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TIME is of the essence…

For patients, time is of the essence from the moment 
they get a diagnosis. Whether the disease is life threatening 
or not, patients need the correct diagnosis and access to 
the best possible treatment for their ailments quickly. A long 
wait may cost patients their health or even their lives. 

Fundación de Investigación is part of the solution. Through 
clinical research, we contribute to the development of 
safe and efficacious therapies to improve the health of our 
patients. We deliver the best medical care at our medical 
care clinics and, if appropriate, we invite patients to 
participate in clinical research trials. While they get the best 
possible treatment for their diseases, they help us to improve 
treatment outcomes and patients’ quality of life.
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TIME is also precious for the pharmaceutical industry…

For a sponsor, time is of the essence from the moment the clinical 
development project begins. You need to identify and contract the 
best facilities with access to the target patient population. You need 
to trust your research sites to deliver and collect evaluable data that 
will propel your drug along the development process. Every day you 
lose is one less day available in the drug’s patent life, and one day 
later for that medication to be available to patients.  If your clinical 
trial is delayed, your company stands to lose potential profits from 
that breakthrough treatment. Patients also stand to lose the chance 
to enjoy better health.

At Fundación de Investigación, we are the solution. We are a first-
rate research site with state-of-the-art facilities and medical care 
clinics with access to a viable patient population for research trials. 
Our advanced technology includes a phase I unit and an in-house 
bioanalytical laboratory. 

Our reputation as a top clinical trial enroller, our emphasis on quality, 
plus our extensive experience in research and development, make 
us the best choice for your clinical trial. We deliver results for you, 
faster and better.
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Located in San Juan, Puerto Rico, Fundación de Investigación (FDI) 
is a clinical research center with state-of-the-art facilities that 
comprise medical treatment for multiple conditions, a 30-bed 
phase I unit, an in-house bioanalytical laboratory, multispecialty-
experienced personnel, and the latest in medical technology. 
We have successfully completed hundreds of FDA-regulated 
clinical trials sponsored by numerous pharmaceutical companies. 
Our site has enrolled thousands of patients in chronic hepatitis C 
clinical trials alone. 

We are also an active medical care facility for patients with diverse 
medical ailments including liver diseases; metabolic disorders 
such as diabetes, hypertension and lipidemias; oncology and 
hematology, neurologic, musculoskeletal and infectious diseases. 
Our facilities include nurse stations, medical offices, exam rooms 
and chemotherapy or infusion chairs. We also have a complete 
research pharmacy with a clean room for the preparation of 
chemotherapy and investigational drugs.  

At FDI, patients receive their primary medical care, and many 
of them participate in our clinical trials. This active medical care 
clinic model provides us with a robust pool of potential subjects 
for our clinical trials and has been instrumental in our enrollment 
successes. For our patients, the combination of the best available 
therapies with expert physician care and access to clinical trials with 
drugs under investigation broadens their chance of achieving the 
best medical outcomes.

FDI has facilities for private patient and family consultations 
including multiple study coordinator offices and conference rooms. 
Patients that participate in outpatient clinical trials have blood 
assessments at a dedicated research laboratory prepared with 
state-of-the-art equipment and software. Ambulatory patients that 
require multiple blood draws in a day have a special 8-chair station 
where they can stay for up to 12 hours. For the sponsor monitoring 
of clinical trials, our facilities can accommodate 8 people, with 
phone and Internet access.

ALL YOUR Research Needs in One Place
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Our 30-bed phase I unit is the only one in the Caribbean and one of the 
few in South America. Our phase I unit has state-of-the-art monitoring 
technology that includes remote telemetry and sophisticated software 
designed to manage phase I trials.

From recruitment through final reporting, we use Logos Technologies’ 
ALPHADAS EDC software to meet the unique and complex challenges 
of phase I research. In addition to granting sponsors remote access to 
monitor the trial in real time, ALPHADAS yields significant operational 
efficiencies and cost savings and improves data quality for sponsors 
and the FDA. ALPHADAS is a mobile, schedule-driven, event-based 
automation system that provides real-time, pro-active EDC at the 
bedside, station or remote locations.  It integrates with central ECG 
systems and central laboratories with minimum human data entry 
required. ALPHADAS betters your study data quality and traceability 
with its bar-coded sample tracking tools and provides workflow-driven 
automation through time driven and status based events. In addition, 
ALPHADAS has the ability to interface with the larger EDC systems 
enabling data proactively e-sourced from ALPHADAS to be presented 
into sponsor-dictated formats. Our phase I unit is the only one to use the 
ALPHADAS program in the Caribbean and South America and one of 
the few in the world to have this sophisticated software.   

