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 DEFINITIONS 
 
C.E.O.: Chief Executive Officer of ALTERGON ITALIA S.R.L.; 
 
AEO: Authorization as an Authorized Economic Operator issued by the Customs and Monopolies Agency; 
 
SENSITIVE ACTIVITIES: operations or acts that could expose the COMPANY to the risk of committing one of 
the crimes listed in the DECREE; 
 
PARENT COMPANY: ALTERGON SA, with registered office in Lugano, Switzerland (hereinafter 
“ALTERGON SA” or “PARENT COMPANY”); 
 
BOD: Board of Directors of ALTERGON ITALIA S.R.L. (hereinafter the “BoD” or “Board”); 
 
SUPPLIER CODE OF CONDUCT: the Supplier Code of Conduct of ALTERGON ITALIA S.R.L., adopted 
by the Company with the objective of guiding the entire Group supply chain in the process of implementing 
the highest ethical, social, environmental and corporate governance standards; 
 
CODE OF ETHICS: the Code of Ethics of the ALTEREGON ITALIA S.R.L., adopted by the Company in its 
first version and subsequent amendments;  
 
COLLABORATORS: subjects who have the following relationships with the COMPANY (i) project-based work 
relationships; (ii) agency, representation, commercial distribution relationships; (iii) occasional and continuous 
consulting; (iv) business partners, professionals and suppliers of goods and services; 
 
DECREE: Legislative Decree no. 231 of 8 June 20011; 
 
RECIPIENTS: subjects to whom the provisions of the MODEL apply, including Company Representatives, 
Employees, Collaborators and any other counterparty that has contractual relations with the COMPANY and 
agrees to comply with the CODE OF ETHICS and the MODEL;  
 
EMPLOYEES: subjects who have an employment relationship of any grade or any kind with the COMPANY, 
including temporary workers, those with a reintegration or apprenticeship contract or part-time, as well as 
seconded workers and those under para-subordinate work contracts (work administration); 
 
IT DOCUMENT: any IT support containing data or information that serves as evidential proof or programs 
specifically designed to process them; 
 
COMPANY REPRESENTATIVES: the Chairman and members of the Board of Directors, Board of Statutory 
Auditors, members of the other corporate bodies of the COMPANY that may be established pursuant to Article 
2380 of the Italian Civil Code or special laws, as well as any other person in a top management position 

                                                      
1 As amended: this clarification applies to any law, regulation or complex regulation to which reference is made in the MODEL. 
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pursuant to the DECREE, meaning any person who has functions of representation, administration, or 
management of the COMPANY or a unit or division of it that has financial and functional autonomy; 
 
SUPPLIERS: any person who provides the COMPANY WITH goods and services; 
 
ADMINISTRATIVE OFFENCES: administrative offences pursuant to Article 187 - quinquies of Legislative 
Decree 58/1998 (hereinafter the “TUF”); 
 
ANTI-CORRUPTION GUIDELINES: the ALTERGON ITALIA S.R.L. guidelines, adopted by the Company, in 
order to provide a systematic framework of reference in the fight against corruption and to disseminate within 
the Company the principles and rules to be followed in order to prevent the commission of corrupt conduct of 
any kind, direct and indirect, active and passive, including in the form of instigation, and, more generally, to 
ensure compliance with applicable Anti-Corruption regulations;  
 
MODEL: this Organisation, Management and Control Model as provided for by the DECREE, approved by the 
Board of Directors of ALTERGON  ITALIA S.R.L. and subsequent amendments a; 

 
CORPORATE BODIES: Board of Directors, CEO, Board of Statutory Auditors; 
 
SUPERVISORY BODY: the internal supervisory body of ALTERGON ITALIA S.R.L., as described by Article 6, 
paragraph 1, letter b) of the DECREE, which has supervisory functions on compliance with the MODEL and 
verification of its effective implementation (hereinafter the “BODY” or “SB”); 

 
 PA: Public administration;  
 

PROCEDURES: the set of procedures, protocols, policies, guidelines, operating instructions, as well as any 
document adopted by the Company and which makes up its internal regulatory system; 
 
OFFENCES: the types of offence envisaged by Legislative Decree no. 231/2001 on the administrative liability 
of entities;  
 
DISCIPLINARY SYSTEM: the set of applicable sanctions - and the related procedure - in the event of 
violation of the MODEL (and the CODE OF ETHICS); 
 
QMS: the quality management system adopted by the COMPANY, and certified according to the ISO 
13485:2016 and ISO 9001:2015 standards 
 
