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EDITORIAL FECICLA

C

linical trials with the purpose of
registering new drugs are part of
an applied science: they include
a hypothesis that is not a product of a
purely scientific curiosity but one designed to solve a practical problem. Applied
science is important to accomplish the
ultimate purpose of science: to create
technology that enables the production
of goods and services. There is a black
legend that refers to this as follows: “Periphery countries are used as a source of
guinea pigs to experiment on new drugs
that will be used in central countries.”
Every now and then, this statement, with
its evident fundamentalist conspiracytheory implications, reappears trying to
appeal to our emotional side. This has
happened recently, in connection with
the part of the COMPAS Study for the
decavalent conjugate vaccine that was
conducted in Argentina; a vaccine that is
now approved by the Argentine control
organism, the National Administration
for Drugs, Foods and Medical Technology (ANMAT, for its Spanish initials). This
assertion needs to be analyzed having
into account reality as a whole (which,
according to Socrates is the only truth),
trying to get rid as much as possible of
our most obvious prejudices.

However, there have been cases not
long ago in which this concern proved to
be true. An evidence appeared with the
publication of documents recently discovered that relate to clinical experiments
conducted in Guatemala over 60 years
ago1. But it is also true that these experiments were not only conducted in periphery countries but also, and even more,
in the so called central countries, as was
the case with Nazi Germany and the Belmont Report.
Fortunately, as from this report, the
Nüremberg Code, the Declaration of Helsinki and the ICH’s Good Clinical Practices, we may talk about “good” clinical
research, which is scientifically valid and
abides all of the ethical principles designed to privilege the interests of the inves-

tigational subjects over those of abstract
science and society.
On the other side, the organization of
national and supranational science is
made up of the investigators, the institutions that are part of it, and its objectives and resources. And it is true that
the supranational organization is oriented, directed and mainly financed by
the central countries; so in a way they
get to establish the areas of interest,
the research organization and even the

that attends to the specific problems and
requirements of the region.
It is useful to analyze in this context the
reappearance of the COMPAS study legend. The main criticism is centered in
the number of children that died during
the study; without mentioning that it is
not higher than the general children mortality rate and that the ANMAT certified
that none of the deaths is related to the
study. Neither is it true that periphery
countries are subjected to risks in par-

research “paradigms”, as well as the
scientific revolutions. Periphery countries are a part of this supranational organization, too, and we have many times contributed to it in a substantial
way. The prevalence and domain of the
central countries is part of the system.
The absence of science is a way of stupefy in order to have control.

ticular. Clinical research is mainly conducted in the so called central countries,
although it is spreading more and more
to periphery countries.
A report by the European Medicines
Agency (EMA), the control agency of the
European Union, shows that in the clinical researches assessed between 2005
and 2009, out of the total intervening patients, 38.8% were from Europe; 35.2%
from North America and 25.9% from the
rest of the world (out of which 9.2% were
from Central and South America). As regards the risks, the higher risks are as-

What Nehru said about India is evidently
applicable in our case: “India is too poor
to afford not to do scientific research.”
We need a national and regional system
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sociated to Phase I trials (first trial on
human beings). These are generally conducted in specialized clinics within the
country that owns the innovation. There are very few cases in Latin America.
Up to the 90’s, almost the only trials that
were conducted in Argentina were those
corresponding to the last phase (Pharmacovigilance), generally with the purpose of promotion and handled not by
competent investigators but by those of

greater influence in the public opinion
(“opinion leaders”). In those days, there were no ethics committees to control
them. There only existed the teaching
and research committees, which had no
community representation. The current
situation reveals both a scientific and an
ethical advance.
“Good” clinical research is the only kind
of research we should admit. It is useful and desirable for Latin America. We

should promote and support it for its
specific regional benefits: to help develop the equipment and training of research groups that, properly oriented,
will work to solve the problems that are
specific to our region.

PABLO BAZERQUE
1 Research Practitioner, Volume 12, Number 3,
May–June 2011.

