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Chapter 12

Peru

Maria del
| Carmen Maritza
VA4 Alvarado Reategui

Rodrigo, Elias & Medrano Abogados

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 following legislation regulates pharmaceuticals, medical

devices, cosmetics and supplement products:

B General Law of Health (Law N° 26842);

u Law on Pharmaceutical Products, Medical Devices and
Sanitary Products (Law N° 29459);

®  Regulations for the Registration, Control and Sanitary
Surveillance of Pharmaceutical Products, Medical
Devices and Sanitary Products (Supreme Decree N°
016-2011-SA) and amendments;

®  Regulations on Pharmaceutical Establishments
(Supreme Decree N° 014-2011-SA) and amendments; and

m  Decisions 516 and 833 of the Andean Community
(Harmonisation of legislation on cosmetic products in
the Andean Community).

Law N°29459 is the main legislation that regulates pharma-
ceutical products, medical devices, sanitary products, phar-
maceutical establishments (laboratories, storehouses, drug-
stores and pharmacies) and activities related to the marketing,
promotion, advertising and prescription of the aforemen-
tioned products.

The General Directorate of Medicines, Supplies and Drugs
(Digemid) — a public entity that is part of the Ministry of
Health — is the competent national authority in charge of
granting all types of marketing authorisation and authorisa-
tions for companies dedicated to the manufacturing, impor-
tation, distribution and commercialisation of such products.

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?

According to Law N° 29459, the manufacturer and titleholder
of products produced locally is responsible for the quality of
the products. In case of imported products, the responsibility
is assumed by the titleholder of the marketing authorisation.
Said Law does not include a chapter on how said responsibility
should be assumed or demanded by an end user of the product
(consumer). The obtainment of the marketing authorisation is
notanexemption fromliability. Thisis arequirementthatmust
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be fulfilled in order to import, distribute, store or commer-
cialise drugs and medical devices; therefore, the approvalis an
obligation and does not grant any kind of protection.

Companies that cause damages to consumers through
defective products are subject to strict liability, and must pay
compensation in accordance with the provisions of the Civil
Code in the corresponding judicial process. However, in prac-
tice it is very rare to have lawsuits seeking compensation, as
judicial cases can take many years and the amounts are not
significant.

Furthermore, product liability is ruled by the Consumer
Protection Code (Law N° 29571), which provides that
consumers are entitled to the repair or replacement of the
product, performance of a new service, or a refund of the
consideration paidin certain cases, such aswhen: (a) materials,
elements, substances or ingredients contained in products
do not conform to the specifications offered; (b) the product,
because of its deficiencies in manufacturing, processing,
structure, quality or health or latent defects, is not suitable for
the use for which it is intended; or (c) delivery of the product or
performance of the service is not made in a timely manner and
is not useful for the consumer.

1.3 What other general impact does the regulation of

life sciences products have on litigation involving such
products?

Generally speaking, regulation of life sciences products has
a stronger impact in administrative instances than in judi-
cial instances. In administrative cases, companies are sanc-
tioned with fines and/or temporary or definitive closure of the
establishment, as well as being obliged to comply with correc-
tive measures (only if the infringing conduct has no effects or
impact on the market can the sanction be a warning); however,
they do not seek consumer indemnity. Aside from the fines
imposed, there are other measures that the administrative
authorities can order, such as the following:

(i) Precautionary measures: these measures can be ordered
at any stage of the proceeding. These are, e.g., the cessa-
tion of the infringing action, closure of an establishment,
banning of a website, immobilisation of goods, etc.

(ii) Corrective repair measures: these measures are aimed
at compensating any direct monetary consequences
resulting from the infringement (e.g., giving back the
money paid by the consumer, changing the product, etc.).

(iif) Corrective supplementary measures: these measures
are aimed at reverting the effects of infringing conduct
or preventing them from happening again in the future
(e.g., publication of a rectification).
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(iv) Fines for non-compliance: if a fine is not paid or a
measure is not complied with, additional sanctions can
be ordered.

Indemnity is only established in judicial cases. The proce-
dure can last many years and the plaintiff must prove the harm
caused in order to try to obtain compensation for damages,
which, in most cases, do not involve large amounts of money.

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?

There are some private associations, such as the National
Association of Pharmaceutical Manufactures (ALAFARPE), the
Lima Chamber of Commerce, the Latin American Association
of Pharmaceutical Laboratories, among others, that have
their own codes of ethics or conduct which they expect their
members to follow. Because the cases that are brought to said
private associations are not public, they are treated as confi-
dentialinformation, and itis not possible to know theirimpact.

Since enrolment in these self-regulatory codes is volun-
tary, lack of compliance with the rules included in these codes
would not have a major impact on a judicial case.

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?

Indeed. Warnings of the risks of the products mustbe included
notonly on thelabel of the drugs, medical devices and cosmetic
products, but also on each insert (if applicable). It is manda-
tory to do this. Warnings are considered relevant information
and therefore not providing one will not only be considered
an infringement of Law N° 29759, but also of the Consumer
Protection Code (Law N° 29571) for not providing proper infor-
mation so that the consumer could make an adequate and
informed decision.

Failure to provide warning about the products will not only
immediately trigger the titleholder’s responsibility of the
marketing authorisation, but also the responsibility of the
companies that participate in the distribution and commer-
cialisation channel.

2 Manufacturing

2.1 What are the local licensing requirements for life

sciences manufacturers?

Laboratories — life sciences manufacturers — require a Health
Authorisation to operate.