EMS: the environmental management system adopted by the COMPANY, and certified according to the ISO 
14001:2015 standard; 
 
SGS: the workplace health and safety management system adopted by the COMPANY, certified according 
to ISO 45001:2018 standard; 
 
DISCIPLINARY SYSTEM: the set of applicable sanctions and the related proceeding in the event of violation of 



ALTERGON ITALIA S.r.l 
Unipersonale 

  

 

 
 

Organisation, Management and Control Model 
Pursuant to Legislative Decree no. 231/2001 
updated on 3 July 2025, 6^ edition  Pag. 6 a 58 

the MODEL (and of the CODE OF ETHICS); 
 
COMPANY: ALTERGON ITALIA S.R.L. (hereinafter “ALTERGON ITALIA”); 
 
TOP MANAGEMENT: persons who are representatives, directors or managers of the COMPANY or a unit or 
division of it that has financial and functional autonomy, as well as by persons who exercise the management 
or control of the same, even de facto; 
 
SUBORDINATES: persons subject to the management or supervision of top management (hereinafter 
“SUBORDINATES” or “PERSONS IN A SUBORDINATE POSITION”). 
 
WHISTLEBLOWING: the system for managing reports of unlawful conduct or violations of the Model, in 

accordance with the provisions of Legislative Decree 24/2023.   
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 INTRODUCTION 
 

The entry into force of the DECREE introduced the administrative liability of legal entities and legal persons as 
a result of the commission of certain crimes into the Italian legal system, which are in the interest or to the 
advantage of the same body, as committed by TOP MANAGEMENT or SUBORDINATES. 
This liability can result in penalties for the body that can go as far as the prohibition to carry out its business 
activities, including in a definitive manner. 
In line with the focus that the ALTERGON places on ethical conduct and on the liability of entities for 
administrative offences that constitute a crime (pursuant to the DECREE), in September 2011 the Company 
decided to adopt a MODEL and to provide, over time, for the ongoing updating of the same. This MODEL 
consists of: 
 

 a General Section, which provides general information regarding the COMPANY’S organisational 
profiles, ethical principles and corporate governance; the process of defining the MODEL itself and 
its operating principles, as well as the mechanisms for its actual implementation; the composition 
and duties of the Supervisory Body; the communication and dissemination system of the MODEL 
and staff training; the disciplinary system, which provides for disciplinary measures/sanctions 
against employees, directors, auditors and any other RECIPIENTS; 

 
 a Special Section, which identifies the sensitive activities exposed to risk of crime and, for each of 

them, describes the checks provided for (protocols and procedures), with the particular, though not 
exclusive, aim of preventing the commission of the crimes referred to in the DECREE; 

 
The COMPANY has adopted the MODEL and updates it on the basis of indications from case law to date on the 
DECREE. The latter requires that the MODEL stems from a realistic and effective vision of the business 
phenomena as well as the Guidelines periodically issued by trade associations (namely CONFINDUSTRIA and 
FARMINDUSTRIA) for the creation of organisational, management and control models. 
An integral part of the Model are the GROUP'S CODE OF ETHICS and the ANTI-CORRUPTION GUIDELINES 
adopted by the Model, as well as the internal regulatory system, which oversees the proper performance of 
business processes. 
More specifically, the CODE OF ETHICS is a summary of the principles followed by the RECIPIENTS in 
exercising their activities, as well as the framework within which the provisions and requirements of this 
MODEL FIT; the ANTI-CORRUPTION GUIDELINES, in turn, dictate the principles and rules to be followed to 
prevent, in all countries in which the GROUP operates, the occurrence of corrupt conduct of any kind.  
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1. CHAPTER - DESCRIPTION OF THE REGULATORY FRAMEWORK 
 
1.1. Legislative Decree no. 231/2001 and the relevant legislation  
  
Legislative Decree no. 231 of 8 June 2001 entered into force on 4 July 20012 in order to adapt Italian 
legislation on the liability of legal persons to certain international conventions to which Italy has long since 
been a part.3  
The DECREE contains regulatory provisions concerning the “Regulations governing the administrative 
liability of legal persons, companies and associations, including those without legal status”.  
The DECREE introduces and regulates the liability of the “entities” for administrative offences that constitute 
a crime: direct responsibility, of a (formally) administrative nature, of the body as a result of the commission 
of certain crimes by subjects functionally linked to the body itself, which provides for the applicability of 
administrative sanctions against it. 

