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inTroduCTion
Within the context of Colombia seeking to improve its attractiveness to clinical 
research this Clinical Trials Policy Annex is a briefing document on the clinical 
research policy environment. While it accompanies the main report Challenges and 
Opportunities – Developing the Biotechnology Sector in Colombia and is meant to 
be read in conjunction with that document, this Annex can also be used on a stand-
alone basis for informing discussion on public policies aimed to increase flows of 
clinical research.  

Clinical trials are fundamental components of the 
biopharmaceutical research and development 
process. They enable companies and drug 
regulators to ensure that new drugs will be safe 
and effective for use. They also often uncover novel 
applications of medicines and medical devices or 
facilitate tailoring drugs to different populations.

Beyond this, clinical trials have crucial wider public 
health, social and economic benefits that align with 
many strategic policy objectives of governments 
today. These include enabling development and 
local access to needed cutting edge treatments, 
building domestic capacity in biopharmaceutical 
and clinical research and containing health care 
and pharmaceutical costs.1

Yet some countries manage to attract more 
clinical trials than others. These include not only 
developed but also developing and emerging 
markets. Critically, most of the global leaders 
in terms of clinical trials intensity also attract a 
larger share of the riskier, early-phase trials which 
represent the cutting edge research in therapeutic 
areas such as oncology or of biologic drugs.2

In this respect, it is relevant to ask how these 
countries have succeeded in making themselves 
more attractive. A sizeable body of literature 
discusses which factors are most important for 
stimulating growth of investment in clinical trials in 
a given country. 

In this context, this Annex does the following:

•  Provides a detailed overview of the socio-
economic benefits of conducting clinical trials to 
a host country – why are clinical trials important 
and what are some of the benefits they have to 
local patients and the wider economy in a given 
host country?

•  Looks at some of the best practices and 
policy measures aimed at enhancing domestic 
attractiveness for clinical research as adopted by 
four countries which are now considered leaders 
in the global clinical research arena.

The four countries examined in this Annex are:

1. Denmark

2. Singapore

3. South Korea

4. Israel

These country case studies are followed by an 
analysis of the current state of the clinical research 
environment in Colombia, with the intention to 
identify the barriers and challenges in place and 
what can be done to overcome them and enhance 
Colombia’s attractiveness in the field of clinical 
research.
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besT in Class: CounTry Case sTudies  
oF a samPle oF The World’s ToP  
CliniCal researCh desTinaTions
Clinical trials represent one of the most important activities carried out by 
biopharmaceutical companies in different countries. Clinical research is a 
cornerstone of the drug development process. Conducting clinical trials is part of 
an extensive process for determining which compounds out of hundreds under 
investigation may be further developed and eventually brought to market, and in 
what manner. 

Colombia

denmark

israel
south Korea

singapore
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What are clinical trials and where do they 
figure in the drug development process?

The main purpose of clinical trials is to test and 
provide proof of the safety, quality and efficacy 
of new drugs or new uses, forms or dosages of 
existing drugs. Clinical trials are conducted within 
a highly controlled and studied environment where 
all aspects of a drug candidate are monitored, 
recorded and subject to high levels of scrutiny and 
evaluation. The clinical research process includes 
complying with a wide range of regulations 
governing international best practices related 
to the quality, safety and efficacy of drugs, for 
instance, Good Laboratory Practice guidelines on 
conducting toxicity studies, Good Manufacturing 
Practice and protecting the rights of patients 
through Good Clinical Practice.3 Without clinical 
trials it would be exceedingly difficult to test the 
safety, quality and efficacy of a proposed new 
medical technology. In this sense while the nature 
of clinical research has changed over the last few 
decades with new development technologies 
emerging, clinical research is still a fundamental 
cornerstone of modern medical development. 
On the following page figures 1 and 2 provide an 
overview of the drug development process and 
where in that process clinical trials take place.

The entire biopharmaceutical R&D process 
surrounding the creation of a new drug is a very 
involved and a financially risky process, with 
significant resources invested. The testing of drug 
candidates in human volunteers via clinical trials 
prior to market authorization,4 which is divided 
into 3 main phases, represents an undertaking of 
6-7 years per drug candidate, or between 55% and 
75% of the total R&D process.5  Various sources 
cite different figures for the length and cost of 
the clinical trials phase, ranging from USD845 
million to USD1.17 billion.6  These numbers are 
continuously on the rise, and have doubled in the 
past decade.7 Phase II trials represent one of the 
riskiest segments of the R&D process, involving a 
substantial investment with 100-500 volunteers per 
trial but only a 40% success rate. Figure 2 shows 
the time and investment typically required for each 
stage of the clinical research process.

The benefits of clinical trials i: Provide 
advance access to innovative treatment and 
enhance medical care

First and foremost, clinical trials provide patients 
with access to innovative drugs, which may 
literally revolutionize existing treatments available 
domestically for prevalent diseases.8 In fact, clinical 
trials enable advance access to treatments that may 
continue beyond the duration of the clinical trial.9 In 
this sense the availability of a trial in a host country 
can be the difference between a patient gaining 
access to a given novel treatment in research or 
waiting for a number of years until the product 
has been fully developed and globally launched. 
For patients with rare and/or difficult and terminal 
diseases the availability of local trials can be a 
question of life or death. 

Clinical trials also enable local physicians to 
participate in cutting-edge research as well as 
become members of multi-center research network. 
Such experience helps build R&D expertise, 
experience and prestige, and expands the ability 
of local researchers to publish their research and 
become key opinion leaders in their field. They 
often involve improvements to infrastructure – 
hospitals, clinics and health technologies – in 
local communities.10 Participation in multinational, 
cutting-edge research helps ensure that clinical 
trials and sites meet international standards of 
“Good Clinical Practice”, and exposes clinicians 
to new techniques and treatment strategies. In 
this sense the growth and conduct of clinical trials 
improves the overall medical research infrastructure 
and experience in a given country and region.

The benefits of clinical trials ii: Provide 
macroeconomic benefits to hosting 
countries

Clinical research can have significant positive 
direct and indirect macroeconomic benefits. To 
begin with they represent a significant portion 
of the global R&D spending undertaken by 
the biopharmaceutical industry. In 2014 global 
life sciences R&D spending was estimated at 
around $200 billion, with biopharmaceutical 
R&D investment by PhRMA member companies 
at over a quarter of that (around $51 billion).11 
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Figure 1 The biopharmaceutical R&D process

Research and discovery

Scientists attempt to isolate new chemical or biological entities using advanced screening and synthesising 
techniques.