Laboratories shall comply with the requirements estab-
lished in the Good Manufacturing Practices, Good Laboratory
Practices, Good Storage Practices and Good Pharmacovigilance
Practices.
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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?

Certificates of Good Manufacturing Practices issued by
Competent Authorities with high sanitary surveillance are
acceptable by Digemid. The countries with high sanitary
surveillance are: Australia; Austria; Belgium; Canada; Denmark;
France; Germany; Hungary; Ireland; Italy; Japan; Korea; the
Netherlands; Norway; Portugal; Spain; Sweden; Switzerland;
the United Kingdom; and the United States of America.

Additionally, Article 113° of Supreme Decree N° 014-2011-SA
states that a Certificate of Good Manufacturing Practices,
granted by the competent authorities from other countries
with whom mutual recognition agreements have been signed,
is also considered valid. However, to date, no mutual recogni-
tion agreements have been executed.

2.3 What is the impact of manufacturing

requirements or violations thereof on liability and
litigation?

If non-compliance with the manufacturing requirements is

detected, there is a system of penalties which may be imposed.

These could range from financial penalties to the closure of an

establishment. In order to protect the health of the popula-

tion, the security measures adopted by the Peruvian health

authority are based on the following principles:

(i) Protection of people’s health and life.

(i) Measures should be applied objectively, impartially and
independently.

(iif) Measures should be proportional to the aim pursued.

Immediate security measures can be applied, such as: with-
drawal of products from the market; destruction of products,
supplies, materials, equipment or machinery; and discontin-
uation of the manufacturing process at any of its stages, etc.
(Article 49° of Law N° 29459).

Further, itis important to mention that the pharmacist who
assumes the technical direction of a laboratory is responsible
for meeting the quality requirements of the products that are
made, imported, exported, stored, distributed or dispensed
therein, as appropriate. Likewise, he/she is responsible for
compliance with Good Practices.

At the same time, the responsibility of the technical director
is shared jointly with the owner or legal representative of the
laboratory.

3 Transactions

3.1 Please identify and describe any approvals

required from local regulators for life sciences
mergers/acquisitions.

The Peruvian Merger Control Law was published on January 7,
2021 (the “Merger Control Law”) and entered in full force and
effect on June 14, 2021.

Operations under the Merger Control Law include any act or
transaction involving a transfer or change of control, directly
or indirectly, in a company or part of a company, for example:
(a) mergers; (b) share purchases; (c) the creation of a joint
venture or any other similar arrangement involving the acqui-
sition of joint control over one or more economic agents; and
(d) asset purchases.
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The transactions subject to prior authorisation are those
that meet the following: (a) they imply a transfer or change
of control' in a company or part of a company; (b) they are
executed in Peru or abroad but have effects in all or part of
Peruvian territory; and (c) they reach or meet, jointly, the
following thresholds:

(i) the aggregate value of annual sales or gross income or
the book value of the assets in Peru (and their respec-
tive economic group)®involved in the transaction during
the past tax year has reached an amount equal or greater
than 118,000 Tax Units (approximately US$169MM);* and

(ii) theaggregatevalue of annualsales or grossincome or the
book value of the assets in Peru, reported by at least two
of the companies involved in the transaction (individu-
ally evaluated) during the past tax year, has reached an
amount equal to or greater than 18,000 Tax Units, each
(approximately US$25 MM for each company and its
economic group). The Merger Control Law only considers
local turnover for the thresholds’ calculation.

In the event of a merger or acquisition of joint control, all
economic agents involved in the transaction must submit a
joint request for authorisation before the Peruvian Antitrust
Authority (INDECOPI). In all other cases, the request for
authorisation must be submitted by the economic agent that is
acquiring control over all or part of one or more economic agents.

Finally, please consider that even when a concentration does
notmeet the above-mentioned thresholds, INDECOPI may actex
officio when there are reasonable indications to consider that the
transaction may generate a dominant position or affect effec-
tive competition in the relevant market. This action may only
be triggered up to one year after the transaction’s closing date.

Non-compliance with the provisions set forth in the prior
control regime may lead to the imposition of a fine of up to 12%
of the infringing company’s or its economic group’s sales or
grossincome during the calendar yearimmediately prior to the
issuance of INDECOPI’s resolution. Additionally, INDECOPI
may establish corrective measures aimed at reversing the
unlawful concentration.

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

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

There are no restrictions on ownership of life sciences compa-
nies. The only restriction for a foreign natural person or legal
entity is that, within a distance of 50 kilometres from the
border, foreigners may not acquire or possess under any title,
directly orindirectly, land, mines, forests, water, fuel or energy
sources, whether individually or in partnership, under penalty
of losing to the State that right so acquired. The sole exception
involves cases of public need expressly determined by execu-
tive decree and approved by the Ministry Council.

Under Peruvian law, product liability is ruled under the
Consumer Protection Code and the Civil Code. The Consumer
Protection Code applies to any consumption relationship
(established between consumer and supplier) entered into in
Peruvian territory or whose effects are performed therein. If the
Consumer Protection Code is thus not applicable, then product
liability shall be regulated by the general rules provided in the
Civil Code; however, those Peruvian laws are applicable.

The Consumer Protection Code provides that consumers are
entitled to repair or replacement of the product, performance
of anew service, or a refund of the consideration paid in certain
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cases, such as when: (a) materials, elements, substances or
ingredients contained in products do not conform to the spec-
ifications provided; (b) the product, because of its deficien-
cies in manufacturing, processing, structure, quality, health or
latent defects, is not suitable for the use for which itis intended;
or (c) delivery of the product or performance of the service is
notmadein a timely manner and is not useful for the consumer.