 
1.2. Nature and characteristics of the liability of legal persons 
 
The administrative liability of the body deriving from the commission of one of the CRIMES provided for 
by the DECREE is added, and does not replace, that of the natural person who committed the offence. 
The body shall be liable even if the accused has not been identified, or charges for the crime have been 
dropped against the offender for a cause other than amnesty. 
Administrative sanctions against the body are set within five years from the date of commission of the 
crime. However, if the limitation period is interrupted by one of the acts expressly provided for in the 
DECREE, this shall not run until the time the judgement becomes final. It may therefore happen that charges 
for the alleged crime resulting in the body’s liability are dropped over the course of time, since the law 
establishes maximum limits exist for the criminal liability of the natural person, but does not relieve the 
responsibility of the body, which remains liable. 

 
1.3. Types of offences identified by the DECREE and subsequent amendments 
 
The liability of the body only arises in the cases and within the limits expressly provided for by law. The 
body “cannot be held responsible for a fact that constitutes a crime if its responsibility... in relation to that 
event and the relative sanctions are not expressly provided for by law”, which entered into force before the 
commission of the event. 
The body cannot be held responsible for the commission of any fact constituting a crime, but only for the 
commission of CRIMES and ADMINISTRATIVE OFFENCES strictly prescribed by the DECREE, in the 
formulation resulting from its original text as amended, as well as from laws that expressly reference the 
governance of the DECREE. 
Law no. 146 of 16 March 2006 also assumes relevance for the purposes of identifying the relevant types of 

                                                      
2It was issued in execution of the delegation pursuant to Article 11 of Law no. 300 of 29 September 2000, published in the 
Official Journal no. 140 of 19 June 2001. 
3 Such as the Brussels Convention of 26 July 1995 on the protection of the financial interests of European Communities, the 
Convention of 26 May 1997, also signed in Brussels, on the fight against corruption involving officials of the European 
Community and Member States, and the OECD Convention of 17 December 1997 on the fight against corruption of foreign 
public officials in economic and international operations. 
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offences, which ratified and executed the Convention and Protocols of the United Nations against 
transnational organised crime, as adopted by the Shareholders’ Meeting on 15 November 2000 and 31 May 
2001, which identifies the responsibility of the body in the criminal conduct. In reference to a series of 
crimes committed against the public administration, the original text has been supplemented by subsequent 
legislative provisions that have expanded the number of offences whose commission can entail the 
administrative responsibility of the body. Law no. 146 of 16 March 2006 (hereinafter “Law 146/2006”), on 
the: Ratification and execution of the Convention and Protocols of the United Nations against transnational 
organised crime, as adopted by the Shareholders’ Meeting on 15 November 2000 and 31 May 2001” 
provides for the responsibility of the body in the event of commission of certain crimes (so-called 
Transnational Offences). 
 
The catalogue of alleged offences shall therefore include the following: 

 offences committed in relations with the Public Administration (Articles 24 and 25 of the DECREE, 
supplemented by Law 190/2012 and subsequent amendments and additions, as well as by Law 
3/2019, Legislative Decree 75/2020 and by law 137/2023 which has introduced among the offences 
assumed those referred to in art. 353 c.p. and 353-bis c.p., and, last, Law 112/2024, that has taken 
note of the repeal of the offence referred to in art. 323 c.p.); 

 offences relating to computer crime (Article 24-bis of the DECREE introduced by Law 48/08, and 
subsequently amended by Law 133/2019, and Law 90/2024, which has introduced as a 
presupposition offence the crime art. 629 p. 3 c.p.); 

 offences related to organised crime (Article 24-ter of the DECREE, included by the so-called 
Security Law, Law no. 94 of 15 July 2009, partly amended by Law 62/2014); 

 crimes related to counterfeit money, public credit cards, revenue stamps and identification tools or 
signs (Article 25-bis of the DECREE introduced by Law 409/01 and supplemented by Article 15, 
paragraph 7 of Law no. 99 of 23 July 2009, and lastly with Legislative Decree no. 125 of 21/2016”;  

 offences against industry and commerce (Article 25-bis.1 of the DECREE introduced by Law no. 
99 / 2009); 

 corporate crimes and corruption between private individuals (Article 25-ter of the DECREE 
introduced by Legislative Decree no. 61/2002 and partly amended by Law no. 262/2005 and 
supplemented by Law no. 190/2012, Law no. 69/2015 and Legislative Decree no. 38/ 2017”, which 
further amended Article 2635 of the Italian Civil Code and introduced Article 2635-bis of the Italian 
Civil Code, entitled “Incitement to corruption among private individuals”; an offence further 
supplemented by Legislative Decree 19/2023 with the introduction of the crime of "false or omitted 
declarations for the issuance of the preliminary certificate"); 

