the market. 
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How we use P21 Enterprise

•At Covance P21 Enterprise is currently contracted with the client 
on a per study basis.  

� P21E is used for submission based deliverables (validation 
checks, Data Fitness Score, define creation, compiling a 
Reviewer’s Guide)

� Covance uses a modified P21 define template (spec) for 
specification writing
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Creating a Define – Where to Start
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Creating a Define – Where to Start
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Editing the Define – Properties

Define Creation.  February, 201911



Public 

Editing the Define – Properties 
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WHODrug

CSDRG
Protocol?
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Editing the Define – PAUSE TO SAVE 
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Save before clicking on another tab.   ALWAYS

Issue: You clicked on another tab without saving and now it wont let you.
Solution:  Copy/Cut what you last typed into Excel.  Then remove it from module.  Then Save. 

Then Paste back into module.  Then Save.
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Editing the Define – PAUSE TO SAVE 
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Issue: You try to save and receive a message that says it can’t save because 
the item has been recently changed by X user.

Solution:  Export the define to Excel Spec.  Immediately Import the Excel Spec.  

Make changes that were previously attempted.  Saving should work now.
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Editing the Define – Datasets 
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Editing the Define –
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-Is this correct?
-Is this worded the way you want it?
-Is this consistent w/ other deliverables in you package?
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Editing the Define – Variables 
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Editing the Define – Variables 
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Start Here by Importing the aCRF
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Editing the Define – Variables 
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Start Here by Importing the aCRF
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Editing the Define – Variables
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Origins:
• All variables must be assigned an origin of CRF, eDT, Assigned, 

Derived, Protocol or Predecessor
• Variables can only be assigned 1 of the above

• If there are multiple origins for a variable our solution is to 
pick one, and then make a comment for the remainder.  If 
one is CRF then you want to use that in the origin box so 
that the hyperlinks populate

• If variable has value level metadata that comes from more 
than one source then the variable origin is left blank and 
origin is assigned at the value level.  There can not be 
conflict between Variable level and Value level
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Editing the Define – Variables
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Origins:
• If the variable has an origin of Derived P21E requires a method to 

be populated.
• If the variable has an origin of Assigned it is recommended that a 

comment be populated.
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Editing the Define – Variables
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Comments and Methods:
• Creating comments and methods is done similarly on their 

respective tabs.
• The ID column is the link between the comment/method and the 

variable
• Comments and Methods can be used more than once if 

applicable
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Editing the Define – Variables
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Comments and Methods:
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Editing the Define – Variables
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Comments and Methods:
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Editing the Define – Value Level
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Assigning Origins to Value Level works the exact same way as at 
the Variable.  

Just note again - If variable has value level metadata that comes 
from more than one source then the variable origin is left blank 
and origin is assigned at the Value Level.  There can not be 
conflict between Variable and Value Level
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Editing the Define – Value Level
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If you need to build more complex where clause statements P21E version 3.4 has a 
where clause builder accessible by hovering over window
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Editing the Define – Codelists
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P21E will auto populate the codelists for you
• It may not be an exhaustive list – you will need to add
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Editing the Define – Codelists
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P21E will auto populate the codelists for you
• It may not be an exhaustive list – you will need to add
• You may need to delete some that are meaningless
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Editing the Define – Codelists
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Codelists in P21E consist of 3 parts.
1. The Codelists Tab – ID, Name, NCI Code, and Type of codelists.  Must be completed first
2. The Terms Tab – Order, Codelist (ID from Codelists Tab), Term, NCI Code, Decoded Value
3. The link in the Variable/Vaule Level Tab (ID Codelists Tab)
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Editing the Define – Codelists
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Work Arounds:
Issue - Sometimes the NCI Code does not populate on the Terms Tab.
Solution – Export the define to Excel Spec and then reimport the define from Excel Spec
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Editing the Define – Codelists
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Work Arounds:
Issue – The Terms are sorted in random/illogical order
Solution – Copy and paste into Excel or even create the terms list in Excel, 
use the tools in Excel to sort appropriately, then copy and past into P21E
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What if the Data Changes?
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P21 has the ability to import the changed metadata after it has been validated and merge it with the define.

HOWEVER, I strongly urge AGAINST this.

-P21 redoes the auto-population replacing the links/overwriting anything that was changed by the user from 

original version. 

Links to codelists, comments, and methods will be affected.  

Deleted codelists will return.  

Expect to spend significant time fixing this.
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What if the Data Changes?
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Alternatives?

If changes are minor, get a change list and make updates manually.

If changes are large and you must merge in a new validation, use the history tab to compare 

The pre-import and after import versions.  This report can be exported to excel and will show 

all differences between the versions allowing you to pinpoint your corrections.
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Define Completion and the P21 Report
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When define is complete, export the define.xml and stylesheet to the location of the data.
Note:  To properly view the define the define.xml, the stylesheet, and all linked documents must 
be in the same folder.  Right click the define.xml file and open with browser.

Revalidate the study to produce the report with cross validation checks with the define.xml
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Questions?
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Frank Menius
Covance, Inc.
4000 Centergreen Way # 300
Cary, NC 27513
Frank.Menius@Covance.com
https://www.linkedin.com/in/frank-menius/

mailto:Frank.Menius@Chiltern.com
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