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1 Regulatory Framework

1.1 Please list and describe the principal legislative
and regulatory bodies that apply to and/or regulate

pharmaceuticals, medical devices, supplements, over-
the-counter products, and cosmetics.

The main regulatory body that applies to the regulation of
pharmaceutical products, medical devices, supplements, over-
the-counter products and cosmetics is the Ministry of Health.
Nevertheless, due to the fact that said Ministry also covers many
areas, such as all matters related to health regulations, a specific
administrative body has been created to deal with matters related
to the registration, maintenance and all other aspects concerning
pharmaceutical products, medical devices, supplements, over-
the-counter products and cosmetics. This Administrative Body
is the National Administration of Medicines, Food and Medical
Technology (Administraciin Nacional de Medicamentos, Alimentos y
Tecnologia Médica), commonly referred to as ANMAT.

All pharmaceutical products, medical devices, supplements,
over-the-counter products and cosmetics must be registered
with ANMAT. Requirements differ as to the registration of
each kind of product. ANMAT is divided into three specific
bodies: one related to pharmaceutical products, known as
INAME; another related to food, known as INAL; and a third
related to medical devices, known as the National Directorate of
Medical Devices.

1.2 How do regulations/legislation impact liability
for injuries suffered as a result of product use, or other

liability arising out of the marketing and sale of the
product? Does approval of a product by the regulators
provide any protection from liability?

Chapter 3

Emilio N. Vogelius

Ana Andrés

bear the responsibility for the products being manufactured or
sold. Nevertheless, both manufacturer and seller may evidence
that their actions were carried forward without negligence on
their part. Practice and some laws, mainly related to hazardous
products, cause the burden of proof to fall on the manufacturer
or seller rather than on the buyer or user. This is that the manu-
facturer or seller should evidence negligence of the damaged
party or the fact that the damage was caused by a third party for
whom they do not answer.

1.3 What other general impact does the regulation of
life sciences products have on litigation involving such

products?

The regulation of life sciences products establishes specific
control over the products. Such control arises from the fact
that, if there is a product that is considered to produce damage,
the regulatory body (mainly ANMAT) is entitled to suspend or
remove the authorisation granted for such product. Additionally,
the regulatory body is entitled to follow an administrative proce-
dure against the party authorised to commercialise the product
and its technical director in the event that damage is caused due
to any reason pertaining to his or her responsibility. The regu-
lation establishes that the technical director is responsible for
all acts related to the company it represents, but there are prec-
edents that exclude such responsibility in cases that are clearly
alien to his or her line of work, such as commercialisation prac-
tice, for example.

1.4 Are there any self-regulatory bodies that govern
drugs, medical devices, supplements, OTC products,

or cosmetics in the jurisdiction? How do their codes of
conduct or other guidelines affect litigation and liability?

It is easier to start by answering the latter question: the answer is
no. The approval of a product by the administrative regulatory
body does not grant any protection from liability in the event of
damage caused by a registered product. It may, of course, appear
as an argument to evidence a certain lack of negligence of the
party involved in the commercialisation, although this should
not be taken as a “free card” for indemnity.

The liability arising out of the marketing and sale of any
specific product is judged under the same general rules that are
in force regarding any damage and the consequent indemnifica-
tion that could arise from it. The general rule should apply in
the matter, this being that the party causing any damage should
answer for its consequences. In the case of commercialisation
of products, the seller, or, as the case may be, the manufacturer,
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In Argentina, ANMAT is the body competent in such cases.
Please see question 1.3 above.

1.5 Are life sciences companies required to provide
warnings of the risks of their products directly to the

consumer, or to the prescribing physician (i.e., learned
intermediary), and how do such requirements affect
litigation concerning the product?

Life sciences companies are required to provide warnings of
the risks related to the use of the products manufactured by
them. Such warnings are to be included in the prospectus or
brochures that are packaged jointly with the products. Again,
these warnings are not a standard that would affect litigation by
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a consumer. They are mainly a piece of evidence that, jointly
with all other evidence collected, would allow the judgment of
the conduct of the parties against an action based on the liability
of the product, if brought.