Our phase I unit infrastructure is further enhanced with our 12-lead 
wireless Mortara telemetry instruments. Fundación de Investigación 
is one of only 12 sites in the United States and Europe to have this 
technology. This multi-channel, multi-band, diagnostic telemetry solution 
enables continuous data collection together with pulse oximetry and 
wireless monitoring for the Surveyor™ Telemetry Central system. The 
Surveyor™ Telemetry Central system is a complete workstation where 
physicians can monitor and detect anomalies in real time.

We have the capability to conduct QTc/cardiology trials and transmit 
thousands of ECGs daily to core ECG labs and sponsors or directly to the 
FDA with our 12-lead wireless Mortara telemetry instruments. We are 
close to completing an interface that will bridge the data gap between 
our ALPHADAS EDC software and Mortara telemetry systems.

PHASE I UNIT & STATE-OF-THE-ART Technology
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We have been using WebDMEMR as our electronic medical record 
provider at our center and in all our clinical trials since 2009. 
WebDMEMR’s clinical trial modules make it possible to document and 
monitor our clinical trials efficiently while maintaining the confidentiality, 
secure data access, and backup processes required by FDA Part 11, 
the HITECH Act and other regulatory standards. With a unique access 
password for each trial, study staff and clinical research associates 
(CRAs) may have remote access to the subject trial’s source documents 
from anywhere there is Internet access. The adverse events, audit 
trial and document catalog modules are unique and important features 
of our e-Record. These are used to organize and track all events and 
documents that may be required by any sponsor of the clinical trials we 
conduct. 

Fundación de Investigación has conducted trials with confinement 
duration of up to 16 days, including multiple intensive pharmacokinetic 
and pharmacodynamic trials as SAD and MAD for many molecules. We 
also conduct hepatic impairment and drug-to-drug interaction studies. 
We have a database of normal volunteers and the capability to conduct all 
kinds of early studies in both normal volunteers and patients. Our phase 
I unit’s experienced staff and facilities allow the trials to be conducted 
without interruption 7 days a week.
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BIOANALYTICAL Laboratory

Fundación de Investigación’s bioanalytical laboratory 
specializes in qualitative and quantitative analysis of 
chemical and biological pharmaceutical compounds. Our 
scientists have extensive experience in the development and 
validation of bioanalytical methods for the determination of 
small molecules and their metabolites. We perform sample 
analysis for pharmacokinetics/ toxicokinetics of pre-clinical 
and clinical samples, and report results within hours of 
sample receipt at the laboratory. This means that we can 
turn around results very efficaciously during the early testing 
of different doses of a molecule, with potential savings in 
time and money. With our proprietary ALPHADAS EDC 
software, we can give our sponsors immediate access 
to the bioanalytical results and their traceability with bar-
coded sample tracking tools. In addition, our customers 
benefit from our advice and recommendations regarding 
the scientific and regulatory situations that could arise in the 
development of these compounds.

We can develop customized methodologies for our clients 
as well as implementing validating assays (technical 
transfer) complying with timeline goals. Challenging assays 
are welcomed by our scientists and we are available for 
consultation, design and writing of bioanalytical protocols. 
We are committed to providing quality results using GLP, 
Lean-Six Sigma and FDA regulations.
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We help sponsors to generate and report pharmacokinetic 
data for clinical trials that are taking place at our phase I 
facilities or elsewhere. We employ industry-standard 
WinNonlin® software to perform different analysis such as 
non-compartmental analysis, compartmental pharmacokinetic 
analysis, dose proportionality, bioavailability, drug-drug 
interactions and steady state kinetics.

Fundación de Investigación has the latest analytical 
equipment to quantify pharmaceutical compounds and 
metabolites with an extraordinary turnaround time. The 
laboratory has two ultra-performance liquid chromatographs 
(Agilent 1290), coupled to two tandem mass spectrometers 
(Agilent 6460 QQQ).
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What makes us UNIQUE

Fundación de Investigación (FDI) invested $7 million in 
2010 to remodel our facilities and obtain the best up-to-date 
equipment. We can conduct trials from normal volunteers to 
phase IV under the same roof. FDI has strict security and 
confidentiality controls, computerized temperature monitoring 
and emergency backup generators that guarantee that 
research and samples are reliable, protected and evaluable for 
sponsors.

