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FECICLA EDITORIAL

Regulatory control, jurisdictions,
monitoring, ANMAT and FDA.

C

linical Research, as every interpersonal activity in a democratic system, is regulated by norms of different category: international, national and
local. Within the national regulations: by
laws, decrees, resolutions, dispositions,
etc., of national or jurisdictional validity.
This regulation by the state is crucial in
the case of Clinical Research, due to the
natural lack of protection of the subjects
who participate as experimental units. In dark times,
abuses have been committed and real tragedies
have taken place. This led
to the construction of creative and pragmatic regulations that have established rights based on
ethical principles accepted
by all the cultures. Clinical
research has innovated in
a path necessary but difficult to humanity: that of
establishing ethical principles that, as has happened
to a large extent in the field
of the arts, is above cultural or ethnical differences and is universal
to the human race.
But there still exist transgressions.
The thing is, it is not enough to have good
guidelines and good regulations: they
also have to be observed. This is a problem specially ours: good laws… it is a pity
though that they are not complied with!
In English, they use the term “enforcement” of the regulations. In Spanish, there
is not a word that expresses that concept
thoroughly. To “force” is to strong and it
exceeds the idea. We can replace it by
two words: “make conform”, or better
still, force or reinforce its compliance.
We can refer to the procedures involved

in enforcing the regulations as “regulatory
control”. This control constitutes the real
problem because it has to be, above all,
effective but also transparent and predictable, so as to limit discretionary shades.
It is advisable that the regulatory control
procedures and those responsible for carrying them out are included in a detailed
and practical way in the regulation itself.
Clinical research has accomplished a

number of precisions.
Regulatory control includes the authorization for the conduct of the clinical research
which, in our countries, is previous and requires the presentation of the plan, specially the protocol, with all the details, the
validation of the sites and of the people involved. This control is performed by the
state regulatory authorities, with the collaboration of institutional or private ethics
committees, whose approval is also required.
The control over the compliance with the
protocol and the protection of the subjects
is performed by the regulatory authorities and the sponsors. Ethics committees

should also intervene, but this is not universal. Those who conduct these controls
are expert officials, inspectors and monitors. Inspectors are generally regulatory
authorities’ officials and the monitors are
normally employees of the sponsors or of
the CROs (Contract Research Organizations.)
But in the regulatory control of clinical trials, the paralyzing bureaucracy projects
its shadow and the efficiency is compromised.
In this control, apart from
the international regulatory authorities, the national and jurisdictional authorities must also take a
part all along the line, as
the sites and investigation
groups operate under their
responsibility.
In this coordination, efficiency is crucial. It is imperative to suppress duplications and dead times,
ensure the suitability of the
officials, avoid discretional
situations and achieve a
true protection of the subjects. Useless
paperwork and bureaucratic instances are
always ready to slip in, there is no need
to force them, they just appear spontaneously. It is the natural trend when there are
no active policies. In that sense, it is useful
to highlight two important initiatives. One
of them is that of the Argentine ANMAT
(National Administration of Drugs, Foods
and Medical Devices) and the other, that
of the FDA in the US.
The ANMAT and the jurisdictional health
authorities are defining the procedures
that –taking advantage of the combination
between the rich experience the ANMAT
has on the regulation of trials and the qual-
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ity of the jurisdictional resources– will lead
to an efficient, transparent and predictable
control of pharmacological clinical trials. In
the name of “good” clinical research, let
us decisively support this approach.
Last August, the FDA has put forward for
the consideration of the public a very interesting draft regarding the regulatory
control of pharmacological clinical trials
on the basis of associated risks. In their
system, sponsors use monitors to control
the conduct of clinical trials, either directly or through CROs, in order to ensure the
protection of the participants, the compliance with the FDA regulations but also the
accuracy and reliability of the clinical trials’
data. The FDA’s study shows that the procedures followed include centralized monitoring of data by statisticians and experts
in data handling as well as frequent and
comprehensive visits to all of the sites. So
far, it has considered these procedures essential. However, in this draft it is strongly
recommended that sponsors adjust their
monitoring plans to the requirements of
each trial, in order to focus on the most
critical elements of the data and it stresses the possibility and usefulness of centralized monitoring, in accordance with
ICH E6 and, above all, taking the risks
into account. The draft has the purpose
of drastically improving the effectiveness