Suppliers that cause damages to consumers through defec-
tive products are subject to strict liability and must pay
compensation in accordance with the provisions of the Civil
Code in the corresponding judicial process. When there are
several suppliers of a product (for instance, manufacturer and
distributor), they all shall be jointly liable. Notwithstanding
the foregoing, each supplier has a right of recourse against
the supplier that provided the defective product or caused the
defect. Asupplieris also administratively liable for any breach
of the Consumer Protection Code. The proceeding shall be
conducted before INDECOPI, which may impose fines of up
to US$640,000 (approximately). INDECOPI may also impose
remedial and complementary corrective measures.

The Civil Code does not contain specific product liability
rules. Nonetheless, general principles of civil liability contained
in the Civil Code empower the victim of damage caused by a
defective product to claim the corresponding compensation.

The Civil Code regulates the liability arising from a contrac-
tual breach. When the seller and the buyer are bound by a
contractual relationship and the damage suffered by the buyer
is adirect consequence of the breach by the seller in the perfor-
mance of its obligations, civil liability for those damages shall
be ruled under contractual liability. In this case, the seller
shall be liable as long as any degree of fault is demonstrated.
For instance, if the manufacturer (or distributor) demon-
strates that it implemented a quality-check system, it may not
be liable for the damages caused to the buyer.

The Civil Code also provides rules regarding compensa-
tion for latent defects existing in the moment of transfer of
title. Latent defects are those that the purchaser cannot detect
when acting diligently. Under Article 1508 of the Civil Code,
the purchaser of a fungible defective product is entitled to
require, in place of sanitation, the delivery of another of the
same kind. Alternatively, under Article 1511, the purchaser is
entitled to require the termination of the contract, the return
of the defective product to the seller and the reimbursement
of the paid price. Otherwise, under Article 1513, the purchaser
may require a reduction in the paid price, retaining ownership
of the product. Remedies provided by Articles 1511 and 1513
expire after three months. However, note that the buyer may
contractually waive these specific compensation rights. The
waiver shall be ineffective in case of gross negligence or wilful
misconduct of the seller.

Finally, when there is no contractual relationship between
seller and buyer (for instance, between the manufacturer and
the final user), the seller may also be liable under tort liability.
Article 1970 of the Civil Code provides that if someone causes
damage to another by means of arisky or dangerous good or the
exercise of a risky or dangerous activity, it must compensate
the victim of the damage. This Article incorporates the strict
liability principle in the Peruvian tort system, under which no
degree of fault must be demonstrated. Peruvian scholarship
argues that a defective product is a risky product and, there-
fore, when there is no contractual relationship between the
seller and the buyer and the defective product causes damages
to the buyer, the seller is subject to strict liability.

Compensable damages on extra-contractualliabilityinclude
loss of profit, damages to the person and moral damages,
provided there is a relation of adequate causality between
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the fact causing the damage and the damage produced. An
adequate cause is one that in ordinary circumstances deter-
mines, produces or has the effect of producing the damage.

Furthermore, damages must be proven in order to be recov-
erable, although the Courts may use their criteria and discre-
tion when evaluating the damages. The party who alleges
damages must prove its existence and quantum. If the magni-
tude and amount of damage cannot be determined, compen-
sation will be fixed according to the Court’s criteria, consid-
ering the material difficulty in proving the value or amount of
certain damages, because of its nature or the circumstances
involving such damages.

If criminal liability is determined to exist by the Peruvian
Courts due toillegal acts carried out by legal representatives of
the company in the execution of their duties, such liability will
only be applicable to the company’s representatives involved
in such illegal acts. Due to the nature of our criminal legal
system, criminal responsibility is only applicable to individ-
uals and not legal entities. The indemnification will be calcu-
lated based on the damages, loss of profit and moral damages
caused to the Peruvian State.

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 following legislation governs advertising of pharmaceu-

tical products and medical devices:

B General Law of Health (Law N° 26842);

[ Law on Pharmaceutical Products, Medical Devices and
Sanitary Products (Law N° 29459);

m  Regulations for the Registration, Control and Sanitary
Surveillance of Pharmaceutical Products, Medical
Devices and Sanitary Products (Supreme Decree N°
016-2011-SA) and amendments;

B Regulations on Pharmaceutical Establishments (Supr-
eme Decree N° 014-2011-SA) and amendments;

B Administrative Directive that regulates the activities
of medical sales representatives or other actors of phar-
maceutical companies in Health Facilities (Ministerial
Resolution N° 413-2015/MINSA);

B MinisterialResolutionN°474-2020-MINSAthatapproved
the Technical Health Standard on Ethical Criteria for the
Promotion and Advertising of Pharmaceutical Products,
Medical Devices and Health Products;

m  Law on Suppression of Unfair Competition (Legislative
Decree N°1044); and

m  Consumer Protection Code (Law N°29571).

The regulatory bodies are:

m  the Unfair Competition Commission of INDECOPI;

m  the Consumer Protection Commission of INDECOPI; and

m  Digemid.