RESEARCH 
PHARMACY
FDI has a dedicated research pharmacy with the necessary 
equipment to prepare, formulate or compound any type of 
investigational drug. The research pharmacy includes a clean 
room with equipment that allows us to comply with USP’s 
Chapter 797 in the production of sterile formulations of all 
risk levels. Investigational drugs are kept under strict security 
controls with access limited as per protocol.  Our dedicated 
research pharmacy personnel is trained to work with any 
investigative product need, including pharmacist unblinded 
and blinded trials.

OUR STAFF 
FDI has a growing, dynamic and enthusiastic staff that 
includes physicians of different specialties such as 
internal medicine, hepatology, gastroenterology, oncology, 
endocrinology, family medicine, pediatrics, infectious diseases, 
neurology, psychiatry and basic science. We also employ 
Ph.D.s in chemistry, biochemistry and pharmacy; multiple 
masters’ and bachelors’ in medical technology, graduate 
nurses, research nurses, research assistants, physician 
assistants, educators and accountants. We contract all the 
necessary personnel required to conduct clinical trials quickly 
and efficiently.
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Our staff understands the seriousness and importance of our 
work and knows that only the best patient care and research 
conduct is acceptable. These professionals have great pride 
in FDI’s achievements and in our mission to contribute to 
the development of innovative medicines that improve our 
patients’ health and quality of life.

CLINICAL TRIAL 
EXPERIENCE

FDI has over 18 years of continuous research experience. 
Our staff has published over 150 manuscripts in prestigious 
journals such as The New England Journal of Medicine, 
Hepatology, Journal of Hepatology, and the Journal of 
Clinical Gastroenterology and presented hundreds of 
abstracts at medical conferences. We have been 
instrumental in the development and approval process 
of several drugs against chronic hepatitis C. Our founder 
and medical director, Dr. Maribel Rodríguez-Torres, 
was influential in the approval of pegIFN-2a and RBV 
for co-infected patients with HCV and HIV in 2003. 
She also conducted the first trial in the world in which 
6 patients received a combination of Telaprevir/peflFN 
and RBV for HCV therapy.

HIGH ENROLLER 
REPUTATION

FDI has an excellent reputation as a top clinical trial enroller. 
Treating patients at our facilities enables us to screen and 
recruit appropriate candidates for our clinical trials. We have 
a history of high enrollment rates in most HCV and oncology 
studies performed at our facilities. In case of any difficulty 
finding adequate subjects for a clinical trial, we organize 
and conduct aggressive outreach activities to boost those 
numbers.
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What makes us UNIQUE

LATINO 
POPULATION

Fundación de Investigación (FDI) is recognized as a center 
for excellence in medical care and a premier site for research 
on Latino patients. Our patients have a positive attitude toward 
clinical research and are responsible and compliant with study 
procedures. Our location in Puerto Rico and our medical care 
treatment model allow easy access to a good pool of Latino 
patients for clinical trial participation. 

Latinos have a high prevalence of many infectious, neurologic 
and chronic diseases including metabolic diseases and cancer. 
The plethora of medical conditions seen in this population 
guarantees that our Latino patients are willing to participate 
in various disease trials. As the largest minority group in the 
United States, regulatory agencies such as the FDA require 
this ethnicity’s representation in trials relating to most medical 
conditions.

TAX 
CREDITS

The Puerto Rico Government offers an attractive set of 
incentives to the pharmaceutical industry that invest in research 
and development in our island. By engaging FDI to conduct any 
clinical trial, sponsors may be eligible to receive tax credits from 
the Puerto Rico Treasury Department.

Through the Economic Incentives for the Development of 
Puerto Rico Act (Act 73 of May 28, 2008) your company can 
obtain up to 50 percent tax credit on every dollar invested 
on your clinical research contract with us. These tax credits 
could be used against your local tax liabilities or may be sold or 
transferred to an entity with tax liabilities in Puerto Rico.
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QUALITY CONTROL 
AND ASSURANCE

FDI has detailed and enforceable SOPs to guarantee the quality of the work at any 
clinical trial and at the bioanalytical laboratory. Our Quality Control Program includes 
internal and independent audits to review employee training, compliance with SOPs 
and regulatory requirements and document evidence that QC was appropriately 
conducted on the output of each internal process. FDI’s quality control team 
monitors the bioanalytical laboratory’s performance independently, following GLP 
and FDA guidelines and regulations. This team is involved in the internal auditing of 
method development, method validation, contracted studies and the facilities. The 
team also administers CAPA and document control systems and reviews equipment 
qualification, calibration and maintenance. A sample chain of custody is in place to 
determine sample location at all times. In addition, we hold independent audits of 
clinical research trials every 2 years and every year for the bioanalytical laboratory.