of monitoring by means of innovative approaches, thanks to the advances in EDC
(electronic data capture) technologies that
permit centralized access to data as well
as an increasing appreciation of the efficiency of statistical evaluations to identify the sites that require additional training
or monitoring. It also recommends a riskbased monitoring that includes a proper use of centralized monitoring, taking
into account that technological advances
(as e-mail, webcasts and on-line training
modules) may contribute to the compliance with regulatory requirements in the
appropriate circumstances. Each sponsor
should design the monitoring plan most
suitable for the type of trial in question.
These two examples illustrate the complexity involved in the control of any kind
of system, no matter how experienced
and periodically revised it may be. In the
case of the FDA, there persists the sound
custom of putting forward new legislation
for previous and open discussion –taking into consideration even the opinion of
those who will be subjected to oversight–
in order to ensure that those of good will,
who are the majority, will be in favor of its
compliance and will contribute to limiting
future exceptions to the norm.
Clinical research in our Latin American
countries can be highly positive in two

senses: on the one hand for its ethical value and on the other hand for its utility. The
ethical value of research appears when it
innovates to improve health and contributes to the progress of medicine, respecting and protecting patients with the use
of science, which is the method with lower and more controlled risks. On the other hand, it is useful to the goal of solving
our own regional problems by: improving
healthcare and medical training; increasing resources, as it is a source of income
for the health system and a base that allows for the investigation of country-specific problems by contributing to the development of a critical mass of human and
technical resources that promote clinical
investigation on domestic or regional issues. If we are positive about the ethics
and the usefulness of pharmacological
clinical research with the sponsorship of
pharmaceutical companies in our countries, and if we know there are reliable international regulations well adapted to
each country, then we just need to focus
on fighting for good regulatory controls. It
is our responsibility to ensure that it represents a guarantee but not an impediment; a protection that is clean, efficient
and predictable.

Pablo Bazerque

Clinical Research: Free of charge and
reimbursement of expenses
Should clinical studies be completely charge-free for participants?
Those of us who work in the field in LATAM are mostly convinced of this, but what is the
international trend regarding this subject?
REQUIREMENTS OF INTERNATIONAL
ETHICS GUIDELINES
The Declaration of Helsinki does not
mention anything about the reimbursement of expenses incurred by partici-

pants in a clinical trial. This omission is
clearly stating a position, as the Declaration covers every aspect in connection
with the design and the ethical conduct
of studies. In section 14, it limits itself
to indicating that the protocol should

include “provisions for treating and/or
compensating subjects who are harmed
as a consequence of participation in a
research study.”(1)
The Universal Declaration on Bioethics
and Human Rights approved by accla-
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mation in UNESCO’s General Conference
in 2006 (2), which constitutes the bioethical document accepted by the different
bioethicists currents with no distinction,
does not establish either in its bioethical
principles the necessity that researches
be free of charge for participants.
The CIOMS Guidelines indicate in guideline no. 7, Inducement to participate in
research, that “Subjects may be reimbursed for lost earnings, travel costs and
other expenses incurred in taking part in a
study; they may also receive free medical
services.” The guideline clarifies what is
considered an acceptable recompense:
“Research subjects may be reimbursed
for their transport and other expenses,
including lost earnings, associated with
their participation in research.”
That is to say that, according to these
guidelines, studies do not necessarily
have to be free of charge and expenses
for the investigational subject and that,
if there were reimbursement of expenses
or gratuitousness, these could be considered as a form of incentive and not a
right per se for taking part in a research.
In Appendix 1, item 32 of the same guidelines, it is established that the research
protocol should include “An account of
any economic or other inducements or
incentives to prospective subjects to
participate, such as offers of cash payments, gifts, or free services or facilities, and of any financial obligations
assumed by the subjects, such as
payment for medical services.” (bold
fonts added by the author)
To sum up, it is clear that these guidelines consider it acceptable that a
subject may have to incur in expenses
for participating in a research.
REGULATORY ASSESSMENT
The ICH-GCPs(3) make no mention of
the research costs’ topic. On item 4.8.10,
dedicated to the Informed Consent, the
guideline states that “Both the informed
consent discussion and the written informed consent form and any other written information to be provided to subjects should include explanations of the
following: (l) The anticipated expenses, if

any, to the subject for participating in the
trial.”
This means that the ICH-GCPs approve
the fact that the subject may have to incur in expenses for participating in a research and only specify that the subject
must be made aware of this.
The Document of the Americas, elaborated by the WHO’s Pan American Network for Drug Regulatory Harmonization
(PANDRH) in 2005, that constitutes the
regional adaptation of the ICH-GCPs(4),
continues along the same lines: it does
not modify these points.
In a similar way, the ICH-GCPs establish that the Informed Consent should
include information regarding “The anticipated expenses, if any, to the subject
for participating in the trial.” And then in
Appendix 3, it reaffirms that the consent
should mention “whatever anticipated
expenses for the person while participating in the study.”
In the US, the regulation incorporates the
same principles contained in the CIOMS