It is important to mention that advertisements do not
require the prior authorisation of any authority. Supervision
and control take place after the advertisement is released
(ex-post control). The principal rule is that the promotion
and advertising of drugs and medical devices for sale with a
medical prescription must be addressed exclusively to physi-
cians. Therefore, it is prohibited to promote and advertise
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drugs under medical prescription for the general public. This
prohibition is also applicable to health establishments (hospi-
tals, clinics, etc.), since Article 195 of Supreme Decree N°
016-2011-SA states that the installation of modules or spaces
in such places, to carry out promotion and advertising activi-
ties or delivery of drugs or other pharmaceutical products, will
not be authorised.

In addition, as a general rule, Law N° 26842 states that
advertisements must not contain exaggerations or other
inaccurate information on their properties, which may lead
consumers to error, and must not encourage self-medication
and irresponsible use.

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”)?

Such promotion is not possible.

The information provided in a promotion or in advertising
must coincide with the information authorised, along with
the marketing authorisation. Likewise, according to Supreme
Decree N° 016-2011-SA, the promotion and advertisement of
drugs must include information that appears in the technical
specifications and must be legible, clear, truthful, accurate,
complete and updated, and in the Spanish language.

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?

Most of the litigation related to advertising and promo-
tion of drugs and medical devices is resolved by the Unfair
Competition Commission of INDECOPI, which is the national
administrative entity responsible for the verification of compli-
ance with the rules governing advertising regarding all kinds
of products (including drugs, medical devices and cosmetics).
Such entity is empowered to order the cessation of advertising,
as well as to impose fines. In fact, the fines imposed on phar-
maceutical companies are usually bigger than in other cases,
because they involve providing or not providing proper infor-
mation that could affect the end user’s health.

Many of the cases regarding advertising of drugs are consid-
ered unfair competition conduct in the manner of acts of
deception (which consist of providing information or state-
ments that mislead regarding the nature, method of manufac-
ture or distribution, characteristics, capacity for use, quality,
quantity, price, conditions of sale or acquisition and, in
general, regarding the attributes, benefits or conditions corre-
sponding to the goods; as well as the dissemination of testimo-
nial advertising not supported by authentic and recent experi-
ences of a witness) or acts against the legality principle (which
consist of advertising that does not respect mandatory regula-
tions of Law N° 29459 and the Rules).

The determination of the existence of an act of unfair compe-
tition does not require proof of the awareness or of the actual
committing of such act. Itis not necessary to prove that such
act causes actual harm to the detriment of another compet-
itor, consumers or economic public order; the mere possibility
of causing harm is enough.
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5 Data Privacy

5.1 How do life sciences companies that distribute

their products globally comply with data privacy
standards such as GDPR and other similar standards?

The Peruvian Personal Data Protection Law enacted by Law
N° 29733, and its regulations approved by Supreme Decree N°
003-2013-JUS, apply to personal data contained or destined
to be contained in a public or private personal database to be
processed in Peru.

The EU’s Data Protection Directive (Directive 95/46/EC) has
inspired Peru’s Personal Data Protection Law. However, since
the General Data Protection Regulation (GDPR) came into
force on May 25, 2018, multinational companies have sought to
harmonise their local data protection policies in the light of the
new EU legal framework. For example, some are reviewing their
Binding Corporate Rules (BCRs), and Codes of Conduct, etc., to
assess whether or not there are requirements that may conflict
with local laws, in order to allow them to reach GDPR compli-
ance whilst avoiding contingencies in the light of Law N°29733.

It is worth noting, however, that the new regulations of
the Peruvian Personal Data Protection Law were approved by
Supreme Decree N° 016-2024-JUS and will enter into force on
March 30, 2025. These new regulations are inspired by the
GDPR.

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?

Law N° 29733 does not expressly regulate the processing of
personal data in the context of litigation. However, note that
personal data potentially contained in documents, evidence or
thelike s still protected under the local data protection frame-
work. This protection extends to any personal data that may
be contained within these documents.

However, much of the processing of data will be carried out
relying on a legitimate interest (e.g., asserting or defending a
legal right at the Courts). That being said, we recommend that
data processing be kept to a minimum and only concern truly
relevantdata. Irrelevantdata could be anonymised or redacted.
Finally, confidentiality and security during processing should
be maintained at all times.

Unlike arbitration, judicial litigation is not confidential.
Documents and general information produced in judicial liti-
gation (resolutions or any judicial decisions) can be known by
anyone.

Regarding documents treated as evidence in judicial litiga-
tion, although only the parties and the judge can access them
easily, there are no legal restrictions to maintain their confi-
dentiality. Only those documents that have been previously
subject to a confidentiality agreement, or that are legally
considered trade secrets, would be declared confidential.

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

on litigation?

The health sector is subject to extensive laws and regulations,
including but not limited to the protection of personal data.
The health sector in Peru is still not heavily technology-based in
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comparison to developed countries. However, when making use

of technological tools that process personal-health-related data,

it is important to bear in mind that it is considered sensitive
information and, as such, there is a series of requirements that
must be fulfilled. Among others, these requirements include:

B obtaining the prior, informed, express and unequivocal
written consent of the individual whose data is being
processed;

B registering their databases containing personal data
and reporting cross-border transfers of such data to
the Peruvian National Authority for Personal Data
Protection;

m  adopting technical, organisational and legal measures
to guarantee the security of the personal data they hold,
which must be appropriate to the nature and purpose of
the personal data involved; and

B maintaining the confidentiality of the personal data.

