
Country Code Update Call on Italy

9 July 2025



• Please mute yourself when not speaking

• The presentation will be recorded and available to IPCAA Members

• The slide deck will be shared with IPCAA Members after the event

• Raise your questions in the chat or save them for the Q&A session at the end

Housekeeping



Antitrust Declaration

As IPCAA Members, we have to adhere to all relevant antitrust and competition laws.

Discussion topics for our meeting will be focused on non-commercial items which are directly 
related to improving the quality of medical congresses including scientific content and 

organisation. Under no circumstances should any participant in today’s meeting stray into 
competitively sensitive topics, such as pricing, negative recommendations, company strategies 

or boycotts.

We will interrupt and immediately terminate the meeting if any participant raises forbidden topics.



Disclaimer

This presentation is a brief summary and shall only provide an overview about the framework of 
valid guidelines/regulations in Italy. 

The contents of the presentation have been compiled to the best knowledge and ability of the 

presenter. However, the contents can be or become inaccurate because recent developments 
came/come up after compilation. Only the full wording of the relevant provisions in the respective 

wording are legally binding. 

The presenter accepts no liability for the content of the presentation. 

In no event, the presentation is meant to give legal advice neither to a topic itself nor to a single 
case. Please approach your Law Department or Legal Advisor for concrete advice. 



Meetings series in Brussels 2026

Follow us on LinkedIn 
to stay up to date on 
program development



Speaker: 

Maria Vittoria Caddeo, Commercial Compliance EMEA, IQVIA

Moderation: 

Angela R. v. Bieberstein, IPCAA Vice President (BAYER AG)

Vittoria will
• Give us an overview about the Italian Code and Law

• Will answer questions either during the call or in the Q&A session at the end

Agenda



EVENTS IN ITALY or WITH ITALIAN HCPs

Aspect Local Law Deontological Rules

Nature
Statutory regulations enacted by 

governments

Ethical codes based on duty, integrity, 

and professional conduct

Source
National or regional legislatures and 

regulatory agencies

Industry associations (e.g. EFPIA, 

Farmindustria), professional bodies

Purpose
Ensure public safety, fair 

competition, and compliance

Promote ethical behavior beyond legal 

minimums

Enforcement
Legally binding with penalties for 

non-compliance

Self-regulated via ethics committees or 

peer review

ITALIAN LAWS DEONTOLOGICAL 

RULES

For further information please contact: 

mariavittoria.caddeo@iqvia.com

mailto:mariavittoria.caddeo@iqvia.com


Legislative Decree 
165/2001

Including rules on how 

to engage with Public 
Officials (HCPs)

Legislative Decree 
219/2006

”Pharmaceutical 

Code” including rules 
on promotion of 

medicines

Law 62/2022

”Italian Sunshine Act” 

imposing new 
transparency 

requirement for 
companies
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EVENTS IN ITALY or WITH ITALIAN HCPs
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For further information please contact: 

mariavittoria.caddeo@iqvia.com

ITALIAN LAWS

mailto:mariavittoria.caddeo@iqvia.com


EFPIA: European Federation of Pharmaceutical Industries 
and Associations

• Founded: 1978, based in Brussels

• Mission: Represent the research-based pharmaceutical industry in 

Europe

• Members: 36 national associations and 39+ major pharmaceutical 

companies

• Key Contributions:

- Developed the EFPIA Code of Practice to govern interactions with 

healthcare professionals and organizations

- Partnered with the European Commission on the Innovative 

Medicines Initiative to accelerate drug development

- Advocates for harmonized rules and faster access to medicines

Farmindustria: Italy’s Pharmaceutical Industry Association

• Founded: 1978, based in Rome

• Affiliations: Member of EFPIA and the global IFPMA

• Represents: ~200 companies operating in Italy, both domestic and 

multinational

• Focus Areas:

- Promoting pharmaceutical R&D and manufacturing in Italy

- Supporting ethical standards through one of Europe’s strictest 

deontological codes

- Collaborating with universities and public institutions to foster 

innovation and training

DEONTOLOGICAL RULES

> Link to EFPIA Code > Link to Farmindustria Code

For further information please contact: 

mariavittoria.caddeo@iqvia.com

DEONTOLOGICAL 

RULES

https://www.efpia.eu/relationships-code/the-efpia-code/
https://www.farmindustria.it/app/uploads/2018/06/2025-FEBBRAIO-21New.pdf
mailto:mariavittoria.caddeo@iqvia.com
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EVENTS IN ITALY OR WITH ITALIAN HCPs

Definition of “Event”

Organization vs Sponsorship

Engagement of Healthcare 
Professionals as Speakers

An “EVENT” generally refers to a gathering (such as a Congress, Company Laboratory Visit,

Continuing Education Course, or Satellite Symposium) aimed at the development of knowledge in

the fields of chemistry, pharmaceutical technology, biochemistry, physiology, pathology, and clinical

practice (whether or not related to the use of medicinal products manufactured or marketed by the

Company), or aimed at strengthening the company’s image.

Only non-CME (Continuing Medical Education) events (single-sponsor) may be organized. In the

industry, single-sponsor events are commonly defined as those in which only one pharmaceutical

company is involved in the organization or sponsorship.

When multiple pharmaceutical companies contribute to the realization of the same congress,

conference, the organization is always demanded to a third party.

Where possible (i.e., for non-CME events), the engagement of healthcare professionals (HCPs) as

speakers must comply with the provisions of Legislative Decree 165/2001 – paid assignments to

public officials.

To be considered:

Ø Possible need for the prior authorization of the Administration to which they belong

Ø Any incompatibility of the assignment with the provisions of the Code of Conduct of the Entity

For further information please contact: 

mariavittoria.caddeo@iqvia.com

ITALIAN LAWS

mailto:mariavittoria.caddeo@iqvia.com


EVENTS IN ITALY OR WITH ITALIAN HCPs

AIFA Approval Process 

Any Italian or foreign pharmaceutical

company holding a Marketing Authorization

(AIC), or that, based on an agreement with the

respective holder, is responsible for the actual

commercialization of medicinal products, and

intends to organize or contribute to the realization

of a congress, conference, or meeting in Italy or
with Italian HCPs, must submit a request to the

Italian Pharmaceutical Agency (AIFA) for

authorization of the proposed educational events,
in order to allow the Agency to verify their strictly

technical nature.

The submission of such requests must be carried

out exclusively online through the AIFA online

service “Autorizzazione Convegni e Congressi
NEW” → Pre-requests submitted through other

channels will not be considered.

60 Days 

45 Days

• Favorable Opinion

• Express Authorization (for amounts 

exceeding €25,822.85)

→ A detailed final report must be submitted 

to AIFA after the event

Mandatory preliminary Communication to be

submitted to AIFA

Communication including company information,

event details, target audience, scientific content,

speakers’ credentials and a detailed budget.

For further information please contact: 

mariavittoria.caddeo@iqvia.com

ITALIAN LAWS

https://www.aifa.gov.it/acc
https://www.aifa.gov.it/acc
mailto:mariavittoria.caddeo@iqvia.com


HOSPITALITY

Participation in congress events by pharmaceutical companies —given 
their role in research, development, and scientific communication —must 

follow principles of:
• Ethics
• Scientific integrity

• Cost-effectiveness

Within this framework, both in Italy and abroad, pharmaceutical

companies may cover hospitality expenses for invited Healthcare
Professionals (HCPs), including:

• Registration fees
• Meals
• Accommodation

• Transportation

EVENTS IN ITALY OR WITH ITALIAN HCPs

For further information please contact: 

mariavittoria.caddeo@iqvia.com

DEONTOLOGICAL 

RULES

mailto:mariavittoria.caddeo@iqvia.com


Travel

• Air travel: Economy class only 

Intercontinental Flights: for 

international congresses 

involving flights over 6 

consecutive hours: Business 

class may be offered only to 

speakers and moderators listed 

in the official program.

• Rail Travel: All classes are 

permitted except Executive 

class.