Pre-clinical development

Initial safety tests and assessment studies, such as toxicology, are performed on animals.

Clinical development

Phase I  Initial phase tests a drug candidate in 20-100 healthy volunteers to assess how the body processes 
it and what side effects manifest themselves. A drug must show a minimum level of safety in order 
to move to the next phase of studies.

Phase II  Examines a drug candidate’s effectiveness in treating a targeted disease relative to other existing 
drugs or to a placebo. It explores whether the candidate acts against the disease and if it causes 
any adverse reactions in patients, and how this measures up to existing treatments. Studies involve 
100 to 500 volunteers, all of whom experience the targeted disease or condition.

Phase III  If the candidate is proven safe and effective in the first two phases, the study is shifted to a far 
larger scale, from 1,000 to 5,000 subjects. Studies test the safety and effectiveness of the drug 
candidate in different populations and conditions. This phase generates a large amount of data on 
the candidate in order to understand as clearly as possible the safety risks associated with the drug 
and to identify the right dosage and mode of use. Due to the scale of operations, Phase 3 studies 
are the most costly and time-consuming trials.  

Registration 

Results of pre-clinical and clinical studies and proof of meeting international standards are submitted to drug 
regulatory authorities for their review.

Post-marketing study 

Biopharmaceutical companies must submit a plan for on-going monitoring and study of the drug as part of its 
approval for marketing. These studies are intended to safeguard larger scale use of the drug by monitoring 
any adverse effects that become evident as well as identifying what appears to be the most appropriate and 
effective manner of use. Post marketing studies typically provide the largest amount of evidence on a drug 
relative to data gathered in earlier phases. 

Source: Pugatch Consilium, based on FDA (2014)12 
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These figures places life sciences at the top of 
R&D spenders worldwide, second only to the ICT 
industry.15 And on a micro level, the biomedical 
and biopharmaceutical sectors spend more 
than double the amount on R&D per employee 
compared to the ICT sector.16 A significant portion 
of spending on biomedical manufacturing and 
wider operations also entails in-depth investment 
and high-value employment growth. According to 
a recent study by UNCTAD, cross-border mergers 
and acquisitions in the life sciences field were 
valued at over $40 billion globally as of 2013.17 
Moreover, “greenfield” FDI – foreign investments 
with no pre-existing operations or infrastructure – 
by pharmaceutical companies amounts to over $13 
billion globally.18 Additionally, by some estimates 
life sciences industries generate close to 4 million 
jobs in the U.S. alone (in the sector directly as well 
as in supporting sectors such as distribution and 
logistics).19  

Apart from the above direct investments and 
sponsorship, with costs of a given product being 
researched and tests associated with the clinical 
trial often being borne by the study’s sponsor, 
clinical trials may lead to savings for healthcare 

systems.20 In addition, in some cases, the sponsor 
may continue to provide the treatment, for 
instance, at a preferential price.21 

Clinical trials also provide financial value to 
governments through tax contributions derived 
from revenue earned on clinical trials by sponsors 
in a given country.22 Particularly internationally-
sponsored clinical trials provide opportunities for 
the growth of a local clinical research industry, 
including clinical research organizations and 
site management organizations, with associated 
potential for increase of taxable revenue and 
employment.23

section summary

Having provided a detailed overview of the socio-
economic benefits of conducting clinical trials to a 
host country the next few pages will examine some 
of the best practices and policy measures aimed 
at enhancing domestic attractiveness for clinical 
research as adopted by four countries which are 
now considered leaders in the global clinical 
research arena. The four countries studied are: 
Denmark, Singapore, South Korea and Israel.
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Figure 2  Pharmaceutical R&D process timeline

Source: Pugatch Consilium; adapted from PhRMA13 and Nature14
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denmark

Denmark is the world’s 34th largest economy with a 
population of 5.6 million.24 Denmark is considered 
a global leader in the fields of innovation within 
the life sciences sector, ranked 2nd in the Scientific 
American Worldview Scoreboard of 2015,25 and 
12th (out of 140 economies) in the World Economic 
Forum’s Global Competitiveness Report of 2015-
2016.26

Clinical research overview

In the field of clinical research, Denmark is 
considered an attractive location with a supportive 
environment. Among the reasons are its strong 
healthcare system, a robust regulatory framework, 
high standards of clinical research, and high levels 
of participation and compliance.27 Indeed, Denmark 
is a global leader in clinical trials intensity – the 
gross number of clinical trials to date per million 
population – with more than 800 clinical trials per 

million population,28 and over 100,000 Danish 
citizens participate annually in clinical research.29

Pursuant to section 88 of the Danish Medicines 
Act and to the Act on Scientific Ethical Committee 
System and the Processing of Biomedical Research, 
a clinical trial must be approved by the Danish 
Medicines Agency (DKMA) and by one of the 
11 regional Scientific Ethical Committees.30 The 
regional Scientific Ethical Committees follow 
guidelines issued by the national Committee on 
Health Research Ethics (established in 2012), which 
also coordinate their activities.31 The DKMA follows 
ICH guidelines on clinical research, and liaise with 
national and regional ethics committees, regional 
GCP bodies (all clinical trials in Denmark must 
adhere to its GCP standard), medical organizations 
and the private sector.32 

Clinical trials policy framework

During recent years Denmark has taken several 
steps to create a supportive clinical trial 
environment. In 2011 the Clinical Trials Office 
Denmark was established as a joint project of 
Denmark’s five regional healthcare authorities and 
the pharmaceutical industry, with the intention 

Figure 3 Clinical trials in Denmark, by phase, 2005-2015

Source: Clinicaltrials.gov, 2016; analysis: Pugatch Consilium
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of creating a simple and efficient communication 
channel for planning clinical trials and recruiting 
subjects in Denmark. The Clinical Trials Office 
Denmark acts as a mediator for clinical trials’ 
sponsors, offering a nationally-standardized service 
in recruitment of subjects, advising on the best ways 
to conduct clinical trials in Denmark, and assisting in 
concluding contracts and agreements.33 The Danish 
MoH has also launched a website which informs 
citizens on new and on-going clinical trials in order 
to assist in the recruitment process.34