Guidelines, the ICH-GCPs and the Document of the Americas. In the Code of
Federal Regulations (CFR), Title 21, Part
50.25, b(3) it is stated that the Informed
Consent should give notice of “any additional costs to the subject that may result
from participation in the research.” Additionally, and going a little bit further than
the rest of the regulations, on Part 312.8
“Investigational New Drug (IND)”, it indicates that, in certain cases, the sponsor
may even charge for the investigational product itself, although he must have
a written authorization from the FDA in
such cases.
The sponsor must inform why he needs
to charge for the product in order to continue with the trial, that is, explain why
he does not consider it as a part of the
normal costs of his business. This statement also expresses in a way that the
contribution to the investigation must
be shared by society, because the benefits will also be received by society as
a whole.
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The European Directive of 2001 deals
with the issue of the financing of trials
and, in that sense, it compels the sponsor. Article 19 of the General Provisions
states that: “Unless Member States have
established precise conditions for exceptional circumstances, investigational
medicinal products and, as the case may
be, the devices used for their administration shall be made available free of
charge by the sponsor.”
But it only requires the coverage of the
study drugs and devices. This is the vision that prevails in the developed world.
This means that the sponsor should only
pay for what is specific of the research
and not for the parts of the study that
constitute standard of care.
However, a different interpretation suggests the vision that a research should
cover every expense necessary to
carry out the protocol (even if that includes standard medical care). This is
the vision that prevails in Latin America,
even though no uniform position has
been adopted on the matter.
In Chile, the technical guideline no. 57(6)
does not specify what expense should

be covered by the sponsor. On the other
hand, in Peru, the regulation indicates in
detail what should be paid for. The Peruvian Clinical Trial Regulation(7), in Article
33, item k) establishes that the informed
consent must include “the details regarding the economic compensation
for additional expenses (transportation,
lodging, communications and meals), if
any, which shall be covered by the clinical trial budget.”
Later, in Appendix 8, it reaffirms this
concept, in the Model of Informed Consent to participate in a clinical trial: “11)
Costs and Payments to be covered for
the study:
a)
All the materials (thermometers,
diaries, instruments to measure adverse
reactions, etc.), investigational products
and biological samples for use in clinical
trials shall be provided free of charge for
the investigational subject.
b)
Economic compensation for additional expenses (transportation, lodging, communications and meals), if any,
which shall be covered by the clinical
trial budget and shall be explicitly stated
in the Informed consent.”

In the case of Argentina, the Regulation
5330/97 was specific about the payment
of trial related costs and expenses. In its
General Provisions, the regulation indicated that “the costs of a research must
be paid for by the sponsor and in no case
by the investigational subject.” Further
down, on Chapter 11 point 2 regarding
the Informed Consent, it specified: “Also,
the consent must mention that the sponsor or investigator will provide the study
medication free of charge.”
However, the regulation did not specify what it meant by “the costs of a research.” Does it refer to all the costs
necessary to conduct the study? Or only
to the research-specific costs that do not
include costs related to the standard of
care that must be provided to the subject whether he participates in the study
or not?
Furthermore, it was not totally clear what
was meant by “the study medication”.
Is it only the experimental drug? Is it the
experimental plus the control drugs? Or
should it also include the standard treatments that the subjects were receiving
or need to receive as part of their regular treatment (for instance, methotrexate
for rheumatoid arthritis; metformin for
diabetes; standard polychemotherapy in
oncology, calcium and vitamin D for osteoporosis)?
Recently, the ANMAT Regulation 6677/10
has incorporated to its text the following:
“A.4.9. Treatments and procedures related to the study shall be free of charge
for all participants.”
And in section 7.1 about Financing, it establishes that: “The sponsor is responsible for affording all the research costs,
including study treatments and procedures.”
The Direction for Drugs Evaluation (DEM,
for its Spanish initials) has clarified these
elements in the Q&A section that was
published this year, available at www.anmat.gov.ar.
OTHER NATIONAL REGULATIONS
An interesting case to highlight within
the national legislation is the Buenos Aires Provincial Law 11044. This law, in its
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Article 31 dedicated to pharmacological
investigations, states that: “pharmacological studies related to antineoplastic
drugs or other drugs of highly restricted
indication, will only be permitted when
the following conditions are met: … c)
the participation in the clinical study
should be cost-free for patients.” That is
to say that this provincial regulation only
demands that studies with antineoplastic drugs or others of highly restricted
indication should be free of charge. By
omission, it is understood that this is not
demanded for other types of studies.
CONCLUSIONS AND
CONTROVERSIAL ASPECTS
There is consensus in the international
legislation on the fact that it is not compulsory that the sponsor cover all of the
research costs, but only the product and
the experimental aspects of the trial.
In contrast, the national scope regulations are interpreted in such a way that
all of the study procedures, be them specific of the study or part of the standard
of care, should be covered.
This interpretation poses unresolved
practical application problems, for example: when the study compares a new

