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Executive Summary – Part 1
• The Electronic Data Management Forum was formed in 2000 by Pharmaceutical 

Industry representatives. It serves those members of the industry, vendors and 
service suppliers who are involved in electronic data capture and related initiatives. 

• The group has recently conducted a global survey of investigational site experiences 
and expectations with EDC. The survey covered:

• Computer use and site facilities
• Current experience with EDC
• Satisfaction with features of EDC
• Future expectations

• 840 completed questionnaires were returned by both EDC experienced (52%) 
and EDC naïve (48%) investigators. The results show:

• In the EDC experienced population 44% of current trials use EDC compared with 
28% over the previous 3 years 

• Although there are significant differences between continents, investigators are very 
computer literate with even 20-30% of EDC naïve investigators using EMail and 
Internet several times a day. 
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Executive Summary – Part 2
• Investigators find data entry a burden that should ideally be shifted to other site staff. 
• Despite investigators wanting to improve the speed of data entry, only 13% of data is 

first entered into the eCRF. The main opportunity to improve speed of entry lies in 
avoiding duplication of entry into both EDC and patient records.

• Gaps exist between investigator need and level of satisfaction with speed of 
communication, tools for study management, direct data transfer and resources for 
data entry.

• Most EDC experienced investigators consider that EDC should be used for all trials 
and over 50% of investigators say that the availability of EDC will positively affect 
their decision to participate in trials.

• If a solution could be found to print or transfer eCRF data for inclusion into patient 
records, 67% of EDC experienced investigators would enter data directly into the EDC 
system

• Only 34% of investigators felt that data could be entered directly into the EDC 
system in front of the patient in most or all circumstances. Highlighting the likelihood 
that an interim paper record will normally exist for the foreseeable future even if the 
data transfer issue to patient records could be resolved

• The results show interesting issues and trends that the EDM Forum will be exploring further.

Executive Summary
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Background
• Aims of the survey:

• To explore the experience and attitudes of investigators 
who participate in clinical trials towards EDC.

• Identify areas that the industry can improve
• Indicate which areas have potential for further study.
• To include EDC experienced and EDC naïve sites

• Not intended to be a comprehensive, formal analysis of 
EDC practice

• EDM Forum Pharma company selection of sample
• Target was 750 investigators

Background
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Survey Questionnaire
• 5 sections

• Site Data – for demographics

• Computer Use and Facilities – to assess availability of 
hardware, use of internet and Email and comfort with computer

• Current EDC Experience – for the most recent EDC trial, type 
of EDC used, roles, speed and percentage of eEntry, reward for 
timely entry

• Characteristics of EDC – importance vs satisfaction with 21 
characteristics

• Future Impact of EDC – Expectations of EDC, impact on 
decision to participate in a trial, speed of entry, direct entry

Background
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Caveats
• Some of the information is historical
• The survey is subjective. Responses reflect the 

experience and views of individual investigators. No control 
of interpretation

• No attempt was made to ensure any form of 
balanced coverage of investigators, companies 
or countries

• As the survey was anonymous, there may be 
multiple responses from a site

Background
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Questionnaire Returns
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11 companies
840 responses

EDC Experience 52%
EDC Naïve 48%

A. Demographics

433

407

840



EDM Forum Investigator Survey 12/6/2002

Copyright EDM Forum 2001 5

Copyright EDM Forum 2001
3 April 2001

Page 9

Continents
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7 continents
Europe 63%

N.America 19%
(High proportion of 

EDC Experience 
in N.America - 73%)

5 responses with no country identified

Country 
Breakdown

A. Demographics
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Breakdown of EDC Experience

* 26 responders noted current 
EDC trials but did not count as 
EDC trials in the last 3 years

+ 71 responders provided details 
of most recent EDC trial but did 
not indicate number of previous 
or current EDC trials
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Type of Site
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A2. Where are the clinical trials conducted?

Other 
Breakdown

A. Demographics
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Roles
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N = 830 (10 non-responders)

Investigators formed 69% 
of responders and have 
been taken as a separate 

cohort for selected 
subgroup analyses

A3.  What is your role?
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A. Demographics
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Specialities

*N = 821 (19 non-responders)
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The survey covered a wide variety of 
specialities. The main ‘Other’ group 

was Primary Care

‘Other’ 
Breakdown

A4. What is  the primary Clinical Speciality of the investigator ?