Additionally, since 2012 the DKMA has offered a 
fast-track approval pathway for clinical trials on 
investigational drugs which are: authorized for 
use in the EU or the EEA, tested under a licensed 
indication, and not involving an additional risk to the 
subjects beyond the existing treatment. Clinical trials 
which satisfy these criteria are assessed in a period 
of only 14 days.35 While pursuant to the Danish 
law the DKMA has an assessment timeframe of 60 
days, most trials are authorized within a significantly 
shorter period. In 2015, over 80% of all clinical trial 
applications were reviewed within a period of 43 
days.36

Furthermore, in 2014 the DKMA has launched the 
DKMAnet, a designated portal which enables 
companies to submit, using a digital certificate and 
signature, clinical trial applications, amendments, 
notifications and other safety-related material 
electronically and directly to both the DKMA and the 
Scientific Ethical Committees.37 The shared platform 
relies on available data from the pan-European 
EudraCT database, and automatically selects the 
relevant information for the DKMA and the Scientific 
Ethical Committees.38 This initiative essentially 
renders the clinical trials’ regulatory approval 
process into a ‘one-stop shop’ for sponsors.

In addition, under the Danish government’s INNO+ 
initiative which aims to place Denmark as a preferred 
location for conducting riskier, early-phase trials 
the National Experimental Therapeutic (NEXT) 
partnership was formed in November 2014. This 
public-private partnership joins the Capital region 
of Denmark, public hospitals and pharmaceutical 
companies in order to invest in the establishment of 
cutting-edge national research centers.39

It is important to note that pursuant to the 
new Clinical Trials Regulation (CTR) EU No 
536/2014 the EMA is developing a new portal 
which is designated to centralize all clinical trials 
applications for the EU.40 While Denmark has 
initiated several legislative and institutional changes 
in accordance with the new CTR, its entry into force 
is now expected only in 2018, due to delays in the 
preparation of the new portal and database.41

singapore

Singapore is the world’s 36th largest economy 
and 8th wealthiest in GDP per capita in 2014, 
with a population of 5.5 million.42 Singapore is 
considered both a regional and global leader in 
the fields of innovation within the life sciences 
sector: it is ranked 5th in the Scientific American 
Worldview Scoreboard of 2015.43 Singapore is 
the world’s second most open and competitive 
economy according to the World Economic 
Forum, ranked 2nd (out of 140 economies) in the 
Global Competitiveness Report for 4 consecutive 
years.44 It is also heralded as the most pro-business 
country, ranked 1st (out of 189 economies) in the 
World Bank’s Ease of Doing Business of 2016.45

Clinical research overview

Singapore is a striking example of a country that 
in the last fifteen years has built up an active 
biomedical science system from almost no base at 
all before 2000. As a result of research collaboration 
and reciprocal government investment, Singapore 
has transformed itself into a key player in 
biomedical R&D, especially in translational and 
clinical research. It has boosted its science base, 
attracting national and foreign scientists to its 
new research institutes, built state-of-the-art 
infrastructure and developed key partnerships with 
many established biopharmaceutical companies.46 
As a result, the number of clinical trials has 
increased from only 2 in 2000 to an average of 151 
clinical trials each year since 2010.47
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Singapore has also created a specific body to liaise 
between universities, public research institutes and 
industry needs, called the Biomedical Sciences 
Industry Partnership Office. This body seeks to 
catalyze and promote partnerships between 
industry and public sector research, linking 
upstream public sector research with downstream 
commercialization partners.48 Building up a high 
quality biomedical research base has allowed 
Singapore to attract a number of multinational 
pharmaceutical companies, which are now 
supporting the further development of a domestic 
biomedical industry, particularly in fields of 
biologics and translational and clinical research.49

Clinical trials policy framework

The legislation governing clinical trials in Singapore 
requires separate authorization from the Health 
Sciences Authority (HSA) and from an Institutional 
Review Board, which provides the ethical approval. 
Since 2006 applications can be made in parallel to 
these bodies, thus decreasing the time taken for 
regulatory approval significantly.50 Indeed, clinical 
trial applications are usually processed within a 

timeframe of 30 days, and small-scale clinical trials 
(such as for the assessment of bioequivalence or 
food-drug/drug-drug interactions) are processed 
within a timeframe of only 15 days.51 Additionally, 
clinical trials that test drugs (or a drug indication) 
which are already approved for marketing are 
exempt from the process and must only submit a 
notification to the HSA.52

To better optimize the regulatory approval 
process, the HSA has implemented a 
Pharmaceutical Regulatory Information System 
(PRISM) – an electronic system which enables 
clinical trials’ sponsors to submit applications 
and other supporting documents online, using 
a secured electronic authentication system. 
The system validates the submissions, provides 
guidance on the regulatory approval process, 
and has online payment and tracking options.53 In 
2012 the HSA also launched a local Clinical Trials 
Register, which enables access to ongoing clinical 
trials by therapeutic areas and the trial’s drug, 
sponsor and site.54

Figure 4 Clinical trials in Singapore, by phase, 2005-2015
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south Korea

South Korea is the world’s 13th largest economy 
and 29th in GDP per capita in 2014, with a 
population of over 50 million.55 South Korea 
ranked 23rd in the Scientific American Worldview 
Scoreboard of 2015,56 and 26th (out of 140 
economies) in the World Economic Forum’s Global 
Competitiveness Report of 2015-2016.57

Clinical research overview

South Korea has established itself as a global 
competitor in the field of biomedical research and 
a leader in clinical trials. This was made possible 
by systematic government support in establishing 
a state-of-the-art biomedical and IT infrastructure, 
sustained pro-innovation government policies 
and the quality of researchers and medical staff.58 
Biomedical R&D is a primary strategic field in 
South Korea: under the “Pharma 2020 Vision” 

program of 2010 the Korean Government will 
invest approximately USD8.9 billion over 10 years in 
strengthening the biomedical R&D structure and 
train 10,000 new researchers.59 Over the years, the 
number of clinical trials has increased from only 2 
trials in 2000 to an average of 877 trials each year 
since 2010.60