2 Manufacturing

2.1 What are the local licensing requirements for life

sciences manufacturers?

ANMAT enacted a regulation numbered 3602/2018 in which it
describes the “Good Manufacturers’ Practices”. This regulation
includes all the main standards that a main manufacturing plant
has to meet in order to be qualified by ANMAT. We ought to
point out that, besides the regulation mentioned, there are other
regulations, such as municipal ones that should also be complied
with to such extent.

It would be impossible to describe all the requirements
included in the “Good Manufacturers’ Practices” rules (these are
more than 250 pages long). Nevertheless, in order to summa-
rise the main aspects included in such regulation, it should be
mentioned that it deals with all matters related to the work
taking place in a manufacturing plant, and to the quality control
that should be carried out in such premises.

The “Good Manufacturers’ Practices” were established
in line with: the requirements approved by the World Health
Organisation, in 2015; the Pharmaceutical Inspection
Cooperation Scheme — PE 009 — 12/2015 and Annexes 2017; as
well as the rules of the International Council for Harmonisation
and the International Organization for Standardization (ISO).

Regulation 3602/2018 includes the obligations that should be
complied with regarding: the pharmaceutical quality system; the
management and education of personnel; the site and premises of
the plant; documentation related to the different stages of manu-
facture, starting from inventory, going through semi-elaborated
products, to the finished stock; the production stages; quality
control; the production stages of products made by third parties;
claims; quality defects and recalls; and inspection of the plant at
each different stage of manufacture.

Plants not approved by ANMAT are not authorised to manu-
facture products for sale on the market.

Distributors and importers are not obliged to comply with the
same requirements as manufacturers. Nevertheless, it is manda-
tory for them to have a technical director, a quality control lab
and a warehouse adequate for the work to be performed at the
site. Such sites should also be approved by ANMAT.

2.2 What agreements do local regulators have with
foreign regulators (e.g., with the U.S. Food and Drug
Administration or the European Medicines Agency) that

relate to the inspection and approval of manufacturing
facilities?

To our knowledge, there are no such agreements currently in
place. In the case that a product, or part of it, should be manu-
factured abroad, it would be necessary to have inspectors from
ANMAT visiting the site.

2.3 What is the impact of manufacturing requirements

or violations thereof on liability and litigation?

There are several impacts in the event of violations of the regu-
lation mentioned above. In such respect, it should be noted that:
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such conduct could lead to a criminal action being brought; in
case of damages to third parties, a civil action could be brought
against those responsible for such plant; and finally, there would
be administrative actions and fines against those infringing the
law. In the eventitis discovered that products circulating in the
market are manufactured in unapproved premises, all products
manufactured therein would be seized and destroyed.

In the event a plant that has been duly approved is subject to
inspection, the result of which is that specific infringements, or
non-relevant manufacturing matters, are discovered in the plant,
ANMAT, which carries out frequent inspections, would make a
written statement of what such matters were, and give a certain
deadline to put them in order in preparation for a further rein-
spection of the plant. If such failures were of a certain level
of importance, ANMAT could also initiate an administrative
summary, the result of which would be to penalise the labora-
tory with a fine.

3 Transactions

3.1 Please identify and describe any approvals

required from local regulators for life sciences mergers/
acquisitions.

Mergers and acquisitions are subject to two main approvals: one
to be given by the General Inspection of Corporations (Inspecciin
General de Justicia); and the second to be given by the Antitrust
Authorities (Comisidn Nacional de Defensa de la Competencia), the
latter assuming that the importance of the merger or acquisition
in place reaches the thresholds imposed.

No approval is required from ANMAT, which should be
informed of the merger or acquisition in order to register the
product in the name of the resulting company.

3.2 What, if any, restrictions does the jurisdiction
place on foreign ownership of life sciences companies
or manufacturing facilities? How do such restrictions

affect liability for injuries caused by use of a life
sciences product?

It should be noted that, in our jurisdiction, no restrictions based
on foreign ownership are in place. Nevertheless, the tax treat-
ment could be different depending on whether there are fiscal
treaties in place with the country to which a company may
belong. It should be also be taken into account that ANMAT
sets different requirements for the registration of products
depending on whether the foreign registration on which such
products rely has been issued by a country which is developed
from a healthcare perspective, or by another country.