REGULATORY UPDATE

Clinical Research in Argentina
Outlook of the Legal Framework

1. INTRODUCTION

W

hile Clinical Research has elements that are internationally
accepted, it is always subjected to the regulations particular of each
territory, the population and the national
legislation of the place it takes place in.
Due to the evolution of clinical research,
characterized by its internationalization,
there has been a growing complexity in
the texts (information) that sponsors in-

clude in the informed consent forms (ICF).
The inclusion of information on intellectual
property rights (product patents, etc.); civil responsibility for pharmaceutical products; use of biological samples; and
many other topics, has become habitual.
In this context, we need to analyze the
transcendence and effects that these
texts may have on each of the different
legal systems or on the local legislation
of the country in question.

There has been a lot of revisions of the
wording of the informed consent (IC), its
elements, effects, etc., but very little has
been said regarding the legal relevance
of its contents, that is, the text, items
or particular clauses and regarding its
compatibility –admissibility–, in the context of the national law system.
Due to the space limitations, I will try to
provide in a tight summary an outlook
of the General Legal Framework that
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will answer the following question: what
are the regulations that make up the legal and ethical system applicable to the
protocol and the ICF of a clinical pharmacology study?
2. GENERAL REGULATORY
FRAMEWORK
As from the beginning of 2011, the
authorization of clinical studies with the
purpose of registering new drugs, etc.,
started to be governed by ANMAT Regulation 6677/10 of January 20111 (ANMAT: Argentina’s National Administration
of Drugs, Foods and Medical Devices).
Within the scope of its more general
competence, the National Health Ministry issued the Regulation 1480/20112
GUIDELINES FOR RESEARCH IN HUMAN HEALTH that “is complemented
by the Good Clinical Practices for Pharmacological Studies” (regulated by ANMAT), replacing the guidelines established in Regulation 1490/2007 of the
Health Ministry.
The whole special regime established in
ANMAT Regulation 6677/2010 is complemented and modified in a complex way
by the international human rights regulations that were incorporated in the National Constitution (art. 75, part 22 NC), in
particular, the Convention on the Rights
of the Child (ONU, 1989, art. 75, part 22);

Law 26.061 for the INTEGRAL PROTECTION OF THE RIGHTS OF CHILDREN
AND TEENAGERS and Law 26.529 on
the RIGHTS OF THE PATIENTS, CLINICAL RECORDS AND INFORMED CONSENT; Law 26.657, RIGHTS FOR THE
PROTECTION OF MENTAL HEALTH;
Law 25.673 NATIONAL PROGRAM FOR
SEXUAL HEALTH AND RESPONSIBLE
PROCREATION; the Universal Declaration on Bioethics and Human Rights
UNESCO, October 19, 2005; among
other international instruments on human rights and laws that incorporate the
rights enshrined in them.3
As all these international instruments and
laws issued by the National Congress regulating rights (autonomy, etc.) and civil
legislation provisions (capacity, disability, etc.) have not been stated, or noted
only in a general way in ANMAT Regulation 6677/2010, all of them modify the
GOOD CLINICAL PRACTICES REGIME.
We need to highlight an immediate consequence of the exposed regulatory framework that has to do with public order
–and and is therefore non-derogable by
individuals–, which is applicable to the
relevant parts of the protocols and ICF
of a Pharmacological Clinical Study. I am
referring to the fact that all the actors involved in a particular research (inclu-

ding the ethical and legal entities) have
to evaluate the admissibility of the ICF
in the concrete situation provided for in
the protocol (and the study population)
and in the light of this body of regulations. This appraisal also needs to consider what represents a valuable solution
for the subjects, taking into account their
human need for health and wellbeing.
Additionally, the last years, the vision
the Law has on the subject (the human
being) has been radically and rapidly
transformed. Embedded in the stream of
international Laws on human rights, according to this vision –in the words of the
Supreme Court of Justice– “man is the
axis and center of the whole legal system
and, therefore, an end in itself. Despite
man’s transcendent nature, the person is
inviolable and constitutes the fundamental value, and all the rest of the values
have always an instrumental quality”.4
The importance of this new conception
of the person –more humanist if you will,
Less dogmatic– has as one of its supporting points the regulatory hierarchy of international instruments on human rights
(incorporated to the National Constitution in art. 75, part 22), which have proved to be a vital source for innumerable
rights (some of them new). These are fundamental rights with constitutional roots
and have been interpreted by the Supreme Court as enforceable per se, without
the requirement of further regulation and
are, therefore, operative.
It is worth remarking, as one of the emblematic examples of the interpretation
of fundamental rights, the application
of the Convention on the Rights of the
Child (CRC) as the foundation for the
“consent” of underage children, required along with the consent of their parents or legal representative.
Recognizing children and teenagers as
full subjects of law –that is, persons in
every sense of the word– means to leave
behind the civil terminology “incapable”
used in the 19th century. This illustrates the natural evolution of law, expressed in terms of autonomy: “according to
the age and maturity of the child”. So,
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the CRC is the constitutional-legal base
for the assent of children and teenagers
(between 16 and 18 years of age) that –
let us recall– the legal service of the ANMAT required, upholding the CRC, for
clinical studies before the sanctioning
of Law 26.529.
Thus, Law 26.529 includes the requisite of
assent and states it in the following way:
“children and teenagers have the right to
intervene according to Law No. 26.061
in the decisions regarding therapies and
medical or biological procedures that may
affect their lives or health” (art 2, part e).
Happily, the discussion on whether the
opinion of the minor was ruled by the
Civil Code or not (to support his denial
or consent) has come to an end: the
CRC prevails over the Code in what referrers to his or her health.
As can be appreciated, the changes in
times, in the interpretation of regulations
and rights of the persons have produced –on the topic of underage children–
a 180-degree turn in the consideration
of their status.