Clinical trials policy framework

Similar to Singapore, in order to conduct a clinical 
trial in South Korea approval must be obtained 
from the Ministry of Food and Drug Safety (MFDS) 
and from an Institutional Review Board of the 
relevant medical facility. Application submissions 
can be made in parallel and online, using a 
designated portal.61 Since 2010 applications can 
also be submitted in English. These and other 
considerable efforts by the MFDS has reduced 
the timeframe of clinical trials’ regulatory approval 
process to only 30 days, and even 14 days for 
special circumstances.62

There are over 170 accredited medical facilities 
approved by the MFDS for clinical research, and 
some 80% of these operate an electronic medical 
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Figure 5 Clinical trials in South Korea, by phase, 2005-2015
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record system, with the remaining 20% in the 
process of implementation. GCP inspections are 
carried out by an independent body – the Korea 
Good Clinical Practice for Pharmaceutical Products 
(KGCP) agency.63

In 2004 the MFDS (then KFDA) established 15 
Regional Clinical Trials Centers (RCTCs) with 
the support of government investments.64 In 
2007 the Korea National Enterprise for Clinical 
Trials (KONECT) was established with three 
responsibilities: managing the 15 RCTCs, 
developing human capital for clinical research 
(Clinical Trials Training Academy), and forging 
public-private partnerships with multinational 
CROs and pharmaceutical companies.65 In 2011 the 
Korean Ministry of Health and Welfare launched 
the Clinical Trials Technology Development funds 
for fostering innovation in the biomedical field.66 In 
addition, the Korea Innovation and Collaboration 
Center (KICC) was established to provide sponsors 
with advisory services and support.67

Clinical trial sponsors are also given the option 
to extrapolate from early clinical trial data from 
global clinical trials in the regulatory appraisal and 

approval process of novel drugs in South Korea. 
By relying on safety, efficacy and dosage regimen 
data garnered from clinical trials conducted 
specifically on Asian population in Western 
countries, companies can plan local clinical trials 
in accordance with specific ethnic variations and 
adjust the compound to fit the local population. 
This option, known for “Ethno-bridging”, was 
enabled under ICH guidelines, and is primarily 
being used by South Korea, China and Japan, and 
is used to reduce the lag in drug approval in these 
countries, thus enabling quick market access of 
innovative treatments for their patients.68

israel

Israel is the World’s 37th largest economy, with a 
population of 8 million.69 It is one of the very few 
developed, high-income economies in its region, 
and is an OECD member since 2010. Israel is 
ranked 18th in the Scientific American Worldview 

Figure 6 Clinical trials in Israel, by phase, 2005-2015

Source: Clinicaltrials.gov, 2016; analysis: Pugatch Consilium
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Scoreboard of 2015,70 and is the world’s 27th most 
open and competitive economy according to the 
World Economic Forum for 3 consecutive years.71

Clinical research overview

In the global biomedical arena Israel is considered 
a strong competitor: it is experiencing a 
continuous growth in the field for the past two 
decades with nearly 280 global multinational R&D 
centers and a rate of 658 clinical trials per capita, 
among the highest in the world.72 

The clinical research environment in Israel is 
attractive: there are 29 high-grade medical 
facilities (10 of which are university affiliated), 
all maintain high standards and operate a 
unified electronic medical records system which 
supports Electronic Data Capturing for clinical 
trials; the quality of human capital (physicians, 
researchers, CRO personnel and medical staff) is 
high and research-oriented; costs are relatively 
low compared to the US and EU; and a large, 
ethnically-diversified pool of patients is accessible 
and retention rates are high.73

In addition, the government views the life sciences 
sector in general and clinical research in particular 
as a strategic areas of development. The life 
sciences sector takes up as much as 30% of the 
Office of the Chief Scientist’s budget, more than 
USD 100 million annually.74 Furthermore, clinical 
trials agreements with Israeli hospitals summed up 
to over USD 100 million in 2013 alone.75

Clinical trials policy framework

The regulatory approval process for clinical trials 
in Israel includes two authorities: an Institutional 
Review Board of the medical facility and an 
additional review board of the Pharmacy Division 
within the MoH. Up until recently later-phase 
clinical trials only required an IRB while early-phase 
trials necessitated an approval by the MoH. The 
timeframe for approval was usually 3-6 months.76 
In an effort to further increase clinical research 
intensity in Israel the government has issued an 
optimization plan in 2013 which was initiated in 
2014. The plan included a revised timeframe of 
60 days for the regulatory approval process for 
clinical trials, an option for parallel and online 

submissions of clinical trial applications, increasing 
transparency and predictability in the regulatory 
process and added positions for advisory experts 
and regulatory personnel.77

In addition, recent changes to tax law introduces 
two financial incentives for foreign companies 
conducting clinical trials in Israel. First, the 
mandatory VAT (17% as of 2015) has been cancelled 
for services rendered in the field of clinical 
research. Second, the VAT and importation fees 
for pharmaceutical products for clinical trials have 
been cancelled as well.78

Colombia

Clinical research overview

Despite having the potential of becoming a 
regional leader and a major global competitor in 
the field of clinical research, Colombia currently 
lags behind its regional competitors. To date, 
Colombia hosted only 924 clinical trials as opposed 
to Chile (1,144 CTs), Argentina (2,059 CTs), Mexico 
(2,575 CTs), and Brazil (4,976 CTs). 

