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Before 24 February 2022

• About 2500

research sites

• Around 500

clinical trials

• Approximately 

40-50%  were 

oncology trials

After 24 February 2022 

• Majority of sites continues 

patients’ treatment in clinical 

trials

• New patients’ randomization is 

not allowed

• No new clinical trials started 

within the war period 

Ukraine was perfect place for clinical trials performance Main aim is to help patients and save the data for Sponsors

Ukraine has been receiving unprecedented support from civilized World.

Thank you to all of you! 
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cover SOME processes around

research site and NO

processes wihtin the site

Most of the clinical trials will be completed within 2-3 months.

This is a great challenge for hundreds of experienced specialists and thousands of patients.

Ukraine has safe locations to conduct new clinical trials.

Sponsors Companies of clinical trials – please come back to Ukraine.

This will be the best solidarity reflection with Ukraine!

Thank you



↑ Number of endpoints 

Clinical Trials Statistics

16 702

2020

13 851

2021

-17.1% 

8041 -51.8% 

2022

Unique U.S. Investigators

+27
%

+19
%

+20
%

↑ Number of trials with 3-4 arms

↑ Number of trials with 5 arms

C L I N I C A L  T R I A L S  B E C O M E  H A R D E R  T O  C O N D U C T





7

contribute less than 3% 

of the enrolled patients

19% 11% 37% 16%

Phesi and Tufts CSDD analysis of 173 cancer trials

fail to enroll a single 

patient
under-enroll

contribute 54% of the 

enrolled patients 

of all sites of all sites of all sites of all sites





• Total number of conducted clinical trials - 44

• Total number of patient’s visits - 3987 

• Laboratory tests - 3291

• Intravenous infusions – 1800 

• IP (tablets ) dispensing  - 1048

• Injections - 179

• ECG - 831

• CT examinations (tumor assessment) - 1117

• Telephone Follow Up – 861

Is it possible to conduct clinical trials during war?

I  A M  P R O U D  O F  M Y  T EA M !

Workload of Professor Igor Bondarenko site (Dnipro, Ukraine)
since 24.02.2022 (martial law period)



Country Number of HCRs

United States 140

France 15

Germany 15

United Kingdom 12

Italy 10

Republic of Korea 10

Australia 8

Spain 6

China 5

Belgium 3

Highly Cited Researchers (329) in Oncology

Country Number of HCRs

Canada 3

Japan 3

Netherlands 3

Switzerland 3

Ukraine 1

Greece 1

Poland 1

Singapore 1

Taiwan 1



Institutions with Highly Cited Researchers in Oncology

Institution Number of HCRs

Memorial Sloan Kettering Cancer Center, United States 45

UTMD Anderson Cancer Center, United States 22

Dana-Farber Cancer Institute, United States 10

Harvard University, United States 9

Universite Paris Saclay, France 7

American Cancer Society, United States 4

Yale University, United States 3

University of Sydney, Australia 3

University of Milan, Italy 3

Sungkyunkwan University (SKKU), Republic of Korea 3

…

University of Barcelona, Spain 2

Dnipro State Medical University, Ukraine 1

Institution Number of HCRs

Institute of Cancer Research - UK, United Kingdom 2

Seoul National University (SNU), Republic of Korea 2

Yonsei University, Republic of Korea 2

Kindai University (Kinki University), Japan 2

Asan Medical Center, Republic of Korea 1

Chungbuk National University, Republic of Korea 1

University of Montreal, Canada 1

Netherlands Cancer Institute, Netherlands 1

University of Zurich, Switzerland 1

National & Kapodistrian University of Athens, 

Greece
1

Ulsan National Institute of Science & Technology

(UNIST), Republic of Korea
1

Nanyang Technological University, Singapore 1

National Taiwan University, Taiwan 1





Clinical Trials Challenges During War in Ukraine

Logistic issues causes delayed 

in sample handling and sites 

supply

CRO and sites have to adapt 

quick solutions to enable 

remote monitoring

High risk of data loss due to 

air attacks

Patients relocation makes 

further participation in trial less 

possible

Site’s  staff relocation causes 

the lack of experienced 

investigators and coordinators

Inability to perform clinical trial 

activity in sites close to battle 

fields

1

2

3

1

2

3

Human Resources Data Resources



New Paradigm 
for future clinical trial process

Assist

Create

Interact

S p o n s o r  c r e a t e s  p r o t o c o l  

a n d  

S i t e  As s i s t a n t  S ys t e m  
f o r  a l l  s i t e s  a r o u n d  t h e  w o r l d

O n e  s u p e r  t e m p l a t e  

f o r  s p e c i f i c  c l i n i c a l  t r i a l  

f o r  a l l  i n vo l ve d  s i t e s

Fast

Less Expensive

More Accurate

Motivate Site

M u l t i - l i n g u a l  s ys t e m  

p r o v i d e s  e a s y  c o m m u n i c a t i o n
Remote Technologies





Step 01

Step 02

Step 03

Investigate research site problems

Learn the experience of successful site

Implement appropriate software solutions

Step 04

Share applied principles with others

What should be done?