Notwithstanding the foregoing, the consent of the indi-
vidual whose data is collected is not required when, in the
light of risky circumstances, the data is processed within the
healthcare network for the rendering of healthcare services
to such individual, including prevention, diagnosis or appro-
priate treatment. In addition, such consent is not required
when processing is needed for: compelling reasons in the
public interest contemplated by law; treatment for public
health reasons; or epidemiological or similar studies. In addi-
tion, under the General Health Law (Law N° 26842), data
related to the provision of healthcare services, including
printed or electronic health records, is protected, and health-
care facilities and professionals may face administrative, civil
or criminal liability for disclosing such information to third
parties, subject to certain exceptions.

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.

Law N° 26842 provides that health protection is a matter of
publicinterest and, therefore, the State is responsible for regu-
lating, overseeing and promoting health protection, and the
State promotes scientific and technological research in the
health field. Article 28 of the mentioned Law provides that
experimental research involving human beings must comply
with special legislation on this matter and with the ethical
principles contained in the Declaration of Helsinki, as well as
in successive declarations updating said principles.

The Clinical Trials Regulations approved by Supreme Decree
N° 021-2017-SA, and the Manual of Procedures approved by
Resolution N° 279-2017-J-OPE/INS, are the regulations that
govern clinical trials in Peru. These Regulations are aimed
at establishing the procedure to be followed to authorise and
perform clinical trials in Peru and take subsequent action in
relation thereto.

Supreme Decree N° 021-2017-SA expressly indicates that the
sponsor and the principal investigator are legally liable for
providing free medical attention to the subject under inves-
tigation due to any harm suffered during a clinical trial. The
sponsor is also obliged to grant compensation for the damages
caused to the subject without prejudice to its obligation to
obtain insurance prior to the beginning of the clinical trial.
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As per judicial cases involving injuries associated with the
use of the product, there are no special rules other than those
that govern evidence in a civil action, according to the Code
of Civil Procedure. Those rules are related to: (i) offering any
type of proof to the judge, according to the principle of burden
of proof; (ii) the kind of evidence that could be submitted, such
as documents, witness statements, an expert report and judi-
cial inspections; and (iii) the schedule of evidentiary hearings.

In addition, offering the judge evidence that demonstrates
liability, leading him/her to be convinced of a certain position,
is the most important aspect, and will determine a positive
judicial decision.

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 test in a
particular patient population)?

No. Liability for failure to test in certain patient populations
is notrecognised.

Exhibit 1 of Supreme Decree N° 021-2017-SA states that the
research protocol guide must inform the target population to
which the investigational product will be applied and justify
this selection.

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

requirements or regulations govern compassionate use
programmes?

Yes. Compassionate use of unapproved drugs is permitted. In

Peruvian regulations, it is referred to as post-study access.

Article 115° of Supreme Decree N° 021-2017-SA sets out that
post-study access is understood to mean free availability to
the trial subject to the investigational product used in a clin-
ical trial — even if it has already obtained sanitary registration
in the country — after the study has been completed or if his/her
participationin the study has ended. Before the beginning of the
study, post-study access must be contemplated, and this infor-
mation must be provided during the informed consent process.

In this regard, the following matters will be taken into
account: the severity of the medical condition of the subject;
the expected effect of withdrawing or modifying the medical
treatment (if the suspension of the treatment can adversely
affect his/her health or wellbeing); the lack of satisfactory
therapeutic alternatives in the country for the medical condi-
tion of the trial subject; and the availability of enough infor-
mation about the efficacy, safety and risk-benefit balance of
the intervention.

To use an investigational product under post-study access
conditions, it should have been proven to be beneficial for
the trial subject, in the opinion of the principal investigator,
in which case it will continue to be used to the extent it is
beneficial.

Post-study access authorisation can be granted through the
following mechanisms:

m  Authorisation of a clinical trial carried out as part of an
extension study, which will be granted by the Office of
Research and Technological Transfer (OGITT in Spanish)
of the National Institute of Health (INS in Spanish).

m  Authorisation by Digemid of an investigational product
that has been proven to be beneficial for the trial subject,
atthe sole discretion of the principal investigator, in which
caseitwill continue to be used to the extentitis beneficial.
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If a principal investigator considers that the trial subject
should be given post-study access to an investigational
product, then he/she should give notice thereof to the clin-
ical trial sponsor, which must, in turn, request Digemid’s
authorisation.

6.4 Are waivers of liability typically utilised with

physicians and/or patients and enforced?

No. There are no waivers when harm is suffered as a result of
aclinical trial.

The sponsor is obliged to grant compensation for the harm
sustained by a trial subject as a result of the use of the inves-
tigational product or a procedure followed or intervention
undertaken in connection with the research, as is the case for
non-therapeutic procedures.

For purposes of the liability regime contemplated in Article
27 of Supreme Decree N° 021-2017-SA, the sponsor must take
out an insurance policy covering any harm sustained by a
trial subject as a result of his/her participation in the clinical
trial. Before the policy’s inception, the sponsor must have a
financial fund in place to guarantee that the trial subject will
receive medical care and treatment at no cost, immediately
andin a timely fashion if he/she suffers any adverse effect from
the clinical trial. The insurance policy must have coverage
in the country. If the insurance policy was taken out with a
foreign insurance company, then said company must have a
legal representative in Peru. In both cases, this information
must be included in the informed consent.

The insurance policy must be kept in full force and effect
until the date of filing of the National Final Report. Atthe end
of this period, it must be renewed to the extent a possibility
exists that delayed damage could occur, even until the end of
the Court proceeding filed, if any, as a result of the damage
caused to the trial subject as a direct result of the clinical trial.

6.5 Is there any regulatory or other guidance

companies can follow to insulate or protect themselves
from liability when proceeding with such programmes?