Furthermore, a relatively small proportion of 
Colombia’s newer trials (since 2013) are in the realm 
of riskier, more complex trials (particularly Phase 
I). Here, Colombia currently has only 2 Phase I 
trials in operation; significantly less than the OECD 
average of 90.17.79 

Looking at the adjusted number of clinical trials 
per million population, Colombia stands at 18.56 
CTs per million population, a rate which is similar 
to the BRIC-TM countries average of 18.35, but is 
considerably lower than the regional average of 
29.3 and the EU top 3 countries average of 82.42.80

Clinical trials policy framework

During recent years the government of Colombia 
and the DRA INVIMA have dedicated efforts to 
improving the clinical research environment to 
international standards and enhancing its relative 
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attractiveness. In 2008, Resolution 2378 established 
the roles and responsibilities of actors involved in 
clinical research (sponsors, investigators, regulators 
and medical facilities), covering site accreditation, 
GCP inspection in accordance to ICH standards, 
trial protocol evaluation, and approval of the trial’s 
agreement by the IRB.81 The regulatory framework 
has since been further expanded with additional 
definitions and responsibilities, revised timelines 
and more.82 

Today there are 63 GCP-certified institutional 
ethics committees and over 120 medical facilities 
approved by INVIMA for clinical research. A clinical 
trial application must be reviewed by both bodies, 
except for phase 4 trials which only require an IRB 
approval. Colombia’s medical facilities rank highly 
in regional comparison, and a pool of nearly 50 
million people with adequate health coverage is 
accessible.83 In addition, a number of global and 
local CROs operate in Colombia and maintain an 
open communication with INVIMA.84 Recently, 
a US-based clinical development company 
entered into an agreement with the Government 
of Colombia to position Colombia as a preferred 
destination for conducting clinical trials by US-
based sponsors.85

Challenges 

However, despite the efforts taken to enhance 
Colombia’s attractiveness in the global clinical 
research arena, challenges still exist. 

First, evidence suggest that approval times for 
clinical research are marred by significant delays. 
Trial approval times-frames in Colombia are 
currently very long. According to recent research 
conducted by the local biopharmaceutical trade 
association AFIDRO the regulatory approval of 
a clinical trial in Colombia takes no less than 225 
days: some 50-60 days for an approval by the 
Ethics Committee, and an additional 165 days for 
the approval by the regulatory agency.86 As Table 
1 suggests, this is among the longest timeframes 
for approving clinical trials, both regionally and 
globally.

This is echoed by older studies which found that 
the clinical trials approval process usually takes 
between 3 and 6 months and sometimes even 

more.87 These studies also found that, while the 
level of education, physician-patient relationship, 
adherence to trial protocol and the patients’ 
enrollment and interest in the research are all 
perceived as high, the regulatory framework is 
perceived as cumbersome and costly.88

Second, the framework of collaboration between 
sponsors and local investigators, including start-up 
companies and university hospitals, is lacking.89 

Finally, while the number of medical facilities 
approved for clinical research by INVIMA has grown 
substantially in the past few years, only a fraction 
have adequate infrastructure and skilled staff for 
clinical research requirements.90 Indeed, while 
hospitals within main cities (and particularly those 
with universities affiliations) have an electronic 
medical records system in place, some of the rural 
hospitals and clinics do not have a constant, reliable 
internet connection.91 

regulatory reform

In April 2016 Colombia’s DRA INVIMA announced 
significant changes to the regulatory approval 
process of clinical trials.92 First, the timeframe for 
approval would be reduced to only 2 calendar 
months, or 60 days. This would be achieved by two 
significant administrative changes: 

•  enabling parallel submissions of clinical trials 
applications; and 

•  transferring the trial protocol evaluation of clinical 
trials on biologic drugs, which require particular 
expertise, to a designated group within INVIMA 
(Sala Especializada de Medicamentos y Productos 
Biológicos al Grupo de Investigación Clínica 
de la Dirección de Medicamentos y Productos 
Biológicos).93 

A reduction from the current 225 days for approving 
a clinical trial to 60 days would significantly improve 
Colombia’s attractiveness in the global clinical 
research arena.
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Table 1 Timeframe for regulatory approval of clinical trials in selected countries

Source: EFPIA, 2013; AFIDRO, 2015; analysis: Pugatch Consilium

regulatory agency  
approval time

ethics Committee 
approval time

application submission 
hierarchy

Total timeframe  
for approval

singapore 30 days 30 days Parallel submission 30 days

australia 50 days 10-50 days Parallel submission 50 days

south Korea 60 days 8 weeks Parallel submission 60 days

india 90 days 60 days Parallel submission 90 days

russia 55 days 60 days Ethics Committee approval first 115 days

Canada 30 days 120 days Parallel submission 120 days

south africa 120 days 45 days Regulator’s approval first 165 days

argentina 150 days 30 days Ethics Committee approval first 180 days

brazil 120 days 60 days Ethics Committee approval first 180 days

Colombia 165 days 50/60 days ethics Committee approval first 225 days

Peru 195 days 42 days Ethics Committee approval first 237 days

Figure  7 Clinical trials in Colombia, by phase, 2005-2015

200

180

160

140

120

100

80

60

40

20

0

 Phase 0   Phase 1   Phase 2   Phase 3   Phase 4   NA

2006 2007 2009 2011 2012 2014 201520102005 2008 2013

117

144
149

161

115

189

143

124

179

103 102

Source: Clinicaltrials.gov, 2016; analysis: Pugatch Consilium

besT in Class: CounTry Case sTudies oF a samPle oF The World’s ToP CliniCal researCh desTinaTions



CliniCal Trials PoliCy annex: imProving Colombia’s CliniCal researCh environmenT

      17



18  

imProving Colombia’s aTTraCTiveness 
For CliniCal researCh: lessons learned 
From The World’s ToP PerFormers
This Annex has provided a brief overview of some of the best practices and policy 
measures aimed at enhancing domestic attractiveness for clinical research as 
adopted by a sample of four countries now considered leaders in the global clinical 
research arena.

Key lessons: Fast-track and digitization 

It’s clear that two of the key policies that all 
four countries have adopted to improve their 
attractiveness are fast-track approvals and 
digitizing the application process. All countries 
seek to make the clinical trials application process 
as simple and fast as possible. Introducing ‘one-
stop shops’, simplifying application procedures 
and ensuring a speedy review process are at the 
heart of Denmark’s, Singapore’s, Korea’s and 
Israel’s clinical trials regulatory framework.

