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BACKGROUND
Study Duration: 2015–2018

Sponsor: National Institute of Allergy and Infectious Diseases (NIAID) Vaccine 
Research Center (VRC)

Therapeutic Area: Infectious Disease

Indication: Chikungunya

Intervention: Vaccine

Phase(s): II

Primarily transmitted to humans via infected mosquitoes, Chikungunya virus (CHIKV) 

outbreaks have occurred in Africa, Asia, Europe and the Indian and Pacific Oceans. 

Since 2013, it has spread throughout most of the Americas. No commercially available 

vaccine to prevent or medicine to treat CHIKV infection has been available. 

The NIAID’s VRC conducted a multicenter, randomized, placebo-controlled Phase II 

trial of a 2-injection vaccine regimen (Days 0 and 28) with CHIKV virus-like particle 

vaccine (VLP, VRC-CHKVLP059-00-VP). Safety and efficacy data were collected from 

a sample of healthy adults ages 18–60 years who reside in CHIKV endemic regions.

CHALLENGE
Several challenges were presented to the study team in initiating and sustaining 

the trial in countries with varying levels of international clinical trial experience while 

needing to address external factors such as natural disasters and political unrest. 

The varying levels of experience and capacity to conduct and coordinate a clinical 

research study impacted the timeline due to extended preparation and initiation 

at some sites. Also, shipping vendors had to use existing flight paths for specimen 

transport, challenging the integrity of cold-chain custody in non-US airports. 

In September 2017, Hurricane Maria resulted in lost power, internet, phone service 

and mail service in Puerto Rico. Although enrollment and treatment visits had been 

completed, follow-up visits and remaining sample shipments were still pending. 

Failures to main and back-up generators that powered study offices and sample 

freezers risked sample stability. Follow-up visits to inform participants what they had 

received (vaccine or placebo) were challenged by the communication disruptions 

and participant displacement, sometimes to another country. Additional participant 

displacement occurred in Haiti due to political unrest, which also forced sporadic 

clinic closure for site safety. This contributed to delayed study close-out at this site.
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Challenges experienced 
during the study:

Global Expertise Responsive Approaches

• Varying experience levels with 
international clinical trials

• Varying levels of research 
capacity

• Specimen transport restrictions

• Lack of infrastructure and power 
due to natural disasters, including 
Hurricane Maria
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safety due to political unrest
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SOLUTION
Based on successful previous partnerships with the VRC and other study partners, 

the Global Research Services (GRS) division of FHI 360, now FHI Clinical, was enlisted 

as a subcontractor at the beginning of the study to support site and investigator 

identification, site assessment, regulatory submissions and reports, site initiation, site 

management and laboratory support and cold chain assessment and management. 

We provided multi-lingual support in the form of certified and approved informal 

translations. In addition, we facilitated communication between the sites and study 

team members who did not speak the local language.

Site support management was a service we provided based on our extensive 

experience conducting clinical research in resource-limited settings. In addition, we 

leveraged this experience to establish alternative plans for unexpected situations:

• Evaluating the cold chain process of the initial specimen shipment vendor, 
resulting in rapid assessment and implementation of alternatives to maintain 
specimen integrity during transport

• Ensuring that existing SOPs and back-up plans at sites were sufficient to maintain 
sample viability during power outages associated with natural disasters

Site and study team collaborations ensured solutions were appropriate for the context. 

In addition, flexibility was crucial to address issues, keep all stakeholders informed and 

manage the expectations of multiple prime and sub- contractors.

RESULTS
In just two months, the FHI Clinical team:

• Identified 22 investigators and narrowed the total to 13

• Customized assessment tools

• Conducted pre-assessment site interviews

• Performed seven site evaluation visits, resulting in the selection of six sites

• Conducted cold-chain assessment and vendor set-up 

• Assessed the laboratories’ skills and experience, and, where necessary, conducted 
training, including providing instruction on study-specific kits

Enrollment was completed in October 2016, one year after the first site was activated. 

Of the 400 participants enrolled, 363 participants completed the trial, a significant 

achievement considering some of the circumstances.

Services provided by  
FHI Clinical:

Multilingual  
support

Site auditing for quality 
assurance inspection 
readiness

Site assistance for the 
study specimen collection, 
processing, labeling, 
storage, shipping and 
delivery as per the protocol

Secure data transfer 
and support for IRB 
submissions

Training for laboratory 
quality and CHIKV testing 
procedures

Improving information 
and clarifying procedural 
language in the product’s 
package inserts
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retention rate despite 
study disruptions due 
to natural disasters and 
political unrest

Global expertise, responsive approaches and proven solutions to 

manage complex clinical research in resource-limited settings 

around the world. To learn more, visit fhiclinical.com or email  

info@fhiclinical.com.
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