Without any prospect of closing the subject, it can be added that the CRC has
completely disrupted the vision on the
protection of minors as full persons, to
which Law 26.061 had to be adapted.
This vision is by no means local, it has
acquired a regional dimension in the Americas and particularly in the MERCOSUR.
Without any doubt, it can be affirmed
that all this changes in the Law have also
transformed the prism by which we have
to analyze the different problems that are
posed daily as regards the participation
of the subject in biomedical research.
Transposing this issue to the particular, the evaluation of the ICF requires
a tuning as respects the resignification of the person and his or her human
rights. Actually, the vision of the person
as the axis and center of the whole legal system –as noted above– find its
roots in the bioethical order as a form
of analyzing the human being and his
relation to health-life (as the existence
sphere) and medicine.
The compliance with all this complex
legal and ethical sub-system ensures,
in a way, the scientific and ethical qua-

lity of the research project as well as its
legal observance.
The approach hereby proposed wishes
to contribute to a better predictability as
regards the project’s compatibility. While it is necessary to make a global (body
of legislation) and more sophisticated
analysis, the “fine-tuning” (as a kind of
“legal” operating procedure) of the project can help increase mid and long term
predictability and strengthen its integrity.

FABIO FIDEL CANTAFIO
Lawyer - ANMAT Legal Advisor

1 Official Journal 5/11/10. See also: Cantafio, Fabio
Fidel. Nuevo Régimen de autorización de estudios
clínicos- Disposición 6677/10 - ANMAT RC y S 2010XII . Ed. La Ley.
2 Official Journal 21/09/2011. LL Online: AR/LEGI/6QXE.
3 Cantafio, Fabio Fidel, Bioethical analysis on the
relationship of new families created with assisted reproduction techniques - in vitro fertilization (IVF). Doctrina
Judicial 18/01/2012, 8, Ed. La Ley.
4 Supreme Court, Campodónico de Beviacqua, Ana
Carina c/ Ministry of Health and Social Security.

CONDUCTION UPDATE

Accreditation of Research Institutional Ethics
Committees: experience in Córdoba
BACKGROUND

I

n the province of Cordoba, the regulation of clinical research has been a
matter of concern for the Health Ministry. This is why, in 2002, they passed
the Ministry Resolution (MR) No. 729 as
the first norm for its regulation. After successive amendments, they arrived at MR
022/07 from which they drawn the operating procedures (OP) on accreditation,
coordination and supervision of Health
Research Institutional Ethics Committees (HRIEC). During the year 2008,
through the creation of the Control Com-

mission, the Health Research Ethics Review Council (CoEIS, for its Spanish initials) worked on the promotion of the
OPs and on giving advice to the HRIECs
on the compliance of the regulatory requirements.
In 2009, control visits to the HRIECs
were conducted with the purpose of
performing a situation diagnosis on the
credited HRIECs. The assessment was
organized in the form of an audit, as a
gradual process of control and supervision that involved a series of activities
with the objective of ensuring the com-