Comparative overview

The table on the following page provides a 
comparative side-by-side overview of the different 
best practices and policy measures adopted by 
these countries. It shows that while Colombia has 
dedicated considerable efforts to improve its clinical 
research environment, room for improvement still 
exists, particularly in improving the public-private 
collaboration framework, providing incentives 
for clinical research, and in further improving the 
regulatory framework by optimizing the approval 
process and enhance its accessibility to sponsors, 
researchers and patients alike.
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Table 2 Encouraging clinical research: Policies in place – Colombia and top-performers 

Source: EFPIA, 2013; AFIDRO, 2015; analysis: Pugatch Consilium

denmark singapore south Korea israel Colombia

governmental 
support

Clinical 
research 
recognized as a 
strategic field

Yes Yes Yes Yes Yes

Direct 
incentives for 
clinical research

institutional 
framework

Clinical 
research 
requires 
accreditation 
/ approval 
of medical 
facilities by 
the relevant 
authority

Yes Yes Yes Yes Yes

An electronic 
medical 
records system 
in place

Yes Yes Yes Yes Partial

International 
standardization  
(i.e. GLP, GCP)

Yes Yes Yes Yes Yes

regulatory 
framework

A centralized 
approval 
process

Yes No
Trials must be 
approved by 
the HSA and 
IRB

No
Trials must be 
approved by 
the MFDS and 
IRB

No
Trials must be 
approved by 
the MoH and 
IRB

No
Trials must be 
approved by 
INVIMA and 
IRB

Fast-track 
procedure for 
certain clinical 
trials

Yes
Clinical 
trials on 
investigational 
drugs which 
are: authorized 
for use in the 
EU or the EEA, 
tested under 
a licensed 
indication, 
and not 
involving an 
additional risk 
to the subjects 
beyond the 
existing 
treatment. 
Clinical trials 
which satisfy 
these criteria 
are assessed 
in a period of 
only 14 days

Yes
Small-scale 
clinical trials, 
such as for the 
assessment of 
bioequivalence 
or food-drug/
drug-drug 
interactions, 
are processed 
within a 
timeframe of 
only 15 days

Yes
Trials under 
special 
circumstances 
can be 
approved in a 
period of 14 
days;
later-phase 
clinical trials 
only require an 
IRB approval

Yes
Later-phase 
clinical trials 
only require an 
IRB approval

No
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Table 2 Encouraging clinical research: Policies in place – Colombia and top-performers (continued)

denmark singapore south Korea israel Colombia

regulatory 
framework

Applications 
can be made in 
parallel

Yes Yes Yes Yes Until recently 
No; from 2016 
Yes

A designated 
portal for 
online 
submission of 
applications 
and tracking

Yes Yes Yes No No

Official 
timeframe 
of approval 
process

40 – 60 days 15 – 30 days 14 – 30 days 60 days Until recently 
3-6 months; a 
goal of 60 days 
has been set 
recently

A designated 
website for 
patients

Yes Yes No No No



CliniCal Trials PoliCy annex: imProving Colombia’s CliniCal researCh environmenT

      21

noTes
1   See Pugatch Consilium, (2015). Scaling Up Global Clinical Trial Activity: 

Key Trends and Policy Lessons.
2   Ibid.
3    International Conference on Harmonisation of Technical Requirements 

for Registration of Pharmaceuticals for Human Use (ICH), ‘History and 
Future’, www.ich.org/cache/compo/276-254-1.html 

4   The World Health Organization defines clinical trials as: “any research 
study that prospectively assigns human participants or groups of 
humans to one or more health-related interventions to evaluate the 
effects on health outcomes”. See: WHO, “Health topics: Clinical trials”, 
www.who.int/topics/clinical_trials/en/ 

5   J Mestre-Ferrandiz et al. (2012). The R&D Cost of a New Medicine, 
Office of Health Economics, p.24.

6   Ibid. p. 1.
7   EFPIA, (2013). The Pharmaceutical Industry In Figures: Key Data, 

Belgium, p. 8
8   MPugatch (2011). “The strength of pharmaceutical IPRs vis-à-vis foreign 

direct investment in clinical research: Preliminary findings”, Journal of 
Commercial Biotechnology, Vol. 17, No. 4, p. 311.

9   US FDA, “Basic Questions and Answers about Clinical Trials”, www.fda.
gov/forconsumers/byaudience/forpatientadvocates/hivandaidsactivities/
ucm121345.htm 

10   European and Developing Countries Clinical Trials Partnership 
(EDCTP), ( 2010 ) 2011 roadmap . p. 2, http://ec.europa.eu/governance/
impact/planned_ia/docs/2010_rtd_016_renewal_edctp_en.pdf; See 
also: Allen Consulting Group (2006), “Drivers of Pharmaceutical 
Industry Investment: Understanding Australia’s Competitive Position”. 
Final Report to Medicines Australia and Research Australia.

11   Battelle, 2014 Global R&D Funding Forecast, December 2013, p.15; 
PhRMA, 2015 Industry Profile, p.65

12    US Food and Drug Administration (FDA), “The FDA’s Drug Review 
Process: Ensuring Drugs are Safe and Effective”, www.fda.gov/drugs/
resourcesforyou/consumers/ucm143534.htm

13   Pharmaceutical Research and Manufacturers of America. (2013). 
“2013 Biopharmaceutical Research Industry Profile”, Washington, DC: 
PhRMA.

14   SM Paul et al. (2010). “How to Improve R&D Productivity: The 
Pharmaceutical Industry’s Grand Challenge”, Nature Reviews Drug 
Discovery, Vol. 9, pp. 2013-214, www.nature.com/nrd/journal/v9/n3/
fig_tab/nrd3078_F2.html.

15   Ibid.
16   Pugatch Consilum calculations, based on National Science Foundation, 

“Business R&D Performance in the United States Tops $300 Billion in 
2012”, Oct.28, 2014, www.nsf.gov/statistics/2015/nsf15303/ 

17   UNCTAD, World Investment Report 2014, p.14
18   Ibid.
19   Battelle Technology Partnership Practice, The Economic Impact of the 

U.S. Biopharmaceutical Industry, July 2013, p.12
20   Center for Information & Study on Clinical Research Participation, 

“Charts and Statistics: Useful information about clinical research before 
participating in a trial”, www.ciscrp.org/education-center/charts-and-
statistics/before-participation/ 

21   US FDA, “Basic Questions and Answers about Clinical Trials”, www.fda.
gov/forconsumers/byaudience/forpatientadvocates/hivandaidsactivities/
ucm121345.htm 

22   PwC (2010), Clinical Trials in Poland: Key Challenges, Warsaw, p. 48
23   Ibid.
24   World Bank, 2016. Measured on a GDP per capita, PPP basis, for 2014.
25   Scientific American, (2015). Scientific American Worldview Scoreboard, 

p. 45.
26   World Economic Forum, (2015). Global Competitiveness Report 2015-

2016.
27   Ministry of Foreign Affairs of Denmark, (2015). Start With Denmark: 

The Heart of Life Sciences for Research and Business, pp. 34-41, 
www.investindk.com/~/media/Files/Sheets/Life%20Sciences/Start%20
With%20Denmark%202015_Full%20Report.ashx. 