CONSULTING

FDI also provides its expertise in the pharmaceutical and biotech industries by 
offering full-service drug development consulting. Our team of drug development 
experts provides sponsors with a vast repository of knowledge and expertise, 
including protocol design, statistical analysis, therapeutic knowledge, regulatory 
submissions and patient recruitment.

Our seasoned experts provide sponsors with the guidance and consulting required 
to achieve their development goals, including study design, execution, analysis and 
regulatory submission.

SCIENCE 
INTERESTS

Our investigators are moving forward 
their own basic science interests by 
conducting early research in proteomics 
and genomics of liver disease and 
cancer. Many of these initiatives are 
conducted in association with the NIH.



Our commitment to patients is to contribute to the 
development of safer, better-acting therapies through 
clinical research.

Our commitment to sponsors is to conduct cost-
effective and thorough research. We understand that, 
when time is of the essence, sites need to deliver 
quality results faster and efficiently.

Fundación de Investigación delivers.

FOCUS on Oncology
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Having established our reputation as a leading research and 
treatment facility for liver diseases, we expanded into other 
therapeutic areas, most significantly oncology. Since 2010, we have 
conducted over 15 clinical trials in oncology and the number of 
available trials increases every month. We have also duplicated the 
number of full-time and part-time oncology investigators in the last 
6 months.

One of the new strategies that we are using to expand our oncology 
section is the establishment of the Fundación Oncology Network. 
This is a core group of hematology and oncology specialists selected 
for their competence, dedication, interest in clinical research and 
willingness to establish a close relationship with us. These specialists 
in hematology and oncology decide on the best treatment for their 
patients’ diagnoses and consider clinical research participation as an 
option to manage their patients. These physicians refer their patients 
for evaluation in oncology trials at FDI and may also participate 
actively as investigators in those studies.

We have a collaboration agreement with the Hematology and 
Oncology Section of the University of Puerto Rico’s School of 
Medicine to conduct clinical trials in hospitalized patients, particularly 
those in the leukemia and bone marrow transplant population.

FDI conducts phase I trials in oncology as well as trials in later stages 
of development.



EARNING a Solid Reputation

From the biomedical sciences industry perspective, Fundación de Investigación has a combination 
of talent, expertise and vision that make it a world-class organization. 

Dr. Ignacio Pino, President, CDI Laboratories

Fundación de Investigación is a modern research facility with a dedicated, experienced and well-trained 
staff.  This site is at the top of the list to contact for clinical trial participation when our sponsors want 
qualified, experienced, and reliable investigators to conduct their trials.

Linda Wasserman, Principal CRA, CRO, PPD

I have had the opportunity to work with Dr. Maribel Rodríguez-Torres and Fundación de Investigación 
in several collaborative projects. Without any doubt, they are one of the best collaborators we have ever 
worked with. They are the most professional, organized and wonderful group of collaborators to work 
with. The staff is cordial and passionate about every aspect of patient care and understands the role 
of clinical research as a way to move science forward. It is no surprise that Dr. Rodríguez-Torres has 
reflected upon her staff excellent, selfless leadership that has transformed Fundación de Investigación as 
one of the leaders in hepatitis research worldwide.

Shyamasundaran Kottilil MD., Ph.D., Staff Physician, NIH/NIAID/LIR

I have worked closely with Dr. Rodríguez-Torres and her unit for more than a decade. I remain 
continually impressed by their level of service, professionalism and approach to the science and the 
partnership.  Their commitment to patients is clear across every aspect of their work.  Our team works 
very well with the hepatology group at Fundación de Investigación and they have helped us effectively 
advance key clinical trials in a competitive and fast moving therapeutic area.

John McHutchison, Senior Vice President, Liver Disease Therapeutics, Gilead Sciences

It has been a great pleasure to work with Fundación de Investigación during the critical studies conducted 
by ZymoGenetics; indeed your participation has been critical to our success. Your group is serving 
a large number of high-needs patients in San Juan, so it has access to populations with uncommon 
diseases. Your facility has capacity for FIH studies, intense PK profiling, as well and long-term clinical 
assessment. Your staff is highly trained and equally highly motivated to provide outstanding care, 
detailed and careful documentation, and very rapid response to sponsor concerns and questions. As 
importantly, your knowledge and insights have informed our protocols and development plans.

Jan Hillson, Medical Director, ZymoGenetics/Bristol Myers Squibb
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