pliance with the requirements, the standardization of functioning criteria and the
advice on the process of quality improvement for the HRIECs1. The information gathered in the visits was used to
establish a set of indispensable criteria
and one of desirable criteria in the quality improvement process of the provincial HRIECs. In order to quantify the level of compliance of the requirements, a
quality scale was set up (where the minimum acceptable score was 1 and the
maximum desirable score was 5) in order to help diagnose the situation and
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The conditions required for the accreditation of HRIECs4 are stated in the current legislation. However, we have observed certain difficulties regarding the
assessment of some of the qualifications, for example the profile of some of
the members. The regulation indicates
that at least one of the members of the
committee must be properly trained in
scientific research methodology and one
in research ethics. This requirement is
often hard for the candidate to prove as
well as hard for the SERFIS to verify, due
to the limited offer of formal training available in these areas. The CoEIS decided
that, given the lack of official decrees or
certifications in research methodology, it
is considered acceptable if the candidate
fulfills the following requisites:
1) having attended a training course of 30
hours or more on experimental methodology-design and having passed the final
exam;
2) having published at least three research papers of his or her authorship
in an indexed journal. In the case of the
applicants to experts on research ethics,
it is acceptable that he or she has attended a training course on research ethics
of 30 or more hours.

assess future enhancements. In the first
assessment based on this scale, it was
observed that, out of 22 HRIECs, 40%
had a score of 1; 50% had between 2,
3 and 4 points; 4.5% reached the maximum score, while 4.5% did not reach
the minimum criteria required. In this last
case, the committees were immediately
suspended and then dissolved.

EXPERIENCE IN THE
ACCREDITATION OF HRIECs
Provincial Law No. 9,694 was passed
in 2009: this law created the System for
the Evaluation, Register and control of
Health Researches (SERFIS, for its Spanish initials) and regulates the health researches that take place in the Province of Cordoba. This law is the result of
nearly a decade of regulatory experience

and reflects the learning achieved on the
subject by all the actors involved in the
process of scientific investigation.
In accordance with the recommendations
of international guidelines’2,3, in Cordoba there is a clear differentiation between
Health Research Institutional Ethics Committees (HRIEC) and Health Care Bioethics
Committees as regards their composition,
functions and decision scope.
The HRIECs are in charge of analyzing
and evaluating research protocols as well
as of controlling the development of clinical trials in order to watch over the rights,
safety and wellbeing of patients. So as to
satisfy these ends, the accreditation process of the HRIECs has the objective of
ensuring that each committee has the capacity to achieve these duties with quality, independence and responsibility.

A similar problem appears with regard to
the non-expert member. Normally, it is
expected that this member embody the
moral, cultural and social values of the
groups of people that participate in the research, especially when dealing with vulnerable groups. The difficulty lies in how
to determine this. In practice, the role of
the non expert member is carried out by
people –professionals or not– that participate in the HRIEC from the perspective
of citizen pertaining to the community in
which the research is going to take place.
The HRIECs have in charge the evaluation and follow-up of clinical trials in order to ensure that they meet the highest
ethical standards. For this, the committees must act free of pressure and conflicts of interest so as to analyze the researches in an objective, complete and
independent way. In this sense, the inter-
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nal code of conduct and the written operating procedures that are required for
the accreditation are the documents that
reflect the autonomy provisions for the
functioning of the HRIECs, this is why its
presentation is so important for the accreditation of the committee.
Among the requirements, it is stated that
the HRIEC’s institution must be signed in
the Health Care Providers Administration
Units’ Registry (R.U.Ge.Pre.Sa) from the
category of “Institute” to categories corresponding to entities of higher levels of
complexity. This responds to the requirement that the hosting institution should
have a Training and Teaching area, being
desirable that the committee report to
this area. As regards the health institution hosting the HRIEC: it should provide the infrastructure, human and technological resources necessary for the
functioning of the committee and will be
the ultimate responsible for it as well as

the depositary of all its files, in case of
closure of the HRIEC.
After successive control visits, (2010
through 2011) many improvements were
observed in most of the HRIECs, evidenced by the enhanced quality scores.
There were two cases in which the committee had to be suspended until the normalization of the functioning requisites.

vice and reflection among the committee members so as to improve, day after
day, the duties they perform.