Liability for injuries caused by life sciences products does not
differ depending on the place of ownership of the life sciences
company or manufacturing facilities. To such extent, it should
be taken into account that all products to be commercialised in
Argentina should first be registered before the local authorities,
by a local subsidiary duly authorised by ANMAT to act as a labo-
ratory in Argentina. We should only note that, when reaching
the judicial state of a claim, claimants could be forced to post a
bond (cautio judicatum solvi) depending on where their domicile
is. Argentina has signed a treaty that provides for the posting of
such a bond to be avoided where parties are domiciled in a large
number of countries.
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4 Advertising, Promotion and Sales

4.1 Please identify and describe the principal
legislation and regulations, and any regulatory bodies,

that govern the advertising, promotion and sale of drugs
and medical devices, and other life sciences products.

The advertising, promotion and sale of drugs and medical devices
and other life sciences products are mainly subject to the regula-
tions issued by ANMAT through Regulation 4980/2005, and by
the Ministry of Health through Resolution 627/2007.

The prohibition on advertising pharmaceutical products which
are sold under prescription is established in the main Medicines
Law 16.463 issued in 1963. The Supreme Court of Justice rati-
fied this rule through several judgments in which it was stated
that prescription medicines cannot be sold or given to the public
without professional control, nor can they be promoted to the
general public, because it may affect public health.

The basic rules are that no advertising is allowed regarding
ethical products. Such products can only be promoted to health-
care professionals. Such promotion is regulated by Resolution
627/2007. On the other hand, over-the-counter products can
be advertised to the general public, provided that such adver-
tising complies with the requirements set forth in Regulation
4980/2005.

The latter regulation also regulates the advertising of medical
devices. Only medical devices which, by their intrinsic nature
and proposed use, may be used or indicated for use directly by the
patient, can be advertised to the general public. Otherwise they
can only be promoted to healthcare professionals.

The promotion of prescription pharmaceutical products is
mainly carried out through “reps”, although it is customary to
use conferences and/or meetings to help in such promotion.
Promotion should include all scientific information relevant to
the product.

There are some other administrative bodies that are compe-
tent in matters related to promotion (e.g. the Unfair Competition
Office), which deal with specific problems that could arise from
advertising in general, such as false or distortive information, etc.

4.2 What restrictions are there on the promotion of
drugs and medical devices for indications or uses that

have not been approved by the governing regulatory
authority (“off label promotion”)?

No pharmaceutical products can be advertised or promoted,
as the case may be, for indications not approved by ANMAT.
In other words, there should not be any off-label promotion of
products in Argentina.

4.3 What is the impact of the regulation of the

advertising, promotion and sale of drugs and medical
devices on litigation concerning life sciences products?

It is clear that advertising, promotion and sale of drugs and
medical devices, in itself, would not have any impact on litiga-
tion concerning life sciences products, unless (there is always
an exception) said advertising or promotion includes false
or misleading information. It should be recalled at this stage
that all promotion of ethical products should include all scien-
tific information regarding the product, and its effects; i.e., said
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promotion should include the active principal name and trade
name of the product, plus its composition, form, counter-indi-
cations, adverse effects, warnings, doses, etc.

Despite the general regulations mentioned above, it should
be noted that: advertising and promotional activity may lead to
the demonstration of the eventual negligence of the company
involved; or, depending its wording, it may act as a confession
by the involved party (e.g. when it mentions the cause of injuries
within the side effects) of certain arguments that may be used to
trigger the claim.

As regards any action brought to claim for injuries suffered,
it is necessary to evidence: what caused the injury; if said party
could be held responsible; if the act that caused the damage is
related to the action of the defendant itself; and finally, if there
was an effective injury caused to the claimant. All facts related
to such principles are relevant, to a greater or lesser extent, as
evidence related to the injury and the party accused of causing
such injury.

5 Data Privacy

5.1 How do life sciences companies which distribute

their products globally comply with GDPR standards?