A. Demographics
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Number of Trials
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Previous 3 Years

Currently

n= 807 3 years (813 responders of which 6 responses not valid for ratio calculation), 
771 Current (779 responders of which 8 not valid for ratio calculation)

Slight shift to higher 
percentage of current trials 
with EDC versus 3 years 
(average 13.6% versus 11.5%)
Average of 13 trials to 1 EDC 
trial

No EDC Trials All EDC Trials

A5. How many sponsored clinical trials have you been involved with in the last 3 years?
A6. How many of these sponsored clinical trials do you currently have ongoing?

7 sites are possibly Phase I units

In the EDC experienced 
sub-population 28% of 
trials in the last 3 years 

have been EDC trials 
versus 44% for currently 

ongoing trials

Absolute 
Number of 

Trials

A. Demographics
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Access to Facilities
B. Facilities
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Most sites have 
similar access to 
facilities whether 

EDC experienced or 
not.

Over 90% of sites 
have access to a PC 

and 40% have 
access to a scanner

B1.  Which of the following facilities do you have available at your site ?
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Use of Email and Internet
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Investigational sites are on 
the whole extensive Email 

and Internet users…
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B2. In general, how frequently do you use a computer for access to the Internet and 
for E-Mail?

50-60% of EDC Naïve 
investigators are using 
these facilities at least 

daily

B. Facilities
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Use of Email and Internet
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… but there are significant 
differences between continents.

N.America has the highest 
Email and Internet use
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B2. In general, how frequently do you use a computer for access to the Internet and 
for E-Mail?

B. Facilities
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Computer Literacy
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There is no significant difference 
in computer literacy between the 

EDC Experienced and EDC 
Naïve cohorts
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B3. How comfortable are you with using a computer?

Investigators in N.America are 
more computer literate than 

those in Europe

B. Facilities
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30%
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n = 410

Technology Used
C. Current EDC Experience

PC based systems have 
been used in the most 

recent EDC trial in almost 
twice as many cases as 

internet-based systems. 
eDiaries have been used 

with other EDC systems in 
24% of cases

Fax PC
Web 

Online
Web 

Hybrid eDiary Pen Any
Fax 7% 20% 9% 3% 8% 5% 30%
PC 34% 18% 4% 10% 5% 69%
Web Online 13% 3% 5% 1% 33%
Web Hybrid 4% 1% 0% 10%
eDiary 1% 3% 13%
Pen 1% 7%

Type of EDC Alone or in Combination

C1.  Which type of EDC was employed (tick all those that apply)?

Multiple technologies 
were recorded in 40% of 

responses (PC alone 
34%, internet-based 

systems alone 17%, fax 
alone 7%).
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Roles & Responsibility

Several indicators that data entry is a burden:
•Desire to shift to other site staff
•Gap with resources available for data entry (D)
•Desire to speed up data entry (E)
With the exception of investigator data entry, there are 
only minimal differences between actual and desired 
roles

Data Entry Responsibility
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Investigator entry of 
data should be 

shifted to other site 
staff

C2.  Please indicate who was responsible for most of the data entry and data review 
and your opinion of who would ideally be responsible.

C. Current EDC Experience
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Time to Entry
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Current vs Ideal time to data Entry

Current Time to Entry
Ideal Time to Entry

n = 395 Current  375 Ideal

Responders share 
sponsor desire for 
shift to faster entry

NB. No difference 
between Internet 

and PC use.

C3. On average, how long was it between data collection (e.g. visit, receipt of test 
results) and entry onto the EDC system?
E5. What would the ideal interval be between data collection (e.g. visit, receipt of test 
results) and entry onto the EDC system?

C. Current EDC Experience
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% of Data First Entered to…

66%

7%

16%
14%

28%
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n = 279 (Fax excluded) 

16% of data 
into pCRF 

first

Only 14% of 
data first 

entered into 
eCRF

C4. What percentage of patient data during the EDC trial was first entered into …

C. Current EDC Experience

73% of data is 
entered into the 
patient record 

first
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Frequency of Barrier to Direct Entry
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n = 840

74% of responders would enter 
directly into eCRF if transfer to 

patient files was possible

C5. If you did not enter data directly into the electronic CRF, what was the reason? 
E6.  Would you be willing to enter data directly into a 
computer if you could print or transfer the electronic 
CRF pages for inclusion in your patient files?