Today, the province of Cordoba has 26
committees in the capital city, one in
the interior of the province and there is
a committee in the south region of the
province on its way to accreditation. The
strategies in place to achieve the excellence of the HRIECs are based on the
accreditation criteria used for the committee members’ profile and on continuous training. After a decade’s experience, we have created the HRIECs
Network and we are hoping this space
will facilitate and promote dialogue, ad-

Ministry of Health - Córdoba - Argentina

MARÍA INÉS VILLALONGA
Nephrologists - Master in Bioethics.
Member of the Health Research Ethics Review
Council (CoEIS) SERFIS -

1 Weimüller, A and col: Situation Report on Córdoba’s
province, HRIECSs, 2009. CoEIS’s Records.
2 WHO: Operational guidelines for ethics committees that review biomedical research. 2000. Available at http://whqlibdoc.who.int/hq/2000/TDR_PRD_3
ETHICS_2000.1.pdf
3 UNESCO: Establishing Ethics Committees.
2005. Available at http://unesdoc.unesco.org/
images/0013/001393/139309e.pdf
4 Available at http://www.cba.gov.ar/salud/serfis/coeis

ETHICS UPDATE

Imaging Diagnosis:
Research, a bet on the future

I

would dare say that anyone who visits a high-complexity Diagnostic
Imaging Unit will have, at times, the
strange feeling that they are in a spatial studies’ center. Once you pass the
doors (glass, automatic doors, of course)
you arrive at a room covered with plasma screens that display multiple images that come together as a puzzle; large spinning machines producing strange
sounds, voice-over instructions… and a
cold and silent atmosphere that does not
match the number of patients in the waiting areas, or the large quantity of medical, technical and administrative personnel involved in the process.
Imaging diagnostic is a health area in
which technological advances have had
a great impact. As from the 80’s, when

the first CT and MRI scanners were installed in Argentina, advances occurred in
a fast way and without a pause. Radiologists, who up to then stayed away in the
rays’ rooms, begun to participate more
and more in the diagnostic process. Today, it is impossible to think of medicine without imaging. And it is even more
impossible to think of research without
imaging. Rays are an indisputable and
necessary part of most research projects
in medicine and in many other sciences
that study the human being.
Curiously, these great advances, this technological paraphernalia and this accelerated growth have not been accompanied by the corresponding expansion
in research and in the development of
scientific projects specific to the area.

And I say curiously because, as from its
discovery in 1895, radiology –this “new
way of seeing”1 – changed medicine,
changed the evidence2 and provided an
enormous help to find the answers to
many medical interrogations. However, it
has failed to go deepen into its own discoveries.3
While the proposals directed to the development and transmission of scientific knowledge on the specialty have
been effective, those that aimed at the
stimulation of research and the promotion of innovative scientific works were
not successful. This is evidenced by the
long time during which there was only a
succession of repetitive works or researches that had already been conducted
by another author.4
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The radiologist who assumes the role
of investigator is faced with a structural change: he ceases to be the person
who is asked the questions to become
the one who formulates the questions. In
order to go through this path, the specialist has to make a deep change in the
vision he has of his activity. He will now
need to focus not so much on showing
his findings to a colleague who needs to
reach a diagnosis but on a way to take
a look inside and dive into his own area.
He will have to leave the reports’ room
so as to interact with patients. He will resign his spot behind the screen to place
himself in the center of the scene in order to analyze their actions. He will forget for a moment about the report sheet
and get into the clinical record.

	
  

As regards the question of what to investigate, there are endless topics at
hand: imaging techniques, equipment,
contrasting methods, devices, applications, types of patients, the use of ionizing radiation, the new relationship that
research implies with patients. Some of
the topics sometimes overlap, other intertwine in a weave at times confusing
even for the imaging specialist.

	
  

It was not until these last years that the
people responsible for imaging services
and, even more, the societies that regulate their activity have come to pay attention to the subject. This is reflected in
the editorials that appear on the journal

Handling this challenge is no easy task;
understanding the change of paradigm
that this new direction implies is a difficult goal, to say the least, for a fascinating specialty that is boarding this train
later than the rest

DR. MARIANA VÁZQUEZ
DURAND, MB

For those of us who work in some way or
another in research, the world of imaging
seems sometimes immense, arduous, at
times strange…
The scene we move on is dynamic and
changing. When providing services to
clinical trials from other areas, the task
goes from the simple capturing of an
image to the interpretation of results.
When dealing with our own research, the
task is redimensioned permanently; the
mere description timidly progresses to
actual analysis; the retrospective observation gives way to the randomized clinical trial.

nosis of pathologies and the control of
treatments”.5
Some visionaries have begun years ago
to “play ball” in the field of research, generating promising research units, promoting the training of their human resources and redirecting economic resources
to promote the activity. A difficult crusade if we consider that these technological advances are available only to
one third of the population and that the
choice of the research topics implies the
weighing of the potential beneficiaries
of this new knowledge, taking obviously
into consideration that the projects generated should facilitate and universalize
the use of these advances.