 crimes related to terrorism or subversion of the democratic order (Article 25-quater of the DECREE 
introduced by Law 7/2003); 

 practices of female genital mutilation (Article 25-quater1 of the DECREE introduced by Law 
7/2006); 

 offences against the individual (Article 25-quinquies of the DECREE introduced by Law 228/03 
and partly amended by Law 38/06, Legislative Decree no. 24/2014, Legislative Decree no. 39/2014 
and Law no. 199/2016, which introduced the offence of “Illicit intermediation and labour 
exploitation”); 

 market abuse (Article 25-sexies of the DECREE introduced by Law 62/2005); 
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 crimes of culpable homicide and serious or grave injuries committed in violation of regulations on 
accident prevention and health and safety in the workplace (Article 25-septies of the DECREE, 
introduced by Law 123/0207 and subsequently replaced by Article 300 of Legislative Decree 
81/2008); 

 offences regarding the receiving, laundering and use of money, goods or benefits of illicit origin, 
as well as self-laundering (Article 25-octies of the DECREE introduced by Legislative Decree 
231/2007 and partly amended by Law 186/2014 and by Legislative Decree 90/2017, and further 
expanded by Law 137/2023); 

 offences relating to non-cash payment instruments and fraudulent transfer of values (Article 25-
octies.1 of the DECREE introduced by Legislative Decree 184/2021) and amended by Law 
137/2023, which introduced as a crime the offence referred to in art. 512bis c.p.); 

 offences relating to violation of copyright (Article 25-novies of the Legislative Decree introduced 
by Law no. 99/2009); 

 crime of inducement not to make statements or make false statements to the judicial authority 
(Article 25-decies of the DECREE introduced by Law no. 116 /2009); 

 environmental crimes (Article 25-undecies of the DECREE introduced by Legislative Decree no. 
121/2011 and amended by Law no. 68/2015 and Legislative Decree no. 21/2018); 

 offence of the employment of third-country nationals whose stay is illegal (Article 25-duodecies of 
the DECREE introduced by Legislative Decree 109/2012 and amended with Law no.161/2017); 

 crimes of fraud in sports competitions, abusive exercise of gaming or betting and games of chance 
carried out by means of prohibited machines (Article 25-quaterdecies of Legislative Decree 
231/2001 of the DECREE, introduced by Law 39/2019); 

 offences of racism and xenophobia (Article 25-terdecies of the DECREE introduced by Article 5 
of Law no. 167 of 20 November 2017, the “European Law 2017”);  

 tax offences (Article 25-quinquiesdecies of the DECREE, introduced by Law no. 157/2019 and 
amended by Legislative Decree no. 75/2020);  

 smuggling offences (Article 25-sexdecies of the DECREE, introduced by Legislative Decree no. 75 
/2020, amendment by DECREE no. 141/2024, which introducted excise offences ex Decree no. 
504/1995); 

 crimes against cultural heritage (art. 25-septiesdecies of the Decree, introduced by Law 22/2022); 

 crimes of laundering cultural property and devastation and looting of cultural and landscape 
property (Article 25-duodevicies of the Decree, introduced by Law 22/2022);  

 transnational crimes, referred to in Article 10 of Law 146/2006; 

 non-observance of disqualification sanctions (Article 23 of Legislative Decree 231/2001); 

 crimes against animals (art. 25-undevicies of the Decree introduced by Law 82/2025) 
 

For details of the individual types of crime for which administrative liability is provided for pursuant to the 
DECREE, see the catalogue annexed to this MODEL (Annex 1). 

 
1.4. Objective criteria of assigning liability 

 
The commission of one of the offences indicated by the DECREE constitutes the first condition for the 
applicability of the discipline dictated by the DECREE itself.  
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The DECREE provides for further assumptions, some of an objective nature, while others of a subjective 
nature. 
The first fundamental and essential criterion of liability of an objective nature is constituted by the OFFENCE 
or the ADMINISTRATIVE CRIME being committed “in the interest or to the advantage of the body”. 
This means that the body assumes liability if the unlawful act was committed in the interest of the same or 
to benefit it, without the actual and concrete achievement of the objective being necessary in any way. It is 
therefore a criterion that is substantiated in the purpose (even non-exclusive) with which the illicit act has 
been carried out. 
The advantage criterion instead regards the positive result that the entity has objectively obtained from the 
commission of the crime, regardless of the intention of the person who committed it. 
However, the body is not liable if the unlawful act was committed by one of the subjects indicated in the 
DECREE “in the exclusive interest of itself or of third parties”. This confirms that, if the exclusivity of the 
pursued interest prevents the liability of the body from arising, on the other hand the liability arises if the 
interest is common to the body and to the natural person or is partly attributable to one and in part to the 
other.  
The second criterion of objective liability consists of the type of persons responsible for the unlawful act. 
The criminal or administrative offence must have been carried out by one or more qualified subjects, which 
the DECREE groups into two categories, in particular:  