Quality of data and timing in complex 

trials

1

Safe drug storage and accountability2

No on-site monitoring3

Accuracy and timing of payments4

Fast and quality communication5

S I T E  A C T I V I T I E S ’  P R O B L E M S S I T E  S O L U T I O N S  – N E W  S O F T W A R E

Clinical Trials Site Management System (CTSMS) - MCR

Site Support System
Prevent mistakes, stick to the protocol

1

Pharmacy management tool
Help to avoid drug insufficiency

2

Software for remote monitoring
Secure, comfortable, 24/7 (365)

3

4
Automated system for precise invoicing
Accurate, fast, without errors

5
Multilingual automatic translation system – Polyglot ™

Available at least 17 languages



CTSMS

Clinical Trials Site Management System

o n e  s t e p  a h e a d  t o  o p e n  t h e  f u t u r e  o f  c l i n i c a l  t r i a l s



COMPETITION

Focused on

Sponsor Activities

and

CRO Activities

Focused on

Site Activities

+

Sponsor Activities

and

CRO Activities

MCR



COMPETITION

Sponsor/ CRO Activities

 Site departments workflow

 Each department has it own dashboard

 In-depth planning

 Procedures’ execution control

 Medical documents creation

 Drug storage and accountability

 Complete principal investigator 

awareness

 Possibility to auto complete EDC from 

CTSMS

 Remote monitoring

 Trials procedures tracking and 

invoicing

 LEC/IRB communication tool

 All solutions in one system

Site Activities

• General planning

• Data capture solutions

• Overall statistics

• Budgeting

MCR



2006

2023

2022

2021

2019

2020





CTSMS – MCR (Medical Clinical Research)





Available Site Solutions

eConsent

ePRO/eCOA

eSource

eSiteFile

Telehealth

Recruitment portals

Remote monitoring

cover SOME processes around

research site and NO

processes wihtin the site

Site Departments’ Activities Planning

Tracking and Controlling of all ongoing Processes

Coordinating Site’s Team and Units

Source Recording of Protocol Specific Data

Financial Tracking and Motivation

Site Crucial Processes



Essential MCR Services

06

Deep planning

Full protocol and site 
activities scheduling

All activities control

Supervise each step in trial 
conduction

Create medical 
documentation

Quality and accuracy of data

Remote mode of work

Remote Data-management and 
monitoring

Automated invoicing

100% automated payments 
managements

Multilanguage usage

User interface and documents 
creation in at least 17 languages

04

05

06

01

02

03



M C R  C O V E R S  T H E  W O R K  O F  A L L  D E P A R T M E N T S

Protocol

Laboratory

Data-management

Nurse

LEC / IRB

Patient Pharmacy

Doctor

PI

Report

Finance

Coordinator

CT

Administrator

CRA



MIS – Medical Information Systems



D E E P     P L A N N I N G

Use study schedule 

Adjust site routine activities

Inform internal departments

Form the base for all time points

K e y  Q u e s t i o n s  
f o r  S i t e  I n i t i a t i o n  V i s i t

15
0

21 parameters are required to plan one analysis

Analysis deep planning example



A C T I V I T I E S  C O N T R O L

All planned activities appear on the day schedule.
Once the procedure is marked as done, the time of completions will be saved

Patient registration Questionnaires completion Analysis collection Analysis results ECG Examination

CT

Study drug dispensing Study drug infusion Injection Oral drug administration Symptomatic treatment

Bad occupied FU phone call

Critical time-points are registered, used for performance analysis and 
study activities management



M E D I C A L  R E C O R D S  C R E A T I O N

Questionnaires

General

ECG

Sampling

Vital Signs

Complaints

Analysis Results

Physical Examination

Adverse Events

Concomitant Medication

CT

Consultations

Study Treatment

Conclusion

Questionnaires
Patient record is divided according to standard procedures and 
each section is placed chronologically based on sequence order

Select data from drop-down menu
or

Enter data manually

Patient was hospitalized for the first cycles of treatment 
within the scheduled time frame

and

site assistant will create the sentence



T E M P L A T I N G

Lorem ipsum dolor sit amet. Sed sequi
nostrum hic cupiditate voluptatem qui amet
magnam qui minus internos quo doloremque
provident. Ex quibusdam libero est quos omnis
qui voluptate dignissimos ea voluptatem
cupiditate ea quidem minus et deleniti
distinctio et alias assumenda.

PK postdose must be collected at the end of
IP infusion, 2 and 4 hours after the end of IP
infusion.

Ut velit beatae non cumque repellendus qui
maiores iure est magni aperiam. Cum
perferendis nihil vel consequatur dolorum ea
dignissimos consequatur. Et excepturi
perferendis aut soluta debitis sed deleniti
eveniet eum blanditiis aspernatur eum dolores
eius et obcaecati enim. Ut quibusdam iste eos
officia doloremque et aliquid molestias.