drug with a non pharmacological therapy
(a surgery technique, radiotherapy) or
when it is associated with a non pharmacological standard procedure, or when a
study endpoint measuring requires a surgical technique.
In many cases, this requirement makes
no distinction between researches
with commercial sponsorship and
those that are independent initiatives
or those with state, academic or philanthropic sponsorship. Given the general lack of resources in these last types
of studies, to sustain such a demand for
every case would constitute a potential limitation to non industrial research.
Also, there should be a careful evaluation of the possible advantages and
disadvantages of such interpretations.
These aspects are taken into account in
the new Resolution 1480/2011, section
A4: Ethical aspects, as well as in section B4, 4.4.10. where it is clarified that,
in non commercial scientific researches,
the treatments and procedures that the
patient may require as a result of his
disease may be covered by his habitual
health insurance(8).

(Endnotes)
(1) WMA Declaration of Helsinki – Ethical Principles
for Medical Research Involving Human Subjects.
59th WMA General Assembly, Seoul, Korea,
October 2008.
(2) UNESCO, Universal Declaration on Bioethics
and Human Rights. Paris, France, 2006.
(3) Guideline for Good Clinical Practice (GCP),
International Conference on Harmonization (ICH)
of Technical Requirements for Registration
of Pharmaceuticals for Human Use. Geneva, 1996.
(4) Good Clinical Practices: Document of the
Americas. Working Group on Good Clinical
Practices (WG/GCP). IV Pan American Conference for
Drug Regulatory Harmonization, Dominican Republic,
March 2-5, 2005.
(5) CFR Part 50, Protection of Human Subjects;
Subpart B, Informed Consent of Human Subjects;
50.25: Elements of informed consent and part 312.
(6) Technical Guideline No. 57: Regulation
of the Conduct of Clinical Trials that Use
Pharmaceutical Products in Human Beings.
Ad hoc working group, Ministry of Health,
Human Programs Department, 2001.
(7) Peruvian Clinical Trial Regulation. Supreme Decree
No. 017-2006-SA modified by Supreme Decree No.
006-2007-SA, National Institute for Health, 2010.
(8) Resolution 1480/2011. Guideline for Research
on Human Subjects. National Ministry of Health,

Ezequiel klimovsky

September 2011.
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Bias in Observational Studies
Bias undermines the internal validity of a study. In research, it produces a deviation
from the truth. The challenge for investigators, editors and readers is to detect and eliminate
bias or to judge how they might have affected results.

T

o study the relationship between
the Pelvic Inflammatory Disease
(PID) with the use of Intrauterine
Devices (IUD), Dr. Nancy Lee and team
compared 622 hospitalized women di-

agnosed with PID, with 2369 control
women, hospitalized but with no history
of PID. They concluded that the use of
Dalkon Shield™ IUDs increased 5 times
the risk of developing PID; the relative