C. Current EDC Experience
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Reward for Rapid Entry
C6.  Were you rewarded for completing data entry within a specified time frame?

C. Current EDC Experience

22% of responders 
with EDC 

experience received 
an incentive for 
rapid data entry. 

28% of European 
investigators 

received incentives.

Incentives were 
recorded in 

responses from all 
participating 
companies
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Reward for Rapid Entry
C6.  Were you rewarded for completing data entry within a specified time frame?

C. Current EDC Experience
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Incentives have 
only a small 

impact on data 
entry time with 

27% achieved in 
48 hours 
without 

incentive versus 
35% with.
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Importance vs Satisfaction - Hardware
D. Characteristics of EDC

Hardware - EDC Experienced
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D1.  Reliable equipment
D2.  Fast communication
D3.  No restrictions
D4.  Access to other software
D5.  Minimal space required
D6.  Existing equipment used

Breakdown
By Experience, 
Role, System

Rate Importance from 1 (not important) to 4 (very important). Rate Satisfaction 
from 1 (not satisfied, urgent change  needed) to 4 (very satisfied, no change  needed).

• Communication shows 
lowest level of 
satisfaction. This is not 
system dependent. Needs 
further exploration

• Space requirement highly 
satisfied and is quoted 
(E1) as a major advantage 
of EDC vs paper
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Importance vs Satisfaction - Features

Features - EDC Experienced
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Rate Importance from 1 (not important) to 4 (very important). Rate Satisfaction 
from 1 (not satisfied, urgent change  needed) to 4 (very satisfied, no change  needed).

D. Characteristics of EDC

Tools for study 
management least satisfied 
for high importance. Needs 

further exploration
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Importance vs Satisfaction - Support

Support - All
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D17.  Resources for data entry
D18.  On-line help
D19.  External help desk
D20.  Face-to-face training
D21.  Manuals and documentation

Breakdown
By Experience, 
Role, System

Rate Importance from 1 (not important) to 4 (very important). Rate Satisfaction 
from 1 (not satisfied, urgent change  needed) to 4 (very satisfied, no change  needed).

D. Characteristics of EDC

Gap for Resources for Data 
Entry links back to desire to 
shift data entry role to other 

site staff. Needs further 
exploration
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N = 805

Advantages of EDC vs Paper

15% of investigators see 
advantages in all 

categories.

EDC Experienced 
investigators see fewer 

advantages especially in 
access to information

E1.  Which of the following features of EDC are advantageous to you compared to 
paper-based trials?

E. Future Impact of EDC

Breakdown
By Experience
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Breakdown of 'Other Advantages'
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Advantages of EDC vs Paper
E. Future Impact of EDC

E1.  Which of the following features of EDC are advantageous to you compared to 
paper-based trials?

‘Space saving’ is an 
important advantage for 

EDC
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Impact of EDC – Influence of EDC Experience

Percieved Impact of EDC on Data Quality
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E2.  … how should EDC impact your ability to run clinical trials in terms of… 

E. Future Impact of EDC

27% of EDC experienced 
investigators see increased 
workload with EDC (16% 
Data Entry is harder) which 
is consistent with responses 
to Ideal Role and EDC 
Characteristics for Support
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Impact of EDC – Influence of Most Recent System

Percieved Impact of EDC on Data Quality
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E2.  … how should EDC impact your ability to run clinical trials in terms of… 

E. Future Impact of EDC

This issue is marginally 
exacerbated with 
Internet-based solution 
(to 33%)
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Impact of System Experience56%
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Future Application of EDC
Impact of EDC Experience
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Impact of Role

67%

18%
13%

3%
0%

10%

20%

30%

40%

50%

60%

70%

80%

1. All trials 2. Simple Trials 3. Complex
Trials

4. No Trials

Investigator

n = 514 Investigators

E3.  In the future, do you think that EDC should be applied to…

E. Future Impact of EDC

58% of EDC 
Experienced sites  
see EDC being used 
for all trials 
regardless of system 
experience
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Impact of EDC Experience
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Impact of System Experience
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Impact on Decision to Participate with a Trial

Impact of Role
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Investigator

n = 527 Investigators

E4.  How would the fact that a study is EDC-based affect your decision to take part?

