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Enter Data as  
They Are Collected
Eliminate EDC Transcription  
and Edit Checks 
As part of the Clinical ink eSource ecosystem,  
our Direct Data Capture (DDC) technology enables 
electronic Clinical Outcome Assessments (eCOA), 
Patient Reported Outcomes (ePRO), and eConsent. 
These elements can work independently or 
synergistically, as part of a complete solution to 
facilitate your study. 

As the pioneers in DDC Technology, Clinical ink  
is uniquely positioned to clarify the differences 
between DDC Technology and EDC. 

DDC Technology
Save Time, Produce Cleaner Data,  
and Build Study Confidence

Capturing source data at the moment of inception 

Increasing patient engagement 

Enabling clean, digitized data to be immediately 
visible to the research team 

Eliminating time-consuming and error-prone 
transcription steps and edit checks 

Collecting audio, video, and photographs  
that are embedded within the data 

Facilitating success at NDA filing by promoting 
correct study conduct and documentation with 
purpose-built, strategically designed workflows 

 

DDC Technology benefits include:

August 2010 – EMA 
Reflection paper on 
expectations for electronic 
source data and data 
transcribed to electronic data 
collection tools in clinical trials 

September 2013 – FDA 
Guidance: Electronic 
Source Data in Clinical 
Investigations 

July 2019 – EMA 
Qualification opinion 
on direct data 
capture (DDC)

Your Questions, Answered 

Are There Regulatory Concerns with DDC Technology? 
Simply put, no. These references will set your mind at ease.
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Clinical ink is the global life science company that brings data, technology, and patient science together. 

Our deep therapeutic-area expertise, coupled with Direct Data Capture, eCOA, eConsent, telehealth, 
neurocognitive testing, and digital biomarkers advancements, drive the industry standard  
for data precision and usher in a new generation of clinical trials.

By harnessing digital data, we power sponsors, CROs, researchers, and patients to recenter decentralized 
trials and rewrite the clinical development experience.
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What About Integration with an EDC 
System? How Do I Query, Review,  
and Clean My Data? 
There is no need for Electronic Data Capture (EDC).  
Our platform takes its place with configurable technology 
modules, including: direct data capture, eCOA, ePRO,  
and eConsent. DDC Technology can capture sources  
EDC cannot, such as audio, video, photos, handwritten 
notes — and anything you can scan or image. 

A single application consolidates everything into one  
data set, cleaned during the patient visit and uploaded  
to the portal in real time, ready to be reviewed remotely. No 
paper, no transcription, no Source Data Verification (SDV). 
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How does DDC Technology Help Facilitate 
Decentralized, Remote, or Hybrid Studies? 
Because they are electronic and tablet-based,  
DDC Technology systems are ideally suited for highly mobile 
data collection in ambulatory centers, remote medical 
locations, or patients’ homes. Devices at these sites can 
function independently and optimize execution through  
well-designed workflows and edit checks. As soon as the 
internet can be accessed, often in real time, the data can  
be uploaded to the web for review by the broader study team.  

What About Existing Medical Records? 
When you implement a DDC Technology system, pre-existing 
information in the paper or electronic medical record, PRO 
record, or elsewhere may need to be included. At the first visit, 
historical information such as medical history, laboratory,  
or common medication data may need to be transcribed into 
the DDC Technology solution — the same way it would need to 
be transcribed into an EDC system. Data collected thereafter 
will be entered directly into the DDC electronic research record. 
These data, once de-identified, can be scanned and uploaded 
to the Clinical ink platform for remote SDV to be performed for 
any data that might need to be transcribed.  

The Clinical ink platform
We make it easy to deploy an integrated, convenient  
DDC Technology solution that provides anytime, anywhere 
access to your study data. Our platform delivers more than 
fast, clean data — it delivers confidence. Not only are your  
sites and patients assured of an easier experience, but you  
can be certain that your protocol is being executed correctly,  
and that your patients are engaged and adherent. 

Save time and effort while ensuring data quality.  
Power patient outcomes with Clinical ink.
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