risk was of 8.3 (4.7 to 14.5) when compared with women using no contraceptive method. It was recommended that
all women using Dalkon Shield IUDs
should have them removed (1).
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Five years later, the same author published
with the same collaborative team the results of a similar study but this time analyzing the sexual behavior as one of the possible confounding variables. They compared
657 women diagnosed with PID, with 2566
control women admitted with different diagnoses. The result of the study was that
women who had only one sexual partner
and cohabited with him had no increased
PID risk for the use of IUDs. The conclusion was that: in women at low risk of
contracting sexually transmitted diseases
(STDs), there was no increased PID risk for
the use of IUDs (2).
It is known that the fact of having different sexual partners increases the risk
of contracting sexually transmitted diseases, both in women and in men. In the
first study, this variable was not taken into
consideration, and if it was (as the study
claims), it was not properly explored. In
this case, the number of sexual partners
becomes a confounding variable, accepting as real an association that is spurious.
This type of bias is particularly critical in
observational studies, which on the other
hand are increasingly important in knowledge and also for the fact that their conduct is possible in hospitals and in the
community, because of the low costs and
adaptability (specially the case-control designs and transversal studies). This is why
the number of this type of publications
should continue to grow, but with greater
rigor in their design, evaluation and reading.
In Table 1 you can find a simple checklist
to help reduce potential bias in observational studies.
In the example analyzed above, we can
see how bias, in this case a confounding
variable, produced a damage that took 8
years to get repaired. To evaluate the damage is not really a simple task. The conclusion of the first study led the authors to
recommend the removal of the IUD.
This opinion is not intended to discourage
this type of designs, on the contrary, they
have to be conducted in the most pure,
rigorous and generalizable way possible.

Recommended Bibliography
1. Lee NC, et al. Type of Intrauterine
Device and the Risk of Pelvic Inflammatory Disease. Obstet Gynecol
1983; 62:1-6.
2. Lee NC, et al. The Interuterine Device and Pelvic Inflammatory Disease Revisited: New Results From
the Women´s Health Study. Obstet
Gynecol 1988; 72:1-6.
3. Rothman KJ. Modren Epidemiology.
Boston: Little, Brown and Company,
1986.
4. Moher D, et al. Statistical power,
size and their reporting in randomized controlled trials. JAMA 1994;
272: 122-24.

Pablo A. Olavegogeascoechea

Table 1: How to diminish bias in
observational studies (3,4)
Is selection bias present?

CCPM
(Certification Council for Medical Professionals)
Specialist in Internal Medicine
Investigator Professor
School of Medical Sciences
National University of Comahue

In a cohort study, are participants in the exposed and unexposed groups similar
in all important respects except for the exposure?
In a case-control study, are cases and controls similar in all important respects
except for the disease in question?
Is information bias present?
In a cohort study, is information about outcome obtained in the same way for
those exposed and unexposed?
In a case-control study, is information about exposure gathered in the same way
for cases and controls?
Is confounding variable present?
Could the results be accounted for by the presence of a factor —eg, age,
smoking, sexual behavior, etc. — associated with the exposure or the outcome
but not directly involved in the cause?
If the results cannot be explained by these three biases, could they be the
result of chance?
What are the relative risk or odds ratio and 95% CI?
Is the difference statistically significant, and, if not, did the study have adequate
power to find a clinically important difference?
If the results still cannot be explained away, then (and only then) might the
findings be real and worthy of note.
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FAIC (Clinical Research Argentinean Forum)
Consensus on procedures to invite
public hospital’s patients to participate in trials
of the private sector.
Members of Ethics committees together with investigators and sponsors
have outlined improvements in the procedures to document and avoid problems both in the
public sector and in private investigational sites.

I

n November 2009, the 1st National
Conference for Pharmacological Clinical Research was held in the National
Academy of Medicine to seek consensus.
Those patients who normally go to public institutions (hospitals, dispensaries,
etc) are, in general, low-income individuals (unstable social support and low
education level), and are therefore considered vulnerable. Vulnerability per se
is not a condition that justifies the exclusion of these populations from the possibility of participating in pharmacological clinical trials, either in the public or
the private sector. Investigators and Research Ethics Committees (REC) should
make every effort to enhance the autonomy of vulnerable individuals in order to
ensure that their decision to participate
is accompanied by a responsible attitude.
The asymmetric-paternalist model of the
doctor-patient relationship is common
in Argentina. The protection that should
be provided to the vulnerable should not
develop into a model of ownership when
addressing this issue. That is, the patient
does not belong to the “public hospital”
or the “private institution”. In the case of
a clinical study that is not conducted in a
public institution, to prohibit or hinder the
delivery of information (written or verbal)
to patients who receive attention in the
public sector would constitute an act of
discrimination. Every patient, even vul-

