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DFnet Professional Services

Design Enrollment Data Capture Operations Analysis

EDC

Randomization

Services

ePRO

Screening

Randomization

Patient Data Capture 
(ePRO)

SDTM and ADaM

Project Management, Training, Database Management, Data Quality Management, Quality Assurance

IT & Technical Support

DFnet Solutions

CRF Development

Database Build & 
Validation (CDASH)

Data Management Plan

Statistical Analysis Plan, 
Randomization Plan

Clinical CRF data 
(online/offline)

Source documents

Data import/ 
integrations

EDC

Direct Exports

API Integrations

Dashboards & 
Reporting

Monitoring & SDV

Coding (MedDRA, WHO 
Drug)

Data Management



DFexplore DFbarcodeDFsetup DFsendDFATKDFadmin
Create barcodes for 
paper CRFs

Acceptance Test 
Kit

Submit scanned 
paper CRFs

Study setup and 
configuration

Data collection and 
management

User, study, and 
server admin

Client-side command-line programs: DFattach, DFaudittrace, DFbatch, DFexport, DFpass, DFpdfpkg, DFreport, DFuserPerms  

Desktop apps for power users

DFsources
Mobile app for 
source document 
submission

Web and mobile apps

DFcollect
Tablet app for  
online/offline EDC

DFweb
Web app for 
browser-based  
EDC

DFengage

ePRO mobile 
appDFdiscover 

Server
Cloud hosted or 

on-premise CDMS

DFws

API server

Desktop apps for paper studies

Clinical Data Management System

Randomization

Integrated 
randomization 
module

Add-ons

DFconsent

Integrated 
electronic 
consent system



Integrated eConsent and Randomization

• Lower sample sizes and adjust to enrollment 
reality with adaptive randomization

• Support flexible randomization methods

Powered by and

• Reduce administrative burden of paper forms 
and manual data entry

• Obtain informed consent in person or remotely



Electronic Consent

• Integrates seamlessly with DFdiscover EDC 

• Reduces data transcription, paper, storage

• Suitable for in-person or remote consent

• Custom workflows meet study requirements

• Compliant electronic and/or digital signatures 

Powered by and



Consent Methods

Electronic: Use one device for all 
consent parties to review and complete 
the consent form (e.g., tablet, laptop)

Email: Send consent parties a link to the 
electronic consent form via email or text 
message

Paper: Upload a scanned copy of the 
consent form if completed on paper



Secure Electronic & Digital Signatures

• Ease of use for everyone involved in consent

• Signature certificate generated for each consent

• Digital certificate signing is also available



eConsent Form Styles

PDF StyleHTML Style



Patient Randomization

USE CASE 1

Consent Workflow for Acute Treatment Trials
Capacity to 

consent?

PHASE 1
Pre-randomization
Consent

PHASE 2
Post-randomization
Consent

Surrogate/ 
LAR?

No

Yes Yes

No

Patient 
Consent

Surrogate/LAR 
Consent

Emergency Consent 
(2-physician process)

Regained 
Capacity Consent

Patient Consent 
after Emergency

Surrogate/LAR Consent 
after Emergency

Capacity to 
consent?

Yes

PHASE 3
No further 

action
Regained Capacity 

Consent

Capacity to 
consent?

No

No

Yes

Eligible 
Patient



USE CASE 2

Integrated Email Consent & ePRO Workflow

Ready to 
consent

No

Yes

Email Consent

Eligible 
Participant

No further action

Consent 
provided?

No

Yes

Email ePRO 
access details

No further action



Obtaining eConsent

Identify consent 
type & method

• Who is giving consent? Patient, Surrogate, Emergency

• How is consent being obtained? Electronic, Email, Paper

• Who is obtaining consent? Investigator, Other Role

Consent parties 
review & sign

• Appropriate parties review and sign

• Type or draw electronic signatures

• Additional custom fields per consent requirements

Consent PDF 
& data shared

• Consent PDF and certificate stored in system

• Consent PDF shared with participant by email

• Consent data pushed to DFdiscover



eConsent DFdiscover Integration

• When consent is complete, data 
is pushed to DFdiscover with 
matching subject ID

• Fields pushed to EDC:

• Consent date & time

• Consent type & method

• Person obtaining consent

• Investigator certifying consent

• Other data as needed

DFweb

eConsent integration CRF in DFweb



Integrated Randomization

• State of the art randomization algorithms

• Minimize sample size without losing statistical power

• Adapt to study enrollment challenges and realities

• Online and offline randomization options

• Integrates seamlessly with DFdiscover EDC 

• Secure, compliant electronic systems

Powered by and



Randomization Algorithms

Permuted Blocks

Pre-defined 
randomization list

Higher sample size 
due to stratification

Minimization

Dynamic 
randomization list

Lower sample size, 
but can create bias 

due to predictability

Minimum Sufficient 
Balance

Dynamic 
randomization list

Lower sample size 
without the risk of 

bias

Static Algorithms Adaptive Algorithms



Proven solution for faster enrollment

Adaptive Randomization algorithms can help 
reduce your study sample size by 20% or more

Example 1 (7 covariates, p <= 0.05):

• Permuted blocks algorithm: 1,267 participants required

• Adaptive algorithm: 550 participants required

Example 2 (10 covariates, p <= 0.05):

• Permuted blocks algorithm: 1,600 participants required

• Adaptive algorithm: 850 participants required

References:
Westland, J.C. (2010). Lower bounds on sample size in structural equation modeling. Electronic Commerce Research and Applications, 9(6), 476-487.
Soper, D.S. (2024). A-priori Sample Size Calculator for Structural Equation Models [Software]. Available from https://www.daniel soper.com/statcalc



Key Benefits of Adaptive Randomization

Can balance a very high 
number of variables

Supports continuous, 
categorical and mixed 

variables

Balances subjects at 
patient enrollment

Reduces overall 
number of subjects 

required

Improves the chances 
of detecting effects

Adapts to challenges 
like low enrolling sites, 

early termination

Reduces cost and time 
of executing trials



Additional Randomization Considerations

• Emergency Unblinding

• On demand treatment unblinding for 
safety reasons 

• Request & approval by authorized 
personnel

• Randomization Error Handling

• Address randomization errors, protocol 
violations, and re-randomizations



Randomization Mechanisms

EDC Phone SMS Offline



EDC Randomization with DFdiscover

Provide eligibility & 
randomization 

variables on CRF

Randomization 
notifications sent 

via email to 
appropriate parties

Randomization results 
displayed and details 

auto-filled in CRF



Text & Phone Randomization

Text / SMS Phone

Randomization results auto-filled 
in DFdiscover CRF

Randomization notifications sent 
via email to appropriate parties



System Security & Compliance

High-availability 
solution, multiple 
parallel instances

Supports both 
cloud and on-prem 

deployments

Flexible 
geographic data 

location

Encryption at-rest 
and in-transit

Multi-factor 
authentication

Role-based access 
controls

Complete audit 
logging 

21 CFR Part 11 
compliant, enables 

FIPS 140-2/3



Electronic Consent & 
Randomization





Remote Email Consent 
& ePRO







eConsent Form Setup

• Create multiple consent 
versions as needed

• Site-specific versions

• Consent setting types

• HTML: Copy & paste text 
with formatting options

• PDF: Upload PDF form 

• Define custom questions 
& signature fields



Randomization

• State of the art algorithms reduce sample size without reducing power

• Flexible, anytime access via web, text message, and phone

Powered by and

• Go digital with a secure and compliant eConsent system 

• Improve patient experience, reduce paper and data entry burden

eConsent

EDC & ePRO

• Powerful, flexible, user-friendly data capture with real-time access

• Ensure data quality and integrity both online and offline



Q & A

Help Shape Future DFnet Webinars

Scan for survey or follow the link in the chat. 

UPCOMING EVENTS

GETTING STARTED

Interested in eConsent or Randomization?

Contact us at info@dfnetresearch.com

SHORT SURVEY

[DFUG 2024] DFdiscover User Group Meeting 

October 3-4, 2024 | Boston, MA 

Early-Bird BOGO (Buy One, Get One Free) registration ends next 

Thursday, August 1st 

Questions? Contact dfug@dfnetresearch.com



Thank you!
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