Compliance with GDPR standards is the main aspect protected
by Law 25326. Said Law was issued in October 2000. It was
originally drafted to follow the main effects of European regu-
lations, and has since been updated.

Besides covering the main matters related to the General Data
Protection Regulation, such as confidentiality, consent, etc., the
law includes a specific rule related to health information, stating
that private and public health institutions may collect personal
data related to people that visit said institutions, but respecting
the principles of professional secrets.

5.2 What rules govern the confidentiality of documents
produced in litigation? What, if any, restrictions are there

on a company's ability to maintain the confidentiality of
documents and information produced in litigation?

The general principle is that all judicial files are open to public
view; mainly to members of the public who have an interest in
the development of the case. There are exceptions in criminal
cases and family law cases. Despite the aforementioned prin-
ciple, any party in a judicial case may request the confidentiality
of the file itself and/or of the documentation attached by the
party to the case. In these situations, the case is kept far from
public view, and is only available to the intervening court and
the parties participating in the lawsuit.

5.3 What are the key regulatory considerations and
developments in Digital Health and their impact, if any,

on litigation?

Nowadays in Argentina, with increasing frequency, local juris-
dictions are passing resolutions in relation to telemedicine and
digital health records. There is no national regulation in this
regard yet. However, it is too early to make any assessment of
their impact, if any, on litigation. Regarding the latter, again
the key consideration is the evidence put forward to support the
grounds of either party.
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6 Clinical Trials and Compassionate Use
Programmes

6.1 Please identify and describe the regulatory
standards, guidelines, or rules that govern how clinical

testing is conducted in the jurisdiction, and their impact
on litigation involving injuries associated with the use of
the product.

Resolution No. 1480/2011 issued by the Ministry of Health,
complemented by Regulation No. 6677/2010 issued by ANMAT,
regulates matters related to clinical trials. ANMAT authorises
and controls the performance of clinical trials. Clinical trials
always require a sponsor domiciled in the country. ANMAT is
entitled to request the sponsor to post a guarantee. The sponsor
and guarantor should be able to afford any eventual damages.

ANMAT has created the National Registry for Health
Investigations. Regulation 4009/17, issued by ANMAT itself,
established the requirements for the performance of Phase 1
trials.

Information related to the clinical trial is also required: the
name of the study; the phases of the trial; the product involved;
the number of subject participants; the consent forms that are
required from subjects participating in the trial; information
about the principal investigator; and information about the site.
The informed consent of the subject is required. The form used
to demonstrate informed consent must be approved by ANMAT
and the Ethics Committee.

As regards litigation, there have been cases involving events
which occurred during clinical trials. We ought to separate the
legal actions resulting from such cases into two, the first being
an administrative action brought by ANMAT and grounded in
the non-compliance of forms, which ended in the imposition
of a fine. The second action was a lawsuit from people partici-
pating in trials who initiated an action claiming for compensa-
tion for damages suffered. Claims are not different from any
other case in which compensation to cover damages is requested.
The clinical trial only adds a presumption that the product is not
fully safe to the judge’s knowledge. This presumption can be
contested by an expert’s opinion against it.

6.2 Does the jurisdiction recognise liability for
failure to test in certain patient populations (e.g., can

a company be found negligent for failure to testin a
particular patient population)?

We do not believe so. General principles on responsibility should
apply.

6.3 Does the jurisdiction permit the compassionate
use of unapproved drugs or medical devices, and what

requirements or regulations govern compassionate use
programmes?

ANMAT has issued Regulation 4616/2019 on the Regimen of
Exceptional Access to Medicine for the import of non-registered
products (this was formerly known as compassionate use).

Drugs for compassionate use must be for specific and major
clinical situations. These drugs must be authorised for use in
countries with high sanitary standards (listed in Annex 1 of
Decree 150/1992).
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The import of such drugs has to be requested in each case by
the patient, or by the Secretary of Health in specific cases where
the products are not yet approved in the country. Authorisation
is given for a maximum of 90 days for regular treatments and
180 days for longer treatments. Extensions of this term can be
requested. The prescription of the drug should be made by a
physician. Informed consent is required.

6.4 Are waivers of liability typically utilised with

physicians and/or patients and enforced?