nerable ones, has the right to be informed (1) and to make decisions regarding his own health.
In this situation, in order to ensure the
highest level of protection to prospect
participants, the informed consent process and the handling of funds should
be clearly documented. Clinical trials’
participants have access to many interventions that help improve the prognosis, avoid complications and even cure
them. These possible benefits should
not be exclusive to certain sectors just
because those who are responsible for
this are paralyzed by potential conflicts
of interest. The FAIC puts forward for the
consideration of the community of investigators, ethics committees and regulatory organisms the following set of recommendations to advance towards a
more transparent modality for the selection of patients.
RECOMMENDATIONS
Investigators who wish to invite patients
who normally use public healthcare institutions to participate in clinical trials outside that institution (for example, in the
private sector), should:
Before the beginning of the trial
a)
Settle with a representative of
the public institution the payment method of procedures or the coverage for ad-

verse events related to the study drug, in
the cases in which the patient or the investigator decide to conduct them in the
public institution. Whenever possible, official receipts should be issued. The investigator should file these receipts or
certified copies of them and document
that he made every effort to reimburse
the expenses incurred.
b)
Agree with the IEC that approved the study the way in which they
wish to be kept informed in the case that
a patient who suffers an adverse event
related to the study drug generates costs
in an institution that is not the one authorized for the conduct of the study. For
example, an immunosuppressor drug
causes sepsis and the patient is taken to
a public hospital instead of to the institution of the study.
c)
Establish a clear mechanism for
the handling of economic resources: the
costs of procedures exclusively related to the study (from the selection period onwards), or whether the sponsor or
the investigator should cover for adverse
events related to the study drug (directly
or by reimbursement to the Medical Insurance institution that covered for it). All
expenses that are not strictly related to
the study should continue to be handled
as they were before the patient entered
the clinical trial.
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In the public institution
a)
If a professional informs of the
existence of a clinical study, the invitation and the patient’s response should be
briefly documented in the medical records
of the public institution (describe at least:
the name of the study the patient is being invited to participate in, with the name
of the drug to be studied; the authorized
institution where it will be conducted and
the name of the principal investigator).
In the private institution where the trial
is being conducted
a)
With the knowledge and consent of the patient, get a complete copy
of the medical record of the public institution, in order to attach it to the one that
will be used during the clinical trial. If, for
some reason, it cannot be obtained, request a summary of the detailed medical
records with the signature, stamp and
date of issue.
b)
Document in the medical record
or the informed consent the healthcare
modality that will be provided to the patient after the end of the study.
The ethics committee of the private
institution should:
a)
Recommend, according to the
complexity of each case (in its initial
evaluation) whether if it is necessary to
reinforce the information that is provided
to the patients who are invited in public
institutions.
b)
Acknowledge in its monitoring
plans that special attention should be
paid to this group of participants (for example: “verify that a copy of the medical record of the public institution is attached”, etc.)
c)
Be informed about the correct
coverage of adverse events or study-related procedures, especially if these generate costs outside the institution authorized for the conduct of the trial.
d)
Discuss with the investigator
during the study initial evaluation process, the healthcare modality that will be

provided to the patient after the end of
the study.
e)
Follow up accordingly after the
conclusion of the study.
Conclusion
We consider that the application of
these recommendations helps to assure the special protection required by
low-income individuals without preventing them from having access to experimental therapeutic possibilities. Otherwise, these would only be available for
subjects with access to private health-

care, violating the bioethical principles of
respect for the autonomy of the patient
and justice in the distribution of burdens
and benefits (2).

Bibliography that helped support
the discussion and elaboration of the
present document:
(1) MacKenzie RD and Cronstein BN. Conflicts
of interests. HSSJ 2006. 2:198-201.
(2) The Belmont Report - Ethical principles and
guidelines for the protection of human subjects
of research. Available at http://ohsr.od.nih.gov/
guidelines January, 2007.

