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UBC is committed to providing patient-centric, 
safety-driven solutions to support your 
development and commercialization of  
vaccines and treatments for infectious diseases. 

Your Experienced Vaccine 
and Infectious Disease  
Treatment Partner 

By employing innovative technologies, we provide enhanced focus on operational excellence, combined with 
unique data sources. Together, this enables us to provide high-quality, rapid and efficient solutions to deliver 
the best possible outcomes for patients and stakeholders.  

We leverage the depth and breadth of our infectious disease experts’ experience to 
customize solutions to fit the unique requirements of your pre- and post-approval studies 
and regulatory obligations. 

In response to the COVID-19 public health 
emergency, UBC offers existing services to 
help your business ensure study and patient 
care continuity during this critical time. These 
services include: 

-  Virtual study visits
-  Enhanced remote monitoring strategies
-  Access to our clinical trial nursing 

network to assist with study visits, sample 
collection and patient training 

We work with sponsors to determine how to 
continue to meet global regulatory requirements 
when the pandemic may result in barriers 
to treatment access. We enable patients to 
continue to receive treatment with products 
through restricted risk management programs. 
When products come to market, particularly 
those with accelerated development programs, 
our expertise in designing and implementing 
post-approval safety surveillance programs 
is critical in monitoring the long-term use and 
safety of these products.  

Experience Snapshot

COVID-19 relevant programs:

for more than  

30 indications 
in vaccines and infectious disease

RESPIRATORY SYNCYTIAL VIRUS (RSV) | H1N1 
(SWINE) INFLUENZA | SEASONAL INFLUENZA 

| CYTOMEGALOVIRUS (CMV) | DENGUE 
FEVER | HIV / AIDS | COMMUNITY ACQUIRED 

PNEUMONIA (CAP) | HOSPITAL ACQUIRED 
(NOSOCOMIAL) PNEUMONIA (HAP) |  

UPPER RESPIRATORY TRACT INFECTION

26 clients 
from small and mid-size to leading 

global biopharmaceutical companies

42 clinical trials
observational studies, registries, and safety surveillance



Key Considerations in Vaccine Trials
Vaccine trials have unique requirements; therefore, careful consideration must be given to the design, planning and 
preparation and execution of these studies. 
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Cold Chain Management – The  cost of manufacturing is quite 
high for a single vaccine dose. Maintaining strict temperature 
controls is essential to ensuring the product remains safe and 
effective throughout the supply chain to delivering the vaccine 
to patients. 

Treatment Benefits – Specific to preventative 
vaccines, enrollment of individuals who are 
not currently ill can be challenging, as there is 
no immediately observable benefit to patients. 
Recruitment strategies must align with the patient’s 
altruistic nature of data gathering for the good 
of furthering scientific research and potential 
prevention of future disease.

Example: Many influenza vaccines treating normal 
healthy volunteers (NHVs) are studies of this nature, 
as well as COVID-19 vaccines studies. 

Treatment guidelines – Understanding the 
guidelines in each enrolling country is key to 
ensuring the protocol/study design fits each 
country’s predefined treatment guidelines relative 
to age range. This ensures enrollment targets are 
being effectively met.

Example: When conducting a trial for a new 
vaccine for meningococcal disease, the intended 
treatment age for vaccination of infants must align 
with the county’s guidance for that vaccine and  
age group. 

Pre-identification of Patients – To jump start enrollment and ensure pre-
defined enrollment goals are met, healthy volunteers can be pre-identified 
for potential study participation prior to the site’s initiation visit. It is key  
to ensure sites are supported and data collection and review are kept  
up-to-date, as well as ensure enough product is on-site to treat patients. 

Example: We have had sites pre-schedule eligible patients so that once  
a site is given approval to begin enrollment, they can readily obtain patient 
consent, and the site can quickly begin performing study procedures.  
In doing this, we have seen sites enroll hundreds of patients within a  
one-month period when there is enough study staff to manage the  
caseload activity. 