E. Future Impact of EDC

Companies 
experienced with 
EDC and offering 
EDC trials may gain 
competitive 
advantage in securing 
investigators. 

69% of responders 
indicated a positive 
effect of EDC on 
decision to 
participate in a trial
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Ideal Time to Entry

Impact of EDC Experience
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E5.  What would the ideal interval be between data collection (e.g. visit, receipt of 
test results) and entry onto the EDC system?

Impact of Role
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5. >1 week

Investigator

n = 522 Investigators

E. Future Impact of EDC

EDC Naïve 
investigators anticipate 
a better impact of EDC 
on time to entry. There 
is no difference in 
system impact.
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Willingness to Enter Data Directly

Impact of Experience, System and Role
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n =  168 Internet, 284 PC

E6.  Would you be willing to enter data directly into a computer if you could print or 
transfer the electronic CRF pages for inclusion in your patient files?

E. Future Impact of EDC

Between 66% & 
82% of responders 
believe data could 
be entered directly 
into the EDC 
system if the option 
to transfer data to 
patient records 
existed. 

Duplication of entry 
is inferred to be the 
main cause for the 
increased workload 
and obstacle to 
improving data 
entry time
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Entry of Data into EDC In Front of Patient

Impact of EDC Experience
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E7.  Do you feel it is appropriate to enter data into an EDC system in front of the
patient?

Impact of Role
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E. Future Impact of EDC

Only 39% of responders 
feel entry in front of the 
patient could occur in 
most circumstances. 

This implies the need 
for a paper record 
before entry. 
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Summary
1. A survey of investigational site staff assessed availability of facilities, 

current experience, EDC characteristics and future impact of EDC
2. 840 responses (52% EDC Experienced, 48% EDC Naïve) across 7 continents
3. Group very computer aware regardless of EDC experience
4. Experiences with EDC have been positive and EDC offers many 

advantages
5. Desire for fast data entry shared but not achieved. The solution appears 

to be to minimise duplication of entry in EDC and patient records
6. Only small percentage of data entered directly into eCRF but could be 

greater
7. EDC will have a big impact on investigator decision to participate in trials
8. Issues for further investigation identified (communication, study 

management, resources)

Summary
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Survey Materials

Survey Questionnaire
Investigator Instructions

Appendix 1
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Additional Analyses
Appendix 2
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Countries Responding
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840 responses
34 countries
7 continents

5 responses with no country identified

Demographics
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Type of Site – Other Breakdown
Site DataDemographics
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Hospital = 61%

A2. Where are the clinical trials conducted?

Breakdown of 'Other' Category
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Roles – Other Breakdown
Site DataDemographics
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N = 830 (10 non-responders)

Investigators formed 69% of 
responders and have been 

taken as a separate subgroup 
for selected analyses

A3.  What is your role?

Breakdown of 'Other' Category
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Other Specialities
Site Data

Breakdown of 'Other' Specialities
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Number of Trials
Site DataDemographics
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In the EDC experienced sub-
population 28% of trials in the last 3 

years have been EDC trials versus 
44% for currently ongoing trials

A5. How many sponsored clinical trials have you been involved with in the last 3 years?
A6. How many of these sponsored clinical trials do you currently have ongoing?
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Importance vs Satisfaction - Hardware
Characteristics of EDCCharacteristics of EDC
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Importance vs Satisfaction - Features
Characteristics of EDCCharacteristics of EDC
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Importance vs Satisfaction - Support
Characteristics of EDCCharacteristics of EDC
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84%
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N = 805

Advantages of EDC vs Paper 
– Impact of EDC Experience

EDC experienced 
investigators do not see as 
great an advantage in the 

accessibility of CRF or trial 
management information

E1.  Which of the following features of EDC are advantageous to you compared to 
paper-based trials?

E. Future Impact of EDC
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Source Data

Anonymised source data is available
to members of the EDM Forum.

Contact Richard Perkins at
Richard.Perkins@Con7.com

or
EDMForum@EDMForum.Com

for information

Appendix 3