Supreme Decree N° 021-2017-SA must be followed in order to
proceed with the compassionate use programme. In thisregu-
lation, the compassionate use programme is known as “post-
study access”.

It should be mentioned that there is no other guidance that
companies can follow to protect themselves from liability
when proceeding with such programmes.

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.

The recall procedure for non-pharmaceutical products is regu-
lated in Articles 28 and 29 of Law N° 29571, the Consumer
Protection Code, whose Regulation was approved through
Supreme Decree N° 050-2016-PCM. In thisregard, the national
authority in charge of the aforementioned procedure is the
National Authority of Consumer Protection of INDECOPI.
The mentioned norm states that when a good is offered in
the market and afterwards the manufacturer, distributor or
providers come to know that said good could create an unfore-
seen risk or hazard to the safety or health of consumers,
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they are under an obligation to: (i) report the incident to the
competent authority; (ii) instigate a recall of the goods and
services; (iii) exchange or repair the goods; and (iv) inform the
consumers as soon as possible regarding the warnings.

On the other hand, regarding pharmaceutical products,
medical devices and cosmetics, the recall procedure is regu-
lated in Law N° 29459, Supreme Decree N° 014-2011, and the
“Manual of Good Practices of Storage of Pharmaceutical
Products, Medical Devices and Sanitary Products in
Laboratories, Drug Stores, Specialised Storages and Customs
Warehouses”, approved through Ministry Resolution N°
132-2015/MINSA. The national authority in charge of the
aforementioned procedure is Digemid.

In both cases (non-pharmaceutical products and pharma-
ceutical products), the supplier isin charge of withdrawing the
products where there is any suspicion of defects.

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 are no differences.

In Ministry Resolution N° 132-2015/MINSA, the proceeding
for withdrawing drugs, medical devices and other life sciences
products is established as detailed below:
® A duly documented system for the fast and effective

withdrawal of a product from the market in case of any
suspicion of defect, or when the defect is already known.

m  The products subject to withdrawal shall be stored
in a reject/return area until their final destination is
established.

m  The holder of the marketing registration shall order
the withdrawal from the market of products, batches,
models, identification series or codes and, if necessary,
inform Digemid of the situation.

B The development of the withdrawal shall be monitored
and registered and a report of the same shall be written.
The registrations shall include the quantities of the
distributed and withdrawn products from the market,
ensuring the total collection of the goods and the dispo-
sition or decision taken related to the same. Said report
shall be available when Digemid requests it.

7.3 How do product recalls affect litigation and

government action concerning the product?

Regarding non-pharmaceutical products, the recall does
not affect litigation and government action concerning the
product. This is because, in a recall procedure, the infraction
has not materialised but a risk of having any dangerous situ-
ation for the consumer has been detected. Under such proce-
dure, once the infraction has been set out, the supplier should
commence the corresponding sanction proceeding.

Notwithstanding, applying a correct recall procedure might
be considered a mitigating factor for the imposition of a fine.

Regarding pharmaceutical products, actions of suspen-
sion and/or cancellation of a marketing authorisation might
be ordered, as well as the temporary or definitive closure of
an establishment and other security measures according to
Article 49 of Law N°©29459.
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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?

Regarding non-pharmaceutical products, to date, we are not
aware of any case in which a recall procedure executed in
the USA or Europe has had any impact on the decision of the
competent authority, where risk to a consumer has arisen.

On the other hand, regarding pharmaceutical products,
according to Law N° 29459 and its Regulations, Digemid must
publish alerts as a result of national and international drug
surveillance when sanitary risk is involved.

7.5 What protections does the jurisdiction have for

internal investigations or risk assessments?

There is no legal protection. However, on November 30, 2019,
Supreme Decree N° 185-2019-PCM was published, approving
theRegulation promotingandsupervisingthevoluntaryimple-
mentation of regulatory compliance programmes on consumer
protection and commercial advertising. The Regulation sets
out the components that compliance programmes shall have
so that their implementation by a company can be considered
a mitigating circumstance at the time of imposing sanctions
due to a breach of consumer protection or commercial adver-
tising regulations.

7.6 Are there steps companies should take when

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

Regarding pharmaceutical products, the guidelines to be
followed are detailed in question 7.2 above.

In cases of sanitary risks and/or infringements of law, the
fastrecall of products from the market and timely information
to consumers might be considered mitigating factors.

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.

In the Peruvian judicial legal system, there is no regula-
tion of aggregate litigation as mass tort or class actions. The
most similar options to these are diffuse interests, which are
covered by a specific regulation under Article 82 of the Code
of Civil Procedure. In particular, only the Public Prosecutor’s
Office, regional governments, local governments, rural or
indigenous authorities, and non-profit associations can lodge
complaints, and only related to liability for environmental
damages or cultural heritage.

However, on the administrative side, the Consumer
Protection Code includes provisions about consumers’ collec-
tive defence. According to these provisions, the exercise of
actions for the defence of consumers’ rights can be carried
out individually or to the benefit of the collective or diffuse
interest of consumers. For these purposes, itis understood as:
(i) Consumers’ collective interest: these are actions

promoted in defence of common rights to a determined
or determinable group of consumers that are associated
with a supplier and that can be grouped within the same
group or class.
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(i) Consumers’ diffuse interest: these are actions promoted
in defence of an undetermined group of affected
consumers.