Accomodation

• Hotels with a maximum of 4 

stars

• Exceptions for Large-Scale 

Events: for national or 

international congresses 

organized by recognized 

Scientific Societies with over 

1,500 participants: a) use of 5-

star venues is allowed b) foreign 

doctors may be hosted in the 

same 5-star facilities c) Italian 

doctors must still be 

accommodated in 4-star hotels.

Congress related

• Pharmaceutical companies may

offer hospitality to Italian HCPs

invited to congresses in Italy or

abroad, only if the event topic is

relevant to their

specialization.

• 12 hours before/after the

event.

• Prohibited venues as congress

locations or accommodations:

resorts, ships, castles, stadium,

Farmhouses, thermal spas or

wellness-focused facilities etc.

• Seasonal limits

Food&beverage

• Conferences in Italy: € 70 per 

HCP per meal.

• Congresses abroad: reference 

is made to the economic 

threshold set by the Code of 

Ethics of the country of the 

event; otherwise, the limit of € 

70 remains.

• Restaurants cannot be used as 

a venue for the congress/event.

EVENTS IN ITALY OR WITH ITALIAN HCPs
DEONTOLOGICAL 

RULES

For further information please contact: 

mariavittoria.caddeo@iqvia.com

mailto:mariavittoria.caddeo@iqvia.com
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EVENTS IN ITALY or WITH ITALIAN HCPs

Should any breach of law or

standard of conduct be

observed, companies may
submit a report to the event

organizer, Farmindustria, and

the competent authorities.

It is essential that the

standards of conduct and

transparency established for
healthcare operators are

upheld and actively enforced

during the entire course of

the event.

For further information please contact: 

mariavittoria.caddeo@iqvia.com

DEONTOLOGICAL 

RULES
ITALIAN LAWS

mailto:mariavittoria.caddeo@iqvia.com


EVENTS IN ITALY or WITH ITALIAN HCPs

BEFORE THE 

EVENT

EVENT AFTER THE 

EVENT



ITALIAN TRANSPARENCY REQUIREMENT TODAY

For further information please contact: 

mariavittoria.caddeo@iqvia.com

DEONTOLOGICAL 

RULES

mailto:mariavittoria.caddeo@iqvia.com


Italy - Transparency Requirements

Italy (Farmindustria Code of Practice)

Applicability All member companies of Farmindustria interacting with Italian HCPs

Disclosure date Before June 30th each year, with data from the previous calendar year 

Site for disclosure Company’s own website. Template form available as appendix on Farmindustria Code of Practice  Link

Recipients in 

scope
• HCP (Healthcare Professionals) 

• HCO (Healthcare Organizations)

• PO (Patients Organizations) included

• Expert patients included

Elements to report 

and thresholds

• HCP: Contribution to costs related to the Events such as Registration Fees, Travel and Accommodation (excluding meal and drinks). Fees for Service and 

Consultancy (fees and expenses to be disclosed separately) 

• HCO: Donations and grants including free-of-charge leases, direct or indirect contribution to congress events carried out through healthcare structures or third 

parties, including the sponsorship of doctors to conferences and congresses with the payment of the registration fees and the expenses of travel and 

accommodation; Economic transactions related to consultancy and professional activities resulting from a written contract between the company and the 

Institute/Organisation or Association that provide any type of service not covered above.

• Research & Development

• PO: the list of Patients' Associations company has service contracts in the previous year together with the purposes underlying such support and the economic 

value of the funding provided to each Association.