Waivers are sometimes included in the informed consent text.
However, they are not clearly enforceable, especially if they are
designed to cover the direct responsibility of the manufacturer.

6.5 Is there any regulatory or other guidance
companies can follow to insulate or protect themselves

from liability when proceeding with such programmes?

According to the ruling in force, the liable party in relation to
the product brought to the country by means of this Exceptional
Access Regime is the physician that prescribed such product.

7 Product Recalls

7.1 Please identify and describe the regulatory

framework for product recalls, the standards for recall,
and the involvement of any regulatory body.

Recalls can either been ordered by the manufacturer when it
considers that there might be some inconvenience with a product
or a batch, or by ANMAT by its own decision or even in cases
in which the manufacturer alerts it as to problems with a batch.

7.2 What, if any, differences are there between drugs
and medical devices or other life sciences products in
the regulatory scheme for product recalls?

There is no difference in how recalls are treated. Depending
on what the medical device is, there might be announcements
recommending that customers return the device or take the
necessary steps to monitor themselves and replace or remove
the device (e.g. when the device is in the body of the patient).

7.3 How do product recalls affect litigation and
government action concerning the product?

Product recalls are a strong indication that a product might be
affected. Should this be the case, the recall would act as clear
evidence in favour of the patient in the event of any injuries
which may occur.

7.4 To what extent do recalls in the United States

or Europe have an impact on recall decisions and/or
litigation in the jurisdiction?

We consider that recalls in the US or Europe can be used in
order to ground local recalls of specific products. We think that
such recalls should have supported warnings or even recalls
by local authorities; however, we are not in a position to give
concrete examples at this time.
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7.5 What protections does the jurisdiction have for
internal investigations or risk assessments?

We cannot comment on regulations related to such protection
that might be in force.

7.6 Are there steps companies should take when

conducting a product recall to protect themselves from
litigation and liability?

Yes, there are. Companies have the possibility to report any
problem to the corresponding authority —- ANMAT, for example
— in order to demonstrate good faith. Such report would not
prevent them from having to face litigation and liability,
although we consider that it could be taken to reduce the impact
of the claims. Besides, if ANMAT decides to publish the exist-
ence of a certain problem regarding any product, such publica-
tion would act as a limit to the date on which the damage should
have been caused.

8 Litigation and Dispute Resolution

8.1 Please describe any forms of aggregate litigation

that are permitted (i.e., mass tort, class actions) and the
standards for such aggregate litigation.

The general factual situation and practice is that claims made
to compensate damages are initiated individually by the person
suffering such damage, or by his/her heirs. Nevertheless, there
have been cases in which a number of damaged parties have
joined in a common action accumulating their claims.

The possibility of initiating regulated class actions exists but
has not, to our knowledge, been used in relation to damages
caused by life sciences products.

8.2 Are personal injury/product liability claims brought

as individual plaintiff lawsuits, as class actions or
otherwise?

See question 8.1.

8.3 What are the standards for claims seeking to
recover for injuries as a result of use of a life sciences
product? (a) Does the jurisdiction permit product liability
claims? (b) Are strict liability claims recognised?

Yes, Argentina permits product liability claims. The main
problem with these claims, from the manufacturer’s or import-
et’s perspective, is that the burden of proof is inverted, making
the defence very difficult.

8.4 Are there any restrictions on lawyer solicitation of

plaintiffs for litigation?

Not to our knowledge. However, we should point out that
lawyers’ public advertisements are usually made in general
terms, not pointing to a specific target by name.
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8.5 What forms of litigation funding are permitted/
utilised? What, if any, regulation of litigation funding

exists?

There are no litigation funding regulations. The practice is for a
person to contact a lawyer and settle the fees involved. Further
on, when judgment is issued, the court establishes how the costs
involved in the trial should be met by either party. This includes
not only lawyers’ fees but also experts’ fees, court tax, and any
other costs that might be incurred.

8.6 What s the preclusive effect on subsequent cases
of a finding of liability in one case? If a company is
found liable in one case, is that finding considered res
judicata in subsequent cases?

