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• Current Situation 

• The efficient, integrated clinical trial 

system 

• Establishing a taxonomy 

• The importance of documents as process 

drivers 

• Clinical Process Mapping 

• Operational knowledge through KPIs 

Overview 
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• Many companies have implemented EDMS over 

the years 

• These EDMS systems have traditionally 

mimicked file shares for document management 

• There is an emergence of a new breed of EDMS 

which focuses more on collaboration and 

automation through metadata 

• Emergence of new document management 

models 

• EDMS is ripe for exploiting documents and 

metadata to drive processes  

Current situation 
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• Technology is now available to integrate 

document management with process 

management 

• We need to think of documents as process 

drivers 

• The effective use of metadata can help us make 

more informed decisions 

• We need to apply standards to facilitate this 

decision making 

• A new construct is emerging which enables us 

to combine people, processes and platforms 

The new challenge 
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The efficient, integrated clinical trial system 
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Definition: 

•tax·on·o·my  (tk-sn-m)n. pl. tax·on·o·mies 

1. The classification of organisms in an 

ordered system that indicates natural 

relationships. 

•2. The science, laws, or principles of 

classification; systematics. 

•3. Division into ordered groups or 

categories 
Source: The Free Dictionary 

Importance of establishing a Taxonomy 
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• Industry standards can provide a 

foundation on which to build a taxonomy 

• Standards allow us to describe artifacts 

in the same way across systems and 

processes 

• The more we adhere to standards the 

easier it becomes to interoperate 

• Standards empower process automation  

How standards can help 
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• DIA EDM Reference Model 

• DIA TMF Reference Model 

• ICH M2 – eCTD 

• ICH E2 – E2B(M) 

• CDISC Standards 

Existing Standards / Models for Inspiration 
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What can we do with a taxonomy? 

• Centralize terms and classification across systems to 

facilitate integration and improve standardization 

• Implement document and information management 

systems 

• Automate processes through use of metadata and 

classification 

• Identify documents/records 

• Manage records lifecycle and retention 

• Search for and view information based on predefined 

classification 

• Generate metrics and KPIs 



Application of Taxonomy within the context of eTMF 
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Example of use of eTMF with Taxonomy 

Study Management 
Files 

Data Management 

Data QC Plan 

QCP, TMF=Y, etc. 

Peer Review=Y, Reg 
Review=N 

Adlib 
Template=Templ1 

eSignature 

Numbering=Clinical 

Protocol Number, 
Indication, Study 

Phase… 

Annotated CRF 

Protocols Clinical Protocol 



• All activities in clinical trials tend to be 

documented in one form or another 

• Different operations on documents can 

be recorded as metadata 

• Document status / lifecycle is an 

important indicator of process 

advancement 

• Document metadata can be used to make 

decisions and to drive workflows 

Importance of documents as process drivers 
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CT 
Map 

Process Flows 
and SOPs 

Documents, 
Forms and 
Metadata 

Metrics and 
Milestones 

Roles and 
Organizations 

Clinical Trial Map 
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Case Study: CT Map - Why a CT Map? 

• To define, standardize and optimize CT 

operations (reduce time to market, reduce cost, 

improve quality, etc.) 

• Identify and exploit deliverables and metadata 

that drive processes 

• Create automated workflows from the CT map 

• Exploit operational data produced from 

deliverables and workflow to better control 

processes 

• Create operational intelligence and knowledge 

through standard metrics and KPIs to drive 

continuous improvement 

 



CT Map Development Strategy 

1. Identify all processes from the highest 

level and then drill down 

2. Identify relationships and dependencies 

between processes 

3. Identify milestones and metrics as 

processes are defined 

4. Identify document deliverables that are 

required for the different processes 

5. Identify metadata which is used to drive 

process and generate metrics 
 

 

 

 

 

 

 

 

 

 



CT Map Development Strategy 

6. Identify roles who are responsible for 

process steps 

7. Map CT Map to BPM system to automate 

8. Develop and deploy automated workflows 

and online forms in EDMS / BPMS 

9. Create KPIs / Dashboards / Scorecards 

10.Improve processes and update map 
 

 

 

 

 

 

 

 

 

 



Example: Authorization to Ship Drug 

• Part of the Site Initiation process 

• Is very dependent on document 

deliverables and status 

• High volume process which involves 

multiple individuals and many documents 

• Example uses documents, milestones, 

forms and workflow 

 

 

CT Map use Example 

Drug Information Association www.diahome.org 18 



Example : Site Initiation 



Example : IMP Shipment Authorization (Site 

Initiation) 



Sub-Process Breakdown 

(IMP Management) 



IMP Authorization Process Dependencies 





IMP Shipment Authorization Workflow 

24 



IMP Authorization Form 

Example of an online form 

where document deliverables, 

metadata and workflow process 

status can be used to establish 

if a site is authorized to receive 

drug. 

 



 



• Take a Step by Step approach to process 

automation 

• Try and use existing internal taxonomies and 

industry standards 

• Align to SOPs and QS 

• Try and identify metadata that is required to 

generate KPIs and metrics in advance 

• Identify collaborative technology which will 

allow you to automate easily 

• Leverage BI to build in continuous 

improvement 

Best Practices 
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• Documents drive processes and can 

generate significant intelligence 

• Mapping documents to processes and 

automating these processes using BPM 

tools can generate significant benefits 

• Adopting industry standards facilitates 

this process and also enables cross 

organizational interaction 

Conclusion 
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THANK YOU 

 

Paul Fenton, Montrium inc. 

pfenton@montrium.com 

514-223-9153 Ext.206 

Contact 
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