28   Pugatch Consilium, (2015), p. 24.
29   Ministry of Foreign Affairs of Denmark, (2015). Start With Denmark… 

p. 36.

30  Laegemiddelstyrelsen, Guideline for applications for authorisation of 
clinical trials of medicinal products in humans (Updated 23 February 
2016), https://laegemiddelstyrelsen.dk/en/licensing/clinical-trials/trials-
in-humans/guideline-for-applications-for-authorisation-of-clinical-trials-
of-medicinal-products-in-humans;

31   Den Nationale Videnskabsetiske komite, Home, English, (Updated 
20.05.2015), www.dnvk.dk/CVK/Home/English.aspx. 

32  Laegemiddelstyrelsen, Guideline for applications for authorisation of 
clinical trials…; Ministry of Foreign Affairs of Denmark, (2015). Start 
With Denmark… pp. 39-40.

33   Ministry of Foreign Affairs of Denmark, (2015). Start With Denmark… 
pp. 37-38.

34   Ibid., p. 37.
35   Ibid., p. 39.
36   Laegemiddelstyrelsen, Case statistics on the quality of clinical 

trial applications 2015, 1.2.2016, https://laegemiddelstyrelsen.
dk/en/licensing/clinical-trials/assessment-times/~/media/
C8B6628877444448A0864DF727BCC1BA.ashx. 

37  Ministry of Foreign Affairs of Denmark, (2015). Start With Denmark… 
p. 39.

38   Ibid.
39   Ibid., p. 4.
40   Laegemiddelstyrelsen, News, New clinical trial regulation under way, 

12.1.2016, https://laegemiddelstyrelsen.dk/en/news/2016/new-clinical-
trial-regulation-under-way. 

41   EFPIA, Clinical Trials Implementation Monitor Survey, Q3/2015,  
www.efpia.eu/uploads/Modules/Documents/ctr.ctimonitor-3q-2015-
short_final.pdf. 

42   The World Bank, 2014 data; GDP per capita is measured on a PPP 
basis in current US dollars.

43   Scientific American, (2015)., p. 45.
44   World Economic Forum, (2015)
45   World Bank Group (2016), Doing Business 2016: Measuring Regulatory 

Quality and Efficiency, International Bank for Reconstruction and 
Development / The World Bank; Transparency International, Corruption 
Perception Index 2015.

46   M Pugatch (2011)
47   Based on clinical trials registered in clinicaltrials.gov database, by first 

received date.
48  Pugatch Consilium, (2012). Taking Stock: How Global Biotechnology 

Benefits from Intellectual Property Rights, p. 52.
49   Ibid.
50   HSA, Guideline on Application for Clinical Trial Certificate (CTC),  

www.hsa.gov.sg/content/hsa/en/Health_Products_Regulation/Clinical_
Trials/Overview/Regulatory_Guidelines/Guideline_on_Application_for_
CTC.html. 

51  HSA, Target Processing Timelines, www.hsa.gov.sg/content/hsa/
en/Health_Products_Regulation/Clinical_Trials/Application_and_
Registration/Target_Processing_Timelines.html. 

52   CentresBlog, Changes to the clinical trial regulations, 13.1.2016, https://
blog.centres.sg/2016/01/13/changes-to-the-clinical-trial-regulations/. 

53   HSA, Introduction to PRISM, www.hsa.gov.sg/content/hsa/en/Health_
Products_Regulation/PRISM_e-services/Introduction_to_PRISM.html. 

54   HSA, Clinical Trials Register, www.hsa.gov.sg/content/hsa/en/Health_
Products_Regulation/Clinical_Trials/Overview/Clinical_Trials_Register.
html. 

55   The World Bank, 2014 data; GDP per capita is measured on a PPP 
basis in current US dollars.

56   Scientific American, (2015). Scientific American Worldview Scoreboard, 
p. 45.

57   World Economic Forum, (2015). Global Competitiveness Report  
2015-2016.

58   Ilancheran, M. and Pritchard, J. F. (2015). “Is South Korea the Next 
Emerging Early Phase Destination?”, Applied Clinical Trials, 29.1.2015, 
www.appliedclinicaltrialsonline.com/south-korea-next-emerging-early-
phase-destination?pageID=3.

59  Pharmabiz, “Korea to accelerate “Pharma 2020 Vision”, 21.8.2014, 
(Accessed April 2015): www.pharmabiz.com/PrintArticle.
aspx?aid=84405&sid=21



22  

60   Based on clinical trials registered in clinicaltrials.gov database, by first 
received date.

61   George Clinical – CRO Korea, Conducting Clinical Research in Korea, 
www.georgeclinical.com/global-coverage/george-clinical-in-korea.

62   S Shin (2011). “The current status and policy of early stage clinical trials 
in Korea”, Journal of Evaluation in Clinical Practice, Vol. 39, No. 2, p. 
374.

63   SL Khaleel (2014). South Korea: Sprinting Clinical Trial Development, 
Clinical Leader, www.clinicalleader.com/doc/south-korea-sprinting-
clinical-trial-development-0001.

64   S Shin (2011)
65   Ibid., SL Khaleel
66  Pharmaphorum, Korea holds advantages for clinical trial research, 

16th September 2014, http://pharmaphorum.com/articles/korea-holds-
advantages-for-clinical-trial-research.

67   Ibid.
68   KONECT, Why Korea, Driving Forces behind South Korea’s success 

in attracting global clinical trials, http://en.konect.or.kr/whykorea/
success4.htm; Parexel, Home, Solutions, Clinical Research, Early 
Phase Services, Phase 1 First in Human, Ethnobridging for Accelerated 
Global Drug Development, www.parexel.com/solutions/clinical-
research/early-phase-services/phase-1-first-human/ethno-bridging-
accelerated-global-drug-development. 