• List of expert patients

• Individual basis for disclosure, except for R&D ToVs (aggregate basis is sufficient)

• No minimum thresholds

Consent Required for HCPs- If no consent to disclose, ToV amount must be disclosed under aggregated disclosure form only

DEONTOLOGICAL 

RULES

For further information please contact: 

mariavittoria.caddeo@iqvia.com

https://www.farmindustria.it/app/uploads/2017/12/Code-of-Conduct-5.04.2022.pdf
mailto:mariavittoria.caddeo@iqvia.com


Italian Sunshine Act - Requirements

Honourable Colleagues! – In the context of preventing and combating corruption, transparency constitutes one of the
key principles governing the relationship between public and private interests. Transparency has the power to cleanse
economic sectors of great importance to the State that are currently marked by opaque relationships, which may give rise to
crimes such as corruption, fraud, or even criminal conspiracy aimed at committing such offenses. Transparency means the
possibility of accessing data and documents of collective interest, with the goal of safeguarding legality and the
rights connected to it, promoting healthy civic participation, and upholding the principles of meritocracy in access to
employment and career advancement, based on each individual’s qualifications. It is a condition for guaranteeing
individual and collective freedoms, as well as for the effective—because informed—exercise of civil, political, and social rights.
The provisions of this legislative proposal, in the context of health protection, therefore, represent an implementation of the
principles set forth in Articles 32 and 97 of the Constitution of the Republic (...)

Bill proposed by:
Massimo Enrico Baroni, D’uva, Bologna, Chiazzese, D’arrando, Lapia, Leda Volpi, Lorefice, Mammì,

Menga, Nappi, Nesci, Provenza, Sapia, Sarli, Sportiello, Trizzino, Troiano, Di Lauro, Ianaro, Tuzi

ITALIAN LAWS

For further information please contact: 

mariavittoria.caddeo@iqvia.com

mailto:mariavittoria.caddeo@iqvia.com


Exstension of entities that will 

be required to do submssion: 
e.g. nutritional product companies, 

providers, veterinary pharmaceutical 
companies, companies active in the 

organization of the events (events 

agency) ...

Legal obligation with 

corresponding penalties for non-

publication or erroneous publication.

Submission on "Portale Sanità

Trasparente"

Expansion of beneficiaries to 

be tracked: e.g., administrators, 
pharmacists, associations and scientific 

societies among health care providers 

New interactions to be 

mapped: e.g., meals, non-aggregate 

clinical research activities, 0-value 

contracts, stocks and bonds.

Jan. 2026 onward:
Bi-annual publication for agreements and 

interactions.

Annual publication for shares, bonds, and 

intellectual property rights held by health 
care providers and organizations 

WHO?

WHEN?

WHAT?

HOW?

Italian Sunshine Act - Requirements

For further information please contact: 

mariavittoria.caddeo@iqvia.com

ITALIAN LAWS

mailto:mariavittoria.caddeo@iqvia.com


Definition of 

Manufacturing 
Company

Definition of HCP Definition of HCO

Italian Sunshine Act - Requirements

ITALIAN LAWS



Italian Sunshine Act - Requirements

LIFE SCIENCE COMPANIES NEED TO DISCLOSE

TRANSFER OF 
VALUES 

ToV in cash, goods, 
services or other benefits 

above defined thresholds

AGREEMENTS

consisting for example in 

consultancies, teaching or 
research contracts etc. 
(including zero value)

SHARES, BONDS 
OR OTHER TITLES

e.g. shares or bonds issued 
by the company

ART. 3 / SEZ. A – 6 MONTHS ART. 4 / SEZ. B – 1 YEAR

The Italian Sunshine Act introduces transparency obligations on the relationships between:

• manufacturing companies (imprese produttrici) on one side;

• healthcare organizations and professionals operating in the healthcare sector on the other side.

IP LICENCES

fees for the granting of 

licenses for the economic 
use of industrial or 

intellectual property rights.

For further information please contact: 

mariavittoria.caddeo@iqvia.com

ITALIAN LAWS

mailto:mariavittoria.caddeo@iqvia.com


CASE STUDY

Engagement rules

The engagement rules for 
healthcare professionals 

and the event’s pre-
approval requirements must 

be carefully considered

Hospitality and venue

Hospitality standards and 
all aspects of the event 

itself—such as the venue, 
timing, and program—must 

be fully respected

Transparency

Data must be collected and 
reported in accordance with 

the applicable transparency 
regulations



Next Country Code Update Call

Follow us on LinkedIn 
or sign up for our e-
news to be informed 

once registration 
opens



Questions and Answers




