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Views and Opinions Expressed in this 

presentation are solely of the Authors

and do not necessarily represent 

official policy or position or views of 

Cognizant.
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Introduction
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Yet we still run clinical studies the 

same as 20 years ago!



Past, Present & Future
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Activities
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Statistical Analysis

Perform  QC Procedure 

Database Lock (revoke User 

access to database) 

Transfer Data to SASGeneration Of DM Plan 

Documents 

Final Inspection

Data Handling Report Data Verification

Data Entry / Ingestion 

Medical Coding

Validation
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Queries Resolution
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Types of Data Sources

1 - 10

1 – 5 ~ 50%

6 – 10 ~ 37%

11 - 20

11 – 15 ~ 7%

15 + ~ 6%
© 2019 Cognizant7 Challenges And Opportunities In Clinical Data Management RESEARCH REPORT: SEPTEMBER 2018; Conducted by: 

Pharma Intelligence



Top Challenges

Data

Inconsistency ~ 15% Cleaning ~ 15%

Data

Aggregation ~ 5% Duplicate Data ~ 15%

Data

Completeness ~ 30% Quality ~ 20%
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Current Scenario
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Medicalized Smart Phone
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Future Digital - Chaos Tatoo
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What challenges Industry is facing due to Digital Chaos? 

Data

Connected Medical Devices

Telehealth

Consumer Driven Healthcare

IoT

M2M Integration

Sensor Technology

Manage and store huge 

volumes of data

Speed to scan/ search 

• Drugs with Ingestible 

sensors may give 

sophisticated and 

cumbersome data for review

• Integrate data in real time

• Manage, Store and Process 

digital data (images, fingerprints, 

retinal scans, digital signatures 

and social media data) beyond 

the conventional demographic 

data 

De-duplicate, Digital data 

using new techniques 

Unstructured Data

Different Forms

Different levels of Accuracy

Security & Quality

Data

Shift

Technology 

Data Review

Data

Information + ScienceActivity



Paradigm Shift
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The largest study 

ever of its kind, 

which enrolled 

over 400,000 

participants from 

all 50 states in a 

span of only eight 

months

AOBiome Therapeutics’ phase 2b 

study of their acne treatment marks 

the first completion of an 

interventional, randomized, placebo-

controlled trial conducted entirely 

without a central trial site Science37

https://www.science37.com/science-37-aobiome-complete-industry-first-virtual-clinical-trial-metasite-decentralized-operating-model/

https://www.apple.com/newsroom/2019/03/stanford-medicine-announces-results-of-unprecedented-apple-heart-study/

Lifestyle monitoring and AI-IoT

space. 

https://www.science37.com/science-37-aobiome-complete-industry-first-virtual-clinical-trial-metasite-decentralized-operating-model/
https://www.apple.com/newsroom/2019/03/stanford-medicine-announces-results-of-unprecedented-apple-heart-study/


Futuristic Clinical Trials
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Gene editing/sequencing, 3D printing, 

personalized medicines, devices as 

well as delivery, Virtual Reality

Patient-less 

computerized trials

Adaptive, site-less, and investigator-

less clinical trials provide agility and 

access

Nanotechnology, data, and software that can 

monitor or intervene with therapy and a 

person's health



“Futuristic Process”
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FDA Initiatives
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New Digital ecosystem
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What How it helps

EMR Easy Storage + Retrieval; Improved Efficiency & Productivity

EHR Coordination and informed decision-making

Personal Health Record Consistency of information 

Remote Diagnosis Reduces duplicated tests and referrals + Easy Access

Remote Monitoring Patient-centric integrated care + Reduce emergency and re-admissions

Telecare Improves productivity and reduces burden of healthcare resources

mHealth Applications Greater patient engagement & saves time + Proactive & targeted care

Big Data/Analytics Accurate diagnosis, better treatment + Improves diagnostics and accuracy of treatment

Lower 

Cost

Change of 

Mind Set



The difficulty lies, not in new ideas, but in escaping 

from the old ones, which ramify, for those thoughts 

brought up as most of us have been, into every corner 

of our minds.

John Maynard Keynes
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Thank you