	
  

of the Sociedad Argentina de Radiología
(Argentine Radiology Society), which is a
faithful representation of the swings the
specialty has experienced in the last decade and shows that it was not until last
year that research has been considered
the challenge for the future:

Pediatrician, CEMIC.
Medical Investigator in the CEMIC
Pediatrics Research Unit.
Member of the San Isidro Ethics Committee,
San Isidro, Province of Buenos Aires.
Coordinator of the Imaging Diagnostic
Clinical Research Area in the Hospital
Italiano de Buenos Aires

1 Jankilevich, Angel, The Image of the Future, 2010.
2 Jankilevich, Angel, Interview to Dr. A. Buzzi, Cultural
Impact of Radiology, the Image of the Future, 2010.
3 César Gotta, Alfredo Buzzi, María Victoria Suárez
Argentine original contributions to Radiology, Argentine Radiology Magazine, Volume 73, Nº1.
4 Marangoni A., An analysis on the year that ends.

“In this sense, the challenge is to stimulate the research spirit in the young
and promote the conducting of scientific works that transmit novelties and serve as foundation to improve the diag-

Perspectives for the future, Argentine Radiology Magazine, Volume 75, Nº4, 2011.
5 Marangoni A, An analysis on the year that ends.
Perspectives for the future, Argentine Radiology Magazine, Volume 75, Nº4, 2011.
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QUALITY ASSURANCE

Clinical Trial Distribution
in Latin America
is not as easy as it seems

I

f handled badly clinical trial distribution in Latin America can be very
frustrating. Delays occur at each
step, setting back trials and ultimately
launch dates. Being able to move a package from A to B is just one component
of successful, delay-free logistics. An
integrated approach, combining transport capabilities with customs knowhow, regulatory experience and coldchain expertise is the best strategy.
Awareness of these issues has lagged
behind clinical trial growth. From 2007
to 2011 the number of new clinical trials
in Brazil increased almost 100%, according to data from ClinicalTrials.gov,
and a similar boom in interest in logistics is now needed. Until this happens
sponsors and CROs will fail to realize
the vast potential of clinical trials in Latin America.
The most frustrating thing for clinical
trial managers is having no idea how to
overcome delays. This is often the case
when shipments are seized at borders
as a result of complex and diverse regulatory mandates. The three biggest
markets, Mexico, Brazil, and Argentina,
have unique regulatory challenges and
without local knowledge delays are inevitable.
Working with integrators that offer little support increases the likelihood of
delays. Clinical trial managers are left
knowing their package is at the airport
but without a clue how to get it relea-

sed. This uncertainty is compounded
when the experimental drug is temperature sensitive. Each hour a package sits
at customs is an hour of potential loss of
drug efficacy and potential loss for patients who could be benefiting from the
experimental medicine.
Once a package has cleared border
control, the problems continue. Mexico
and Brazil are vast countries with limited
transport links to second and third-tier
cities. Relatively few flights link these cities to the big commercial hubs, and of
these only a fraction will transport biologics.
Consequently ground transportation is
the primary way to ship to second and
third-tier cities, which are underserved
by the big couriers but increasingly important clinical trial locations. Less than
half of the 395 recruiting trials in Mexico
listed on ClinicalTrials.gov include a site
in Mexico City. The situation in Brazil is
similar. Reaching second cities overland
means travelling long distances, creating challenges for temperature-sensitive drugs.
The potential for delays is high. While it is impossible to predict some delays, contingency plans and an understanding of the region will minimize the
impact. It is through preparation and local knowledge that Marken was able to
continue working in Chile when all other
couriers stopped after the 2010 earthquake. Marken sent vehicles through

the mountains linking Santiago to Mendoza, 105 miles as the crow flies, to
make sure a shipment arrived on time.
In Latin America reaching a city is only
half the challenge. Strikes, traffic, and
poor understanding of the cold-chain
are problems. A logistics partner must
know the city. Marken has 26 vehicles in
Buenos Aires alone. Through micromanagement, local knowledge, and strong
infrastructure delays can be prevented. Without these capabilities, shipping
from one part of São Paulo to another
can be almost as challenging as transport across Brazil.