Duly recognised consumer associations are entitled to file
complaints before the Consumer Protection Commission in
defence of collective or diffuse interests of consumers or of
those who are potentially affected. The Consumer Protection
Commission can sanction the defendant and can also order
corrective measures, but it cannot award damages. Damages
can only be awarded by the Judiciary.

In addition, both the Consumer Protection Commission and
consumer associations are able to initiate judicial proceed-
ings in defence of consumers’ diffuse interests, requesting the
payment of damages to any consumer who has not expressly
opted out.

8.2 Are personal injury/product liability claims

brought as individual plaintiff lawsuits, as class actions
or otherwise?

In the Peruvian legal system, personal injury/product liability
claims are brought as individual plaintiff lawsuits. The victim
has the right to file a personal injury/product liability complaint
due to individual damages suffered. Additionally, if there
are cases where more than one person has been damaged in a
common situation, they have substantive capacity and can agree
to file a personal injury/product liability complaint as a group.

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?

There are no particular standards for that kind of claim. A

favourable judicial decision depends on the verification in liti-

gation of the elements for the determination of liability, which
are: (i) unlawful act; (ii) causality; (iii) wilful misconduct or
gross negligence; and (iv) proven damage.

(@) Yes, our legislation permits claims seeking to recover
damages for injuries sustained as a result of the use of a
life sciences product, but it is not regulated as such in our
procedural legal system.

(b) There is no rule about strict liability in our procedural
legal system as such but, depending on each case, judges
will analyse liability depending on the technical devel-
opment of the products that people allege caused them
injuries.

Then, if the technical development of a certain product has
evolved over time, so thatits contingencies are publicly known,
judges would consider that there is a well-founded right for the
victim to receive compensation. However, when a product has
notbeen developed technically, a judge probably will not grant
compensation to the victim, in order to protect and incentivise
the technical development of that kind of product.

8.4 Are there any restrictions on lawyer solicitation

of plaintiffs for litigation?

Prior to litigation, in order to determine the validity of any
liability complaint, it is necessary for both parties to obtain an
Out-Of-Court Settlement Agreement, according to the Out-of-
Court Settlement Law.
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8.5 What forms of litigation funding are permitted/

utilised? What, if any, regulation of litigation funding
exists?

The law does not establish forms of litigation funding. No
regulation on litigation funding exists. Litigation expenses
are therefore covered by each party. This means each party
must pay the fees related to Courtfiling and official notice, and
the costs in order to acquire evidence. At the end of the litiga-
tion, the judge may decide that the losing party must pay Court
costs and attorney fees to the party who won the case.

8.6 What is 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?

The determination of liability in a specific case does not imply
automatically that a judge will determine liability in subse-
quent cases. The Court’s analysis in each case is required
in order to determine the essential elements of liability,
depending on the specific circumstances. Thus, the quality
of res judicata of a particular judgment cannot be replicated in
decisions in other cases.

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?

In litigation, a variety of evidence that parties could offer
may be admitted, including decisions related to subsequent
remedial measures. Naturally, the party who offers a deci-
sion related to remedial measures as evidence is seeking to
convince the judge of its position and reduce or increase the
amount of compensation.

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 condition of an adverse effect must be determined by a
physician and he/she must report such situation to Digemid.
Laboratories are also obliged to report to Digemid any adverse
events caused by a drug. For the plaintiff, the condition of an
adverse event could be proven with the communications made
to Digemid by the physician or the laboratory.

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?

Depositions are conducted under the rules of the Civil
Procedure Code in our jurisdiction. They can serve as evidence
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in particular cases, so that the judge can finally issue his/her
judgment. Thus, such depositions cannot be used in litigation
pending outside the jurisdiction due to the fact that they are
evidence in a pending case. Only at the end of litigation can
any information from the case be used in other cases, including
those outside the jurisdiction, due to its final resolution.

If a particular case is developing in our jurisdiction,
witnesses for deposition must testify in front of a domestic
judge. Apartfrom that, there are no particular “blocking” stat-
utes that would prevent the deposition from being conducted
in or out of the country.

The company can produce witnesses for deposition volun-
tarily, but will analyse whether this will contribute to the
strategy of the company, and also consider economic and time
resources.

Parties are notrequired to go through the Hague Convention
to obtain testimony, in domestic cases.

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?

Aslong as an in-house counsel also represents the interests of
the company (client), the attorney-client privilege is the same
as it would be between a counsel and a legal representative of
the company. Thus, the counsel represents the company in
litigation and always shares the strategy with the client.

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?

On the one hand, in cases of communications with counsel in
the country, meetings between clients and counsel in order
to agree on the strategy at every stage of litigation are recom-
mended, including with the purpose of exchanging informa-
tion that is confidential for clients.

On the other hand, in case of communications with counsel
outside the country, frequent contact through conference calls
and email are important. In both cases, counsel have a duty
of confidentiality relating to the information of their clients.

8.12 What limitations does the jurisdiction recognise

on suits against foreign defendants?

There are no limitations per se on recognising suits against
foreign defendants. Naturally, as foreign defendants, they need
to designate an attorney with sufficient powers to represent
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clients in Peru. If that does not occur, according to domestic
law, the foreign defendant could be declared in default in liti-
gation, with the risk of negative results in future litigation.

8.13 What is the impact of U.S. litigation on

“follow-on” litigation in your jurisdiction?

Thereisnoimpact of U.S. litigation on private damages actions
in the civil Courts, due to the different regulation between
the legal systems. In the U.S., the treatment of liability is in
accordance with common law and prevention rules, while in
Peru the rules for claims of liability are those from the Civil
Code and Civil Procedure Code.