69  The World Bank, 2014 data; GDP per capita is measured on a PPP 
basis in current US dollars.

70   Scientific American, (2015)
71   World Economic Forum, (2015)
72   Israel Advanced Technology Industries, (2015). Israel’s Life Sciences 

Industry: IATI 2015 Report, www.iati.co.il/files/files/Life%20
Sciences%20Industry%202015.pdf. Clinical trial intensity rate is based 
on clinicaltrials.gov data (by gross number of clinical trials registered to 
date, 2015) and World Bank data, population, total, 2014.

73   TCA Clinical Research, What are the benefits of conducting a clinical 
trial in Israel?, www.tca.co.il/faq/30-4-what-are-the-benefits-of-
conducting-a-clinical-trial-in-israel.

74   Israel Advanced Technology Industries, (2015). Israel’s Life Sciences 
Industry: IATI 2015 Report... p. 11.

75   TheMarker, יצח טעמכ - 2013-ב םיינילק םייוסינמ םילוחה יתב לש תוסנכהה 
 www.themarker.com/news/health/1.2233411 ,3.2.2014 ,לקש דראילימ
(Unofficial translation: Hospitals’ revenues from clinical trials in 2013 – 
nearly half a billion ILS).

/http://www.ctrials.org.il/2014/PDF ,לארשיב םיינילק םירקחמ ,ןונבל תליא   76
Ayelet.pdf (Unofficial translation: Clinical research in Israel).

 הישעתה ןיב םיקשממה רופיש – םייחה יעדמ תיישעת םודיק ,הלשממה שאר דרשמ   77
 – 33-ה הלשממה ,13.5.2013  םוימ הלשממה לש 154 ’סמ הטלחה ,היצלוגרל
/www.pmo.gov.il/Secretary/GovDecisions/2013/Pages ,והינתנ ןימינב
des154.aspx (Unofficial translation: Prime Minister’s Office: Promoting 
the Life Sciences Industry – Improving the Interfaces Between the 
Industry and Regulation, Government Decision No. 154 of 13.5.2013, 
33rd Government).

 ,25.12.2014 ,םיינילקה םייוסינה םוחתל עיגמ ספא מ”עמ :תוינידמ יוניש ,סבולג   78
www.globes.co.il/news/article.aspx?did=1000995812 (Unofficial 
translation: Policy shift: zero VAT reaches the clinical research field).

79   Pugatch Consilium (2015) p. 25.  
80   Based on an analysis of all clinical trials registered to date in 

clinicaltrials.gov database, adjusted by the population number in 2014. 
Population statistics from The World Bank. 

81   V Gomez (2014). Hands-on the Regulations in Colombia: Main 
regulations & features, Drug Information Association, pp. 10-11,  
www.sbmf.org.br/pdf-eventos-2/10th-laccr/20Out13/TUTORIAL2_
Vivian_Gomez_20Out13.pdf. 

82   Ibid., pp. 15-24.
83   ProColombia, 16 Colombian clinics among the best 40 in Latin America, 

www.procolombia.co/en/health-colombia/health-turism-news/16-
colombian-clinics-among-best-40-latin-america. 

84   Interventional Concepts, Inc., Why Colombia, http://
interventionalconcepts.net/colombia/. 

85   Ibid.; Colombia Co, Colombia Promotes itself as a Destination for 
Clinical Research, 8.12.2014, www.colombia.co/en/exports/colombia-
promotes-destination-clinical-research.html.

86   AFIDRO (2016), “INVESTIGACIÓN CLÍNICA INFORME TÉCNICO”, 
pp. 3-6.

87   C Díaz & LM Franchi (2013). “Conducting Successful Clinical Trials 
in Latin America: A Guide to the Latest Considerations”, ICON 
Clinical Research, Vol. 25. H Gómezet al (2015). “Current barriers for 
developing clinical research in Latin America: A cross-sectional survey 
of medical oncologists”, Clinical Research and Trials, Vol. 1, No. 2, pp. 
22-28.

88   Ibid.
89   Colombia CO, Colombia Promotes itself as a Destination for Clinical 

Research, www.colombia.co/en/exports/colombia-promotes-
destination-clinical-research.html. 

90   Alvarez, D. P. (2012). EL ENTORNO DE LA INVESTIGACIÓN CLÍNICA 
EN COLOMBIA: GESTIÓN EN LOS CENTROS DE INVESTIGACIÓN 
A LA LUZ DEL PROCESO DE CERTIFICACIÓN EN BUENAS 
PRÁCTICAS CLÍNICAS, MAESTRÍA EN ADMINISTRACIÓN, 
UNIVERSIDAD NACIONAL DE COLOMBIA, Bogotá, Octubre 2012, pp. 
50-54, www.bdigital.unal.edu.co/8807/1/940742.2012.pdf. 

91   Registros Médicos Electrónicos en América Latina y el Caribe, Análisis 
de la Discusión en los Foros RELACSIS sobre la situación actual y 
recomendaciones para la región, p. 20, www.relacsis.org/index.php/
biblioteca-usuarios/materiales-grupos/biblioteca/materiales-grupos/
gt10-registros-medicos-electronicos/registros-medicos-electronicos-
en-america-latina-y-el-caribe. 

92   INVIMA, Invima reduce el tiempo de evaluación de protocolos 
de investigación a dos meses, 12.4.2016, www.invima.gov.co/
invima-reduce-el-tiempo-de-evaluaci%C3%B3n-de-protocolos-de-
investigaci%C3%B3n-a-dos-meses. 

93   Ibid.

noTes



CliniCal Trials PoliCy annex: imProving Colombia’s CliniCal researCh environmenT

      23



CONTACT US
israel office 
10 Hanechoshet St, Tel Aviv 6971072 
Tel: +972 3 6299294   Fax: +972 3 6204395

uK office  
88 Sheep Street, Bicester, Oxon OX26 6LP 
Tel: +44 1869 244414   Fax: +44 1869 320173

u.s. office  
1101 Pennsylvania Avenue, Suite 6635, Washington, DC 20004 
Tel: +1 202-756-7720

E: info@pugatch-consilium.com

FOllOw US
For more information on our services, to read our research 
reports or media coverage and for all the latest Pugatch 
Consilium news, please take a look at our online news room  
and blog or follow us on social media.

www.pugatch-consilium.com

Twitter@PConsilium