Progress on the certification
of Investigators
It is important to stress that certification constitutes the formal recognition of the accomplishment, on the part of the health professionals, of the
eligibility requirements to become a Clinical Investigator.
The certification provides an endorsement of the experience and training
and has also a positive impact in the standards of professional practice.
We inform that, after finalizing the agreements between our entity ConCai
and the Argentina Society of Infectology (SADI), as well as with the Clinical
Research Society of Cordoba (SICC), during this year, we have achieved
the access to the certification of new clinical investigators.
In the framework of the 2011 SADI Congress, on May 19th, ten infectologists have achieved the certification as clinical investigators after complying with the requirements established.
Two levels were established: Level A took into consideration the years of
experience in the role of principal investigator; the completion of a master’s degree in clinical research; or having been certified before. And Level
B required less years of experience in the role of principal investigator or
sub investigator.
The certification with the SICC was done on July 2nd. In this opportunity,
three levels were established: Level A took into consideration the years
of experience in the role of principal investigator or the completion of a
master’s degree in clinical research. And Levels B and C required less
years of experience in the role of principal investigator or sub investigator
with access to sit for the exam. 64 applicants of different specialties have
achieved their certification as clinical investigators.
Congratulation to all of them for the effort and the accomplishment attained!
We continue to advocate for more certifications of other specialties, as
well as that of clinical monitors.
Dr. María Mastruzzo
(member of ConCaic technical team)
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News on Clinical Research
organization in Argentina

O

n April 20th, 2010, with the presence of 44 members, actors in
Clinical Research (CR), in the
city of Buenos Aires, it was signed the
Founding Act of The City of Buenos Aires Society for Clinical Research (SICCBA, for its Spanish initials), of which I
have the honor of being the president. Its
objective will be to foster the development of clinical research and the spreading and teaching of the scientific spirit in
the field of medicine, collaborating with
the importance of CR in the world context, in that way repositioning Argentina
among the countries chosen for the conduct and development of pharmacological clinical studies, and with the intention of joining other Societies of similar
characteristics that are already working in Cordoba, Santa Fe, Mar del Plata and in the Province of Buenos Aires.
The idea began to take shape in the 1st
Conference of the Clinical Research Argentinean Forum (FAIC) held on November, 2009, and today, it already integrates
the Argentine Federation of Clinical Research Societies (FASIC), recently created (November 26th, 2010) as well as the
FAIC. We work to ensure that investigators across the country have equal possibilities and patients the same level of
protection that exists in other countries
of the world.
SICCBA has legal capacity and we have
hosted two events of great academic relevance, in the Argentine Medical Association and in the Professors Hall of the
University of Buenos Aires, School of
Medicine. We were honored by the presence of prestigious figures of CR as Drs.
Margarita Alfie, Agustina Bissio, Patricia
Saidón and ethicists as Dr Damian del
Percio, legislators as Dr. Jaime Lazovsky,
specialists en CR quality as Dr Ezequiel

Klimovsky, among others.
We are united by the mission of achieving a federalist attitude in the defense of
CR in Argentina, that seeks to produce
knowledge by means of the development of studies in human subjects that
contribute to improve the treatment, care
and wellbeing of patients, in an academic, interdisciplinary professional and ethical environment of excellence. We are
confident of the quality of the data we
produce, and of the concern for patients’
safety, as well as of the quality of our investigation teams, but we have had a
drop in our relative position as a country, in connection with the globalization
of clinical studies.
The causes? Many. Some of them are
well known and other not so much. In-

sofar as all the CR actors come together,
and that implies that ALL of the actors
–investigators, investigation teams, ethicists, national and regional authorities,
regulations, etc. – compose a regulatory framework with similar intentions and
conduct, we will succeed in repositioning
our country among the first to conduct
studies that improve the life quality of patients and make possible the progress of
medicine and technology in favor of advances in health improvements, together
with the other countries around the world
where CR constitutes an important activity for the academic and scientific progress. We intend to build up a structure
of interdisciplinary academic clinical research of excellence in our country that
will serve as a platform for the conduct
of leading hedge clinical research, generated by teaching and extension in clinical research and by offering CR services
as development and participation in CR
protocols. Clinical research has changed
the approach to modern medicine and
for Argentina this represents a great opportunity to contribute to science, generate resources and have access to the latest medical advances.
We want to support the creation and consolidation of networks and academic and
scientific groups among the institutions
and the Investigation Centers, in relation
with research and development projects
to promote its strengthening and in order
to contribute to the improvement of productivity, competitiveness and economic and social progress, seeking solutions
for the critical issues in this area.

Prof. Dra. Clelia Magaril
SICCBA - President
IMAI-RESEARCH - Medical Director