8.14 What is the likelihood of litigation evolving in

your jurisdiction as a result of U.S. litigation?

In the Peruvian legal system, litigation hardly ever evolves as
a result of U.S. litigation, because they are different models
with different regulations on liability. A result of U.S. litiga-
tion could contribute to academic knowledge in law but will
not specifically impactlitigation or a future judgment.

8.15 For EU jurisdictions, please describe the status
and anticipated impact of the Collective Redress

Directive and Product Liability Directive on drug and
medical device litigation in your jurisdiction.

This is not applicable in Peru.

Endnotes

1 Please consider that “control” is defined by the Merger Control Law
as the possibility of exercising a decisive and continuous influence
on an economic agent through (i) property rights or rights for the
use of all or part of the company’s assets, or (ii) rights or contracts
that allow continuous and decisive influence on the composition,
deliberations or decisions of the board of directors or other bodies
of the company, or directly or indirectly determine the company’s
competitive strategy.

2 Please consider that “economic group” is defined by the Merger
Control Law as two or more economic agents, national or foreign,
where one of them exercises control over the others, or when the
control over the economic agents is exercised by a natural person

acting as a unit of decision.

3 The applied exchange rate was calculated using the Peruvian
Central Bank’s most recent information as instructed by INDECOPI
and must be updated by the end of every month.

Drug & Medical Device Litigation 2025



Rodrigo, Elias & Medrano Abogados

Maria del Carmen Alvarado specialises in intellectual property, with an emphasis on trademarks, patents, copyright, and domain
names, as well as on life sciences and healthcare. She was Head of the Office of Distinctive Signs of the National Institute for the
Defence of Competition and Protection of Intellectual Property (INDECOPI).

Maria was also a foreign attorney at Frito-Lay Inc. in Dallas, and President of the Peruvian Association of Industrial Property and
Copyrights (2011-2013).

Rodrigo, Elias & Medrano Abogados Tel: +511 619 1900

Av. Pardo y Aliaga 652, Piso 8 Email: mcalvarado@estudiorodrigo.com

San Isidro, Lima LinkedIn:  www.linkedin.com/in/maria-del-carmen-alvarado-089651192
Peru

Maritza Reategui is a partner and Head of Rodrigo, Elias & Medrano’s Life Sciences & Healthcare group. She counsels on pharmaceu-
tical and biotechnology matters, such as cosmetics and healthcare products, medical devices, natural products, medical-use cannabis,
food and beverages, and agrochemical industries. She represents clients in legal proceedings and in strategy design for health registry
filing and protection, data protection for trials, clinical studies, right to petition, and the sanctions process, before administrative

authorities such as: the General Directorate of Medicines, Supplies and Drugs (Digemid); the General Environmental Health Agency
(DIGESA); the National Service for Agricultural Health (SENASA); and the National Health Institute (INS).

Maritza is the Director of the Master’s programme in Intellectual Property, which includes Pharmaceutical Law, at the Graduate School of
the Cayetano Heredia Peruvian University. A particular focus of her practice is assisting pharmaceutical, biotechnology, medical device
and diagnostic companies, as well as foods, dietary supplements and cosmetics.

Rodrigo, Elias & Medrano Abogados Tel: +511 619 1900

Av. Pardo y Aliaga 652, Piso 8 Email: mreategui@estudiorodrigo.com

San Isidro, Lima LinkedIn:  www.linkedin.com/in/maritzareategui
Peru

Ricardo De Vettor specialises in trademarks, copyright, consumer protection, unfair competition, violation processes, and life sciences
and healthcare. Ricardo counsels on designing litigation strategies and represents clients in all kinds of administrative and judicial
procedures related to pharmaceutical and biotechnology matters, industrial property (oppositions, annulments and cancellations), viola-
tion actions, consumer protection and unfair competition acts. Ricardo is the former Secretary of the Peruvian Association of Industrial

Property and Copyrights (APPI).

Rodrigo, Elias & Medrano Abogados Tel: +511 619 1900

Av. Pardo y Aliaga 652, Piso 8 Email: rdevettor@estudiorodrigo.com

San Isidro, Lima URL: www.estudiorodrigo.com/abogado/ricardo-de-vettor
Peru

Rodrigo, Elias & Medrano Abogados is a full-service firm with 30 prac-
tice groups, covering all areas of corporate law. All of our teams are at
the forefront of the market and regularly participate in the most complex
and sophisticated transactions in the country. We have extensive experi-
ence handling cross-border matters, including award-winning deals and
international litigation and arbitration claims.

The Life Sciences & Healthcare group at Rodrigo, Elias & Medrano
Abogados comprises lawyers and pharmacists. The team regularly
advises biotechnology companies, research companies, food and bever-
ages companies, animal health companies, agrochemical companies, as
well as other entities related to health, on pharmaceuticals (pharmaceu-
tical products, cosmetics and healthcare products). We assist Peruvian
and foreign companies in marketing authorisations, clinical trials, the
Good Manufacturing Practice certification, inspections by the regula-
tory authority, sanction proceedings, HACCP (food safety) plans, and
health-related regulation of the use of cannabis.

Our Life Sciences & Healthcare group offers a unique multidiscipli-
nary approach. Our in-house team of pharmacists allows us to develop

Drug & Medical Device Litigation 2025

strategies and propose innovative and appropriate solutions to conflicts
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actions, appeals, oppositions to sanitary registry requests, data protec-
tion in trials, and maintaining due confidentiality of dossiers.
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