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History
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NNIT provides IT and consultancy services 
- covers the entire value chain in pharmaceutical development
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Clinical Development Overview
Pharmaceutical industry processes
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NNIT – focus on 7 offerings to create 
excellence in clinical development processes 

1. Clinical process optimisation (eClinical)

2. Ensuring sustained IT compliance

3. Smooth clinical IT application services

4. Fast Electronic Submission

5. Efficient management of Clinical Trial Registration

6. Efficient analysis and reporting

7. Pharmacovigilance process optimisation
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NNIT approach
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eClinical delivery approach

The eClinical methodology is used for improvement projects as well 
as initial set-ups and is split into 3 phases with the following 
objectives and major deliveries:

• Drivers
• Working statement 
of level of ambition

• Scope
• Benefits

• Vision
• Architectures
• Roadmap & priorities
• As-Is 
• To-Be 
• Gap analysis
• Business case for each 
opportunity for Phase 3

• Risk assessment

• Specification
• Vendor selection
• Implementation
• Roll-out
• Organizational Change 
Management

• Support Structures
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Enterprise Business Architecture
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CTMS
• Generate and maintain non-subject trial 

data e.g. trials, countries, sites, 
investigators, 

• Generate subject visit schedules
• Generate enrolment forecasts, milestones 

and monitoring & treatment progress 
reports

• Verify source data (pCRF)
• Track CRF pages (pCRF)
• Report screen failure/reason
• Track and report site activation
• Generate enrolment report
• Report withdrawal/reason
• Green light, Supplies strategy
• Site Activation

EDC (ASP)
• Design electronic CRFs (eCRFs)
• Design database for clinical data
• Manage eCRF data entry and review
• Manage and track data discrepancies
• Verify source data
• Record investigator approval of eCRF

data
• Capture screen failure & withdrawals
• Collect key efficacy data for interim 

analysis
• Capture SAEs
• Track eCRF pages

Clinical Supply 
Chain

• Manage product data and bills of 
materials

• Manage inventory and raw materials

• Generate randomisation schedule  
codes

• Manage clinical packaging orders

IVRS
• Unblinding – (IPS via IVRS)

• Randomize subjects
• Calculate dose for dispensing

• Maintain drug inventory
• Maintain drug status
• Capture screen failure & withdrawals

• Prodoctive – site visit dates 
(investigator)

CDMS
• Design database for clinical data
• Manage pCRF data entry and review
• Track missing pCRF pages (pCRF)
• Edit check data and resolve queries
• Load and range check external data
• Code AEs, SAEs, concomitant 

medications & medical history
• Investigate Information-amended CRF 

pages
• Check range and consistency in patient 

identifiers/visit dates

External 
Data

• Laboratory data

• ECG data

• Electronic patient 
diary data

• CRO Patient Load

Safety
• Capture SAEs (eCRF)

• Enter SAE data from CIOMS (pCRF)
• Code SAEs
• Record and track safety cases

• Query and analyse safety data

• Report pharmacovigilence
information to regulatory authorities

pCRF Data

CIOMS Data
SAE information from 
pCRF studies (faxed 
from sites)

External 
Packaging

Facility 
(EPF)/local 

depots

• Fax

Resource Portfolio 
Management

Project tool
• Maintain project plans

• Define time budgeting structure

ERP system
• Highlight supply/demand 

resource gaps to support review 
process

• Record actual time & resource 
utilisation. 

• Allocate costs

• Project & 
building blocks

• Resources

EDMS
• Store, retrieve and track regulatory 

documents

• Manage document versioning and 
change control

• Support publishing and electronic 
submissions to authorities

• Provide document search capabilities

SAS legacy

Legacy 
System

• Initial shipment request (manual)

• Re-supply requests (manual)

• Shipment details

Clinical Data
Warehouse

Data Warehouse
• Enter study metadata

• Reconcile SAEs

SAS
• Handle and analyse 

statistical data

• Calculate statistically 
derived parameters

• Define study populations

• Conduct statistical analysis 
and reporting

• Patient Demographic 
Data (eCRF)

• Clinical Data (eCRF)

• Site Number (eCRF)

• Trial identification data

• Site monitor and investigator 
details

• Site activation notification

• Shipping Address

• Green Light Date

• Supplies Strategy per clinic

• End of trial enrolment notification 
(screening)

• End of trial randomization notification 
(LPFV)

• Screen failures, codes + dates (pCRF)

• Withdrawals, codes + dates (pCRF)

• Patient Identifiers, visit dates, DoB, Gender 
(+ other data recorded today)

• Trial identification data (manual)

• Site address details (manual)

• Initial shipment request (manual)

• Re-supply requests (manual)

• Randomization 
schedule & codes

• Shipment
details

• Trial identification data

• Site & investigator details

• KPI data

• Protocol deviations (NTF & analyses)

• Study data tabulation model 
(manual)

• SAEs for reconciliation

• Manual

• Stat views (DS)

• DM SAEs for reconciliation

• Patient  Demographic Data

• Cleaned Clinical Data

• Captured SAEs
(eCRF, from EDC)

• Trial data 
(manual)

• Trial identification data

• Site &  investigator details

• Subject Information

• Box #, Lot #, RAN #

• Treatment group

• DoB

• Straticification

• Trial identification data (manual)

• KPI Data (manual)

eClinical Application Architecture
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Its also about standards!

� Standards
� Inputs, Outputs, Formats, Structures 

(CDISC)

� Processes
� Well defined & efficient, that produces 

reliable results without requiring 
superhuman effort!

� Systems
� Tools to facilitate, automate, integrate 

the processes, leverage the standards 
and allow us to use our ”human”
resources to best advantage
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Questions and Discussion
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