
Overview

In clinical trials, we know to expect the unexpected. 

Navigating issues with patient recruitment, retention, 

regulatory, protocol amendments, and more is where we 

excel at TFS. When a client asked for our help to run their 

Phase IIb Type 1 diabetes study, we knew our extensive 

diabetes expertise and experience in the proposed 

countries of Sweden, Spain, and the Czech Republic would 

be an asset. We didn’t know there would be challenges no 

one could predict, like a global pandemic. But unforeseen 

challenges have never diminished our drive to deliver at 

TFS — if anything, they inspire us to succeed more.

Three Core Study Challenges

Timeline Delays

• First-Patient-In was delayed by 2 months due to 

regulatory approval timelines and production.

• Six protocol amendments received (4 substantial 

and 3 non-substantial).

• Recruitment needs increased from 80 to 106 pa-

tients to improve statistical power, delaying recruit-

ment timelines by 7 months.

• Follow-up period extended by Regulatory from 15 

months to 24 months due to the pediatric subjects 

included in the study.

Database Lock in the COVID-19 Pandemic

• The COVID-19 pandemic and Europe’s vacation period coincided with database lock for the main study, which 

was planned for August 2020.

• The team only had 10 working days to communicate top line results after database lock. 

• Remaining data output required additional resources for programming and quality control as well as detailed 

planning and flexibility.

Complex Analyses 

• Statistical analysis was more extensive and complex than originally planned, including derivations and an 

increased number of analyses. 

• Analysis of the immunological data was more extensive and complex than originally planned and delivered 

post-database lock from a laboratory not used to clinical trials.

At a Glance

The Study:

A global, two-arm, randomized Phase IIb 

study to evaluate the efficacy of a novel Type 

1 diabetes treatment in patients 12-25 years 

of age.

The Challenge:

Unforeseen delays due to protocol 

amendments and other extensions, which 

were compounded by complications arising 

from the COVID-19 pandemic. Statistical 

analysis was also extensive 

and complex.

The Results:

TFS’s partnership, flexibility and attention to 

detail supported recruitment that exceeded 

target, and a study dropout rate of less than 

3 percent. TFS worked with sites and refined 

its focus to ensure that despite the pandemic, 

database lock and top line results were 

delivered on time.

Flexibility, Trust, & Partnership: 
How TFS delivered a complex type 1 
diabetes study on time despite 
unexpected challenges
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Snapshot of Study Specifics

Primary Endpoint:

• Change in C-peptide during a Mixed Meal 

Tolerance Test between baseline 

to 15 months

Key Secondary Endpoints:

• Change in insulin-dose-adjusted 

HbA1c between baseline and 15 months 

• Change in Hemoglobin A1c between 

baseline and 15 months

• Change in daily exogenous insulin 

consumption between baseline and 

15 months

Regions: Sweden, Spain, Czech Republic, 

and the Netherlands

TFS Services: Full service

Indication: Metabolic Disorders: T1D 

Drug Class: Investigational

Study Phase: IIb

 Number of Sites: 18

Patient Population: 106 planned (109 actual)

Study Duration: 3, 5 years First-Subject-In 

to Last-Subject-Out

TFS Solution

At TFS, we believe that relationships are everything, and 

trust through transparency is the key to success. Our 

close and successful partnering relationship with the 

client over the years via past projects was foundational 

to delivering this trial successfully. With a highly qualified 

team and nimble, detail-oriented response, we met the 

challenges head-on.

Key Tactics Deployed

• Established regular governance meetings with the 

client by TFS’ Business Unit Head and Director Project 

Management to identify and mitigate potential risk. 

• Built trust via a highly qualified team that worked 

with the client’s previous studies and is highly val-

ued by the client.

• Increased focus on site management, communi-

cation, and support to engage investigators and 

support patient recruitment. Used newsletters and 

site e-mails sent directly from the client on a regular 

basis to generate enthusiasm for reaching import-

ant milestones. 

• Developed a detailed plan and timeline for data 

cleaning and proactive work to mitigate the vacation 

period and database lock. Data cleaning in batches 

was instrumental in helping the process go smoothly. 

• Strategized with sites to facilitate completion of on-

site monitoring visits in between COVID-19 lockdowns. 

• Prioritized flexibility across the team , adjusting 

meeting frequency and delivery of outputs on short 

notice as needed. 

• Leveraged remote work to help manage COVID-19 

pandemic restrictions and enable close collabora-

tion with sites and team members.

Results

<3% 
study dropout

On time 
database lock 
and remaining 

outputs, despite 
the pandemic

Exceeded 
recruitment 

target
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Detailed information about TFS, and its business offerings can be obtained through www.tfscro.com.

About TFS

TFS HealthScience is a global Contract Research Organization (CRO) that supports biotechnology and pharmaceutical 

companies throughout their entire clinical development journey. In partnership with customers, we build solution-

driven teams working for a healthier future. Bringing together nearly 700 professionals, TFS delivers tailored clinical 

research services in more than 40 countries and supports customers with comprehensive solutions through three 

strong business models: Clinical Development Services (CDS), which provides full-service support at all stages of 

the clinical development process, Strategic Resourcing Solutions (SRS), which offers expert insourcing and targeted 

recruitment services, and Functional Services (FSP), to provide customers with strategic workforce management 

solutions.

700

Nearly 700 
Worldwide 

professionals

40

Conducting trials 
in more than 
40 countries

17

Offices and legal 
entities in 

17 countries

40

Industry leading 
expertise in 

4 major areas
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