ALEJANDRO MANCENIDO
Argentina Branch Manager
Argentina Customer Service:
0800 555 MARKEN (6275)

Alejandro joined Marken in 2003
to develop the Latin America network.
He has more than 17 years experience in
logistics workingin different companies
in Argentina, Uruguay, Brazil and USA.
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To a courier, this is just another box.

To Marken, this is a fragile drug in

your Phase III clinical trial.
When a study depends on the integrity of the drug being administered, any excursions can compromise the entire
clinical trial. At Marken, we understand this better than anyone because Life Science is our business. Marken is led
by experts from the pharma industry with deep knowledge of worldwide logistics and pharma regulations. Our global
Pharmaceutical Service Network is purpose-built for the secure storage and distribution of your valuable IMPs and medical
devices, while our temperature-controlled depots offer a host of services, from pick-and-pack to return and destruction.

When it’s out of your hands, it’s in ours.
®

Visit marken.com to learn more about our drug distribution services
Marken
marken.com
Santa Rosa 3961 • B1604BWG, Florida • Buenos Aires, Argentina | Toll Free: 0800-555-6275 • Email: marken.argentina@marken.com
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RESEARCH SITES

Standard Operating Procedure
for power cuts:
when everything goes wrong
Whether it happens in the summer because of the air conditioners or in the winter
because of the electric heaters, some cities have power supply limitations and possible
surprise power cuts can seriously affect research sites.

R

esearch sites have a crucial role in
the custody of the study medication. Both the cold chain and the
room temperature can post risks to the
security of patients if out of range, as the
drug can lose efficacy or sterility. This
can also represent significant economic
losses to sponsors.
For many years now, sudden and prolonged power cuts have been a matter
of concern to our site and we were forced to elaborate countless strategies
not only to reestablish energy when it is
down but also to get to learn remotely
when something is going wrong in the
site. Through the years, new situations
occurred that made us add more technology and more equipment in order to
cover every eventuality: first, a thermal
cutout to support all the installation…
then we thought of all the possible alternatives: if the power goes down, how
do we get to know this has happened?
With the automatic phone call that is issued by land line.
Well, if the power generator needs to be
activated, how can we be sure it is working properly? We can confirm this by
dialing the fax number that uses electricity. But… what if the refrigerator breaks
down even if the power is not cut? … Ah!
So we had a computerized system installed, which has an audible alarm and also
sends emails and text messages (SMS)
in case the temperature is out of range.

So, one little thing over here, another one
there… until the Standard Operating Procedure (SOP) that would ensure that we
learn one way or another about this issues was fully in place. Nothing could fail,
nothing was left to chance.
Still, the worst imaginable nightmare occurred. After a whole week of very high
temperatures, the room temperature raised to 42 ºC, with a thermal sensation of
46 ºC. There were several surprise power
cuts all over the city. Probably because
of the high temperatures, the thermal cutout of the general electric board in one
of the floors went off –precisely whe-

re we have the pharmacy. There was no
personnel there at the time.
Against all predictions, the alarm did not
issue the automatic phone calls it was
supposed to; the emergency power generator was not activated and the computerized system that monitors the temperature levels did not issue the email and
SMS alarm notices it should have.
For a moment, I even considered a conspiracy theory: I could not understand how
every single mechanism could have failed
at the same time. I started calling every
technician involved to get explanations on
why all the alert systems that were in per-
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fect conditions had collapsed. We were
certain that they were working properly
because the emergency protocol had
been activated the very previous day.
The institute electrician proceeded to explain how cables may overheat and replaced the thermal cutout with one of higher
amperage. They inspected the automatic phone call mechanism. The technician explained that the sudden variations
in tension had destabilized the electronic
part of the automatic ringer so it got blocked and stopped working. They repaired
it and left it in perfect conditions. The technician who evaluated the emergency
power generator said it was functioning
just fine, but explained that when there are intermittent short power cuts, the
electronic module can get blocked. After
reset, it returned to normal.
The conclusion regarding the tempera-