SOLUTION: 
UBC quickly accelerated the site start-up for this study, as well as provided 
a complete resource toolkit to equip sites with the necessary knowledge to 
enable quick start-up and patient enrollment.
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Our Support of a Global H1N1 Vaccine
A Large, Global Observational Study of the H1N1 Vaccine in Pregnant Women Versus Non-Vaccinated Pregnant Women

American Journal of Obstetrics and Gynecology - Heikkinen T, Young J, van Beek E, et al. Safety of MF59-adjuvanted 
A/H1N1 influenza vaccine in pregnancy: a comparative cohort study. Am J Obstet Gynecol 2012;207:177.e1-8. 

APPROACH: 
Across Italy, the Netherlands and Argentina, UBC deployed an expanded 
project team with expertise in each country, tracking approximately 4,000 
patients for more than 2,400 birth outcomes.

CHALLENGE: 
Designing studies to collect information about the potential effects of a 
maternal vaccine on the developing fetus is critical but can be challenging 
to conduct during a pandemic. The H1N1 pandemic crisis provided a unique 
setting to evaluate the safety of a vaccine when used during pregnancy.

Wherever you are in the product 
development lifecycle, UBC’s 
evidence-generation strategy 
is customized to address your 
unique challenges.

We understand the global 
regulatory landscape you are 
navigating, particularly when 
facing shortened timeframes to 
develop life-saving products and 
requirements for post-marketing 
safety surveillance. 

Our experts have authored 
and supported countless 
submissions to regulatory 
authorities on safety, efficacy and 
value, and remain current on the 
latest global regulatory trends 
and changes. Infectious diseases 
and vaccines are more important 
than ever. Our team is passionate 
about helping you navigate the 
challenges of developing and 
bringing your product to market 
for the global community. From 
conducting registrational clinical 
trials to meeting post-approval 
regulatory requirements, UBC 
can help guide your product on 
its critical path to rapid approval. 

UBC Supports the  
Development of  
Your Safe and 
Effective Product

Leadership Snapshot

Bruce R. Smith, PharmD  Executive Director, Scientific and Operational Strategy
• Served on the faculty in the Division of Infectious Disease at Hahnemann University 

School of Medicine in Philadelphia 
• Provided patient services as a member of a private infectious disease practice
• Authored more than 100 journal articles, book chapters and abstracts in the field of 

infectious disease
• Participated in clinical research related to 43 different microbial, viral and fungal 

directed compounds

Janine Collins, MBBS, LLM  Executive Director, European Safety, Epidemiology, 
Registries and Risk Management 
• Brings more than 14 years’ experience in both internal medicine and family practice 

- managed a broad range of infectious diseases in pediatrics, adults and the elderly 
• Based in Europe, with 18 years of industry experience, focused on the development 

of risk management plans and associated peri- and post-approval activities as 
required by European regulators

• Offers more than 30 years of public health epidemiological research experience, 
including 20 in safety surveillance of pharmaceutical, biotechnology and vaccine 
products 

• Provides strategic consultative services to pharmaceutical and biotech clients in 
epidemiology, safety surveillance and risk management 

• Designed and evaluated risk assessment studies, encompassing more than  
20 regulatory-mandated long-term safety studies and risk management programs, 
including REMS for more than 90 products

Patricia Mosher  VP, Global Late Stage Operations & Strategic Engagement
• Has more than 35 years of industry experience managing key therapeutic areas of 

infectious disease/vaccine research 
• Broad vaccine experience in pediatric and adult patients, including studies of 

influenza, HIV, HPV, West Nile Virus, and meningococcal disease 
• Infectious disease experience includes studies in lower and upper and lower 

respiratory tract, HIV, sepsis, cUTI, intra-abdominal and complicated hospital 
infections, hemorrhagic trauma, HCV, h. pylori, tuberculosis, and MDR-TB. 

• Anti-fungal experience includes studies in dermatophyte infections, histoplasmosis, 
aspergillosis, coccidioidomycosis and blastomycosis. Early in her career, was involved 
in pivotal trials that supported the approval of Itraconazole (Sporanox) in HIV patients

Annette Stemhagen, DrPH, FISPE  SVP & Chief Scientific Officer
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