No, each case is judged individually. However, any prece-
dent will be considered seriously and inform the court’s under-
standing in future cases. Therefore, in practice, sometimes
precedents may act as res judicata.

8.7 What are the evidentiary requirements for
admissibility of steps a company takes to improve their

product or correct product deficiency (subsequent
remedial measures)? How is evidence of such measures
utilised in litigation?

Evidentiary requirements, contained in documentation, that the
plaintiff may consider useful to ground its complaint, should be
filed jointly with the claim. Likewise, the defendant should file
the documentation it wishes to use for grounding its defence at
the time of answering the complaint. Such is the general prin-
ciple. Other documents may be filed afterwards only exception-
ally, in the case that the relevant documents relate to trials made
in connection to a product and filings made before ANMAT.
These measures are part of the evidence on the grounds of
which the judge must render his or her judgment. In Argentina,
documents are rarely definitive in proving human conduct or
their relation to the matter involved in a specific case, irrespec-
tive of whether the case is related to a manufactured life science
product.

It should be borne in mind that the local procedural rules do
not admit the use of discovery such as is admitted, for example,
in the United States. Locally, one party may request the coun-
terparty to file certain documents it may have in its posses-
sion, but if the requested party refuses to do so, the only penalty
would be to consider such refusal an act to be interpreted against
the refusing party when interpreting the evidence to issue a
judgment.

8.8 What are the evidentiary requirements for
admissibility of adverse events allegedly experienced by

product users other than the plaintiff? Are such events
discoverable in civil litigation?

The requirements are the same as in all cases. All ways of
evidencing a fact are admissible in courts, unless they are proved
unnecessary. Timing in offering evidence and filing documents
is clearly important. Evidence offered or filed after the time
period has expired is not admitted. Exceptions to the rule are
extremely rare. As mentioned above, no discovery is allowed.
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8.9 Depositions: What are the rules for conducting
depositions of company witnesses located in the
jurisdiction for use in litigation pending outside the
jurisdiction? For example, are there “blocking” statutes
that would prevent the deposition from being conducted

in or out of the jurisdiction? Can the company produce
witnesses for deposition voluntarily, and what are

the strategic considerations for asking an employee

to appear for deposition? Are parties required to go
through the Hague Convention to obtain testimony?

In general, there is no “blocking” which may prevent a deposi-
tion from being conducted. A list of witnesses (in principle, no
more than eight) is offered by each party, indicating their rele-
vant data and the reason for their being called.

The domicile of the witness can be a bureaucratic problem,
because depositions should be held at the witness’s domicile, but
there is no impediment to holding such depositions. Employees
can be asked to appear as witnesses. Restrictions on calling a
witness are usually related to direct involvement with any of the
parties, even though sometimes people related to the parties
should appear as witnesses, although what they say may be
considered biased.

8.10 How does the jurisdiction recognise and apply the

attorney-client privilege in the context of litigation, and
with respect to in-house counsel?

Attorney-client privilege should be requested of the court and
grounded before the court. The court should decide if the attor-
ney’s deposition should or should not take place. In relation to
in-house counsel, this is a matter in which there are no prec-
edents. Bear in mind that in order to be an attorney at law,
one must not only have a law degree, but also be registered and
admitted before the local Bar.
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8.11 Are there steps companies can take to best protect
the confidentiality of communications with counsel

in the jurisdiction and communications with counsel
outside the jurisdiction for purposes of litigation?

No, they may just indicate that documentation falls under
attorney-client privilege.

8.12 What limitations does the jurisdiction recognise on

suits against foreign defendants?

There are no limitations in this respect. Jurisdiction would
depend on: where the damage was caused in the case of torts;
where the agreement is to be complied with in a contractual
matter; or the place which the parties have chosen in their
agreement.

8.13 What is the impact of U.S. litigation on “follow-on”

litigation in your jurisdiction?

We have not seen any impact on “follow-on” litigation to date.
Please note that Argentina’s antitrust regulations are relatively
new, having been in place for only 25 years or so.

8.14 What is the likelihood of litigation evolving in your

jurisdiction as a result of U.S. litigation?

The likelihood is high, mainly due to information being posted
on the Internet.
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