ture control computerized system was
that it was correctly registering temperature ranges and alerting about them.
However, this systems works when the
computer is on and has an uninterrupted
power source (UPS) of at least 15 minutes, but the temperature deviation occurred long after that.
To sum up, due to the high temperatures registered in our city that hot summer
day, there were numerous short power
cuts that produced big tension variations, which blocked both the power generator and the triggering of automatic emergency phone calls. As a result
of this, when the thermal cutout went
off, we were not notified; the emergency
power generator did not turn on; the refrigerators stopped working and the study medication was exposed to temperatures beyond the levels recommended

for its preservation. As soon as we detected the problem, we took the necessary steps to set everything back to normal. The sponsors were notified of what
had happened and they informed us that
the study medication was still usable.
The nightmare had a happy ending because the temperatures and the time
they were out of range were not such as
to put the medication in jeopardy. However, we were not satisfied so we are looking for new technologic innovations that
can help us avoid any further incident of
that nature. Hence, my team is already
prepared for the upcoming amendments
to the forever changing power cut SOPs.

DRA. INGRID STRUSBERG
Strusberg Rheumatologic Institute
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CULTURAL DEBATE

Social Networks
Clinical Research for everybody

W

e have all heard of social networks. I am particularly interested in the possibility of using
them to spread information to an unlimited number of people, given the viral
characteristics of social networks. Communication is a defining characteristic
of the human being: it makes it possible to reflect on our thoughts, connect to
others, and be able to establish two-way
links with people from all over the country or the world.
On December, 2010, I opened the Facebook group investigacionclinica.paratodos.com, (clinical research for everyone.
com). The aim was to spread information
on clinical trials, but mainly to make the
subject available to people outside the
health field; propose tutorials, articles
and links where to find explanations on
what it is, how it is done and what are
the benefits of clinical research to society, emphasizing the positive aspects.
This resource, available to everybody
daily, has the goal of being an alternative to the information spam offering nonscientific magical alternatives to different health issues. If we search the web,
we can find a vast offer of non-medical
treatments that cannot and do not try to
provide any scientific guarantee; in many
cases they are a danger to the physical
health and the economy of people; still,
people undergo them all the same.
This initiative, based on the trend Health
2.0, attempts at integrating information
and communication technologies; linking physicians, citizens in general and
sponsors in an efficient and transparent
way through the internet; democratizing
information so that the users (communi-

ty) are actors in the decision of participating in clinical trials; getting more people
interested in knowing What it is, How it
is done, Why it is done and What is its
use; generating social consciousness on
clinical trials and reinforcing the notion
of autonomy (the possibility of choosing
whether to participate or not). The premise is that the concept of clinical trial
should cease to have a negative connotation, and that people can modify their
passive attitude and gradually adopt a
more active posture.
From this space, investigacionclinica.paratodos.com, I have tried to inform and
spread knowledge to promote a higher
participation of volunteers. I am proud to

say that, as a result of this action, the site
has 5000 followers and over 2400 subscriptions to the updates. This is not bad
if we consider that each time we appear
on the wall of a follower, we are reaching
every contact they have.
“If you have built castles in the air, your
work need not be lost that is where they
should be. Now put the foundations under them.”
George Bernard Shaw

BLANCA CONTARDO
Nurse specialized in Clinical Research.
Recruitment strategies. Business development.

Census - FAIC
Dear Research Team
CAs you may know, the Argentine Forum for Clinical Research (FAIC) has
conducted in 2010 the first census on Pharmacologic Clinical Research Sites in Argentina.
Thanks to your cooperation, we have obtained very important results that were
submitted to the Ministry and Regulatory Authorities. You can access these
results through our website (www.faic.org.ar <http://www.faic.org.ar/>).
In view of the positive repercussions and hoping to continue to strengthen
our activity, we have decided to repeat the Census this year. We thank you in
advance for your participation and we invite you to complete once again our
survey in order to find out the changes that have taken place in the past year.
We hope we can count on your support and we kindly ask you to designate
only one person in your team to answer the survey, so as not to duplicate
data. We would like to remind you that all responses will be kept confidential.
www.faic.org.ar
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