Study Protocol

Any protocol-specific data can be added to medical 
record template for a particular study and doctor will 
never forget to evaluate such data



sdf

E D C / e C R F  D A T A

Date

PK/PD

Vital Signs

Medication

RECIST

Date of vital signs

Vital Signs – Day 1 Cycle 12

Weight

Systolic blood pressure mmHg

Diastolic blood pressure mmH
g

Heart rate beats/
min

Temperature

Save Cancel

Identify data you need in EDC/eCRF and MCR will highlight it in source and/or transfer it



R E M O T E  W O R K F L O W

Remote data entry

Remote monitoring

Remote audits and inspections

Any data collected on site, including paper source documents, is transformed into certified copy, 
which allows 100% remote activities with such data

MCR

Secure Server



sdf

A U T O M A T E D  I N V O I C I N G

Create study schedule

Assign financial markers

Confirm performed 
procedure

Initiate accounting period

MCR collects data and 
generates invoice

I N V O I C E

 Planned

 Unplanned

 Additional

 Study procedures

 Site Activities

 Any data

Financial marker can be assign to a study group, visit, procedures or event

All invoices are divided by initiated by sponsor or initiated by site

Each financial marker has a corresponding reference to agreement 

Any clinical trial has its own invoicing schedule



A C T I V E  P A T I E N T S  P E R  M O N T H / Y E A R  C H A R T

2011 – «Deep Planning» tool 

was implemented

2014 – «Medical Records 

Creation» tool was 
implemented

2019 – Starting to analyze 

statistical data from MCR

120
140
160
180
200
220
240
260
280
300
320
340
360

1 2 3 4 5 6 7 8 9 10 11 12

2019 2014 2011

Every implemented module of
MCR significantly improves
productivity and integrity of a
research site

Real Data From Site
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2013 2020

9,47
10

11,2
10,57

11,12

12,21

Examination Time CT Scan Time Infusion Time

Only well-measured, thought-through

planning and coordination with MCR tools

helps us to perform more procedures per

day within the same number of resources

231 patients

Physicians

18
Nurses

4
Patient beds

36

378 patients

Real Data From Site P R O C E D U R E  A V E R A G E  S T A R T  T I M E  P E R  D A Y



0 5000 10000 15000 20000 25000 30000 35000

2012

2013

2020

9454

12634

11544

6787

8524

13929

2557

4466

6118

Vital Signs Lab Analysis IP Infusions

MCR helps to sophisticate advancements

and increase departments’ workflow.

Since 2012 MCR is actively used at our

testing research site and shows amazing

progress.

Real Data From Site N U M B E R  O R  P R O C E D U R E S  D O N E  P E R  Y E A R



KNOWLEDGE CENTER

Videos & Presentations

Manuals & Handouts

Live Meeting & Conferences

On-line chats with Specialists



sdf

 Feasibility

 Selection

 Sponsor collaboration

 IRB/LEC

 Contracting

 Study start up preparation

 Study Initiation

 First Patient

 Treatment

 Completing medical charts

 Site Departments involvement

Working with sponsor tools

 Monitoring

 Correspondence

 EOT and FU activities

 Invoicing

 Close out

 Archiving

 Audits and inspections

 Publications
and more…

T O P I C S

Watch Attend

Read Ask



sdf

Sites

Regardless of experience

Who needs knowledge center?

sdf

Sponsors

Intending to increase site productivity

sdf

Beginners

Who knows little or nothing about trials

sdf

Everyone

Who wants to join the community 



MENTOR SERVICE

Evaluation team

Coordination team

Support team



Mentor Service Workflow
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01

02

03

04

05

Support

Inspect

Coordinate

Evaluate

Recommend

Implement

01

02

03

06

05

04



L e a r n  y o u r  m o d e  o f  w o r k

P r e s e n t  o u r  m o d e  o f  w o r k

M u t u a l  d e v e l o p m e n t  i m p l e m e n t a t i o n

P r o m o t e  n e w  p a r a d i g m  o f  c l i n i c a l  t r i a l  c o n d u c t i o n

G r a n t  s u p p o r t  o f  C T S M S  M C R

How can we cooperate?



Gratitude to our partners all around the world !



O U R  A C H I E V E M E N T S  S I N C E  2 0 0 2  

4980
TREATED PATIENTS

520
CLINICAL TRIALS

31
TOP ENROLLMENT

150
AUDITS

3
FDA INSPECTIONS

430
PUBLICATIONS

Dnipro State Medical University, 

City Clinical Hospital #4, 

Dnipro, Ukraine



Ukraine is thankful to the whole world for the help and support

We want to contribute clinical trials

Now it is our time to share our knowledge and provide our

solutions for current clinical trial related issues

Professor Igor Bondarenko

Dnipro, Ukraine

oncology@dmu.edu.ua

+38 (067) 562 50 54

Let innovate together
Please join us!

mailto:oncology@dmu.edu.ua

