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• According to analyses conducted by CenterWatch, Tufts, and 
others using FDA 1572 data, the investigator landscape has
shifted in ways that challenge successful conduct of clinical trials
(e.g., lower proportion of experienced sites; high turnover among
new PIs). The resulting impact for Sponsors is higher operational
costs, especially related to site identification, qualification, and
start-up.

• The objective of this poster is to present the results of a global 
survey of 750 investigators related to the burden of clinical trial 
operations and the value of various support solutions.

Completing contract & reg docs
Getting paid on-time

Recruiting patients
Budgeting for clinical trials

Completing feasibility surveys
Reporting SAEs

Taking GCP training
Completing site information forms

Working w/ ethics committees
Interacting w/ remote site monitors

Tracking clinical trial supplies
Interacting w/ on-site monitors
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RESULTS: SUPPORT SOLUTIONS
70%+ of global investigators found 5 activities most valuable: 
• Cross-pharma GCP repository with training every 2 years (85%).
• Ability to upload CVs to a cross-pharma repository (79%).
• Guaranteed investigator payment within 30 days (78%).
• Annual Master Service Agreement (MSA) with cross-pharma repository of essential documents (75%).
• Cross-sponsor sharing of contractual preferences (73%).

CONCLUSION
• The purpose of our investigator survey was to better 

understand sources of investigator burden in clinical trial
operations and to determine the value of potentially 
supportive solutions.  

– Although published literature on burden in clinical trials
is limited, our findings appear consistent with comments
made by industry experts who point to study start-up
and ethics as well as higher protocol complexity as key
challenges.  

• Understanding the feedback on burden, it is not surprising
that the supportive activities that offered the most value 
to investigators were items that either guaranteed payment
or streamlined start-up (e.g., GCP training, contracting, 
and essential document collection). 

– Although there is no benchmark with which to compare,
the level of value assigned to these activities was high in
absolute terms (70%+ of the sample rated as extremely
or very valuable). 

• Interestingly, the supportive activities with the greatest
value are all under the control of the research sponsor.
Several efforts are underway to implement these solutions
(e.g., TransCelerate, Investigator Databank), but it will be 
interesting to monitor the degree to which sponsors are
able to change their processes to achieve the goal of 
reducing investigator burden while also realizing time
and/or cost efficiencies.
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GCP training every 2 years
Upload CV to cross-sponsor website

Guaranteed payment in 30 days
Annual MSA & pre-startup

Cross-sponsor sharing of contract prefs.
Same payment system across sponsors

Help finding patients outside of practice
Contract CT support staff

On-line screening tool (pre-programmed)
On-line screening tool (self-programmed)

Patient recruitment templates
Patient payment system for stipends

Patient retention emails/texts

0  20%   40%  60%  80%  100%

Extremely
Valuable

Very
Valuable

85%

79%

78%

75%

73%

64%

58%

55%

55%

54%

50%

49%

42%

VARIABLE                                       # (N=750)                    %

Argentina                                                  93                 12.4%
Australia                                                    61                  8.1%
Germany                                                   60                  8.0%
India                                                           81                 10.8%
South Africa                                             45                  6.0%
United Kingdom                                       66                  8.8%
United States                                         344                45.9%

EXPERIENCE

0 to 2 studies                                            61                  8.1%
3 to 10 studies                                        283                37.7%
>10 studies                                             406                54.1%

Average therapeutic areas 
per investigator                                          3.5               –

THERAPY AREAS WITH 
100+ MENTIONS:

Cardiovascular                                        201                26.8%
Internal Medicine                                    190                25.3%
Endocrinology/Diabetes                         187                24.9%
Pulmonary/Respiratory                           157                20.9%
Gastrointestinal                                       124                 16.5%
Primary Care                                            121                 16.1%
Infectious Disease                                    117                 15.6%
Vaccines                                                    111                 14.8%
Neurology                                               109                 14.5%
Rheumatology                                        107                 14.3%
Dermatology                                           106                14.1%
Musculoskeletal                                      106                14.1%

METHOD
• Between Oct 28 and Dec 3, 2013, we emailed ~11,000 randomly 

selected members of the DrugDev investigator network in 
Argentina, Australia, Germany, India, South Africa, UK, and the 
US to invite them to an on-line survey of 25 questions.  

• Respondents were offered a chance to win one of 5 iPads.

SAMPLE CHARACTERISTICS
• 750 investigators in one of the study countries completed the 

on-line survey: 98 in Argentina, 61 in Australia, 60 in Germany, 
81 in India, 45 in South Africa, 66 in the UK, and 344 in the US.  
(See Figure 1.)

• The overall response rate was 7% with country level response 
ranging from 4% (Germany) to 14% (Argentina). 

• Of the physicians surveyed, 8.1% had participated in 2 or fewer 
trials, 37.7% had previously participated in 3 to 10 trials, and 54.1%
had participated in more than 10 trials. 

• Most respondents had experience in >1 therapy area (average of 
3.5 per investigator) with the Top 4 as follows: Cardiovascular
(26.8%), Internal Medicine (25.3%), Endocrinology/Diabetes
(24.9%), and Pulmonary/Respiratory (20.9%).  

    RESULTS: BURDEN
• Globally, completing contractual and regulatory documents was rated as the most burdensome 

administrative activity with 46% of investigators rating this as very or extremely burdensome.  (See Figure 2.)

• Getting paid on time was the second most burdensome issue (36% rated as very or extremely burdensome).  

• At least 30% of investigators also rated the following as very or extremely burdensome. 

– Recruiting patients (32%), budgeting for clinical trials (32%), completing feasibility surveys (31%), 
and reporting SAEs (30%). 

• Interacting with on-site monitors was considered the least burdensome activity evaluated in the survey 
(13% rated as very or extremely burdensome). Interestingly, interacting with remote monitors was relatively
more burdensome (21% rated as very or extremely burdensome). 
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