 
- “by persons who perform functions of representation, administration or management of the body 

or one of its organisational units, which has financial and functional autonomy”, or by those who 
“exercise management and control, even de facto” of the body (subjects in “Top Management” 
positions);  

- “by persons subject to the direction or supervision of one of the top managers” (“Subordinates”, 
which do not necessarily coincide with employees). 

 
The perpetrators of the offence from which an administrative liability may arise for the entity can be: 

 
- subjects in “top management” positions, such as the legal representative, director, general 

manager or the director of a head office or branch, as well as the persons who exercise 
management and control of the body, even de facto;4 

- “subordinates” who are typically employees, but also external entities to the company, who have 
been entrusted with a task to be performed under the direction and supervision of the body’s “top 
management”. 

 
If several persons cooperate in the commission of the crime (leading to the participation of multiple people 
in the offence pursuant to Article 110 of the Criminal Code; the same substantially applies in the case of an 
administrative offence), it is not necessary for the “qualified” subject to put the typical action provided for 
by law in place, not even in part: it is necessary and sufficient that it provides a consciously causal 
contribution to the commission of the crime. 

 
1.5. Subjective criteria of assigning liability 

                                                      
4 As is the case for a de facto director (see Article 2639 of the Italian Civil Code) or a “sovereign” shareholder. 
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The DECREE provides for a series of conditions of a subjective nature, some described positively, others 
negatively (in the broad sense, since they are entities) when liability arises, which constitute subjective 
criteria for liability for the unlawful fact for which the company is accused. 
As a whole, the DECREE outlines the direct responsibility of the body, for its own action and guilt. 
The liability of the body is excluded, in the event before the commission of the crime, it has adopted and 
effectively implemented an Organisation and Management Model suitable for preventing the commission 
of crimes of the kind in question. 
In simple summary, it follows that the body’s responsibility is based on the so-called organisational fault, 
failure to adopt it in advance, or on the failure to comply with the standards on the organisation and activity 
of the body for the purpose of preventing crimes: this fault is attributable to the company’s policy or to 
structural and prescriptive faults in the company organisation. 
The adoption of the Organisation and Management Model does not constitute a requirement for the body, 
in the sense that there is no legal obligation for the company to adopt a model compliant with the indications 
of the DECREE. 
If the company does not have an organisational and management model, however, it will be liable for the 
administrative responsibility established by the DECREE. 
There is essentially a presumption of organisational fault in the failure to adopt the Organisation and 
Management Model. 

 
 

1.6. Crimes committed by Top Management 
 

For offences committed by persons in positions of “Top Management”, the DECREE establishes the relative 
presumption of liability of the body, since it provides for the exclusion of its liability if it proves that (see 
Article 6 of the DECREE): 

 
- “Prior to the commission of the act, the governing body has adopted and effectively implemented 

models of organisation and management suitable to prevent crimes of the type that occurred”; 
- “The task of supervising the operation and observance of the models and ensuring their update 

has been entrusted to a body with autonomous powers of initiative and control”; 
- “The persons committed the crime by fraudulently eluding the organisation and management 

models”; 
- “There was no lack of or insufficient supervision by the body with autonomous powers of initiative 

and control”. 
 

The conditions listed above must all apply for the liability of the body to be excluded. 
 

1.7. Crimes committed by Subordinates 
 

For crimes committed by subjects in a “subordinate” position, the body can only be liable if it is ascertained 
that “the commission of the crime was made possible by non-compliance with the obligations of 
management or supervision” (see Article 7 of the DECREE). 
In other words, the body’s liability is based on the non-fulfilment of management and supervisory duties, 
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duties attributed pursuant to law to top management or transferred to other subjects by means of valid 
proxies. 
The regulation introduces a further presumption in favour of the body: failure to comply with management 
or supervisory obligations does not apply “if, before committing the crime, the body has adopted and 
effectively implemented an appropriate organisational, management and control model to prevent crimes 
of the type that occurred”. In a mirror image of that previously observed, the fault due to organisation, in 
terms of a lack of management or supervision, is not presumed juris et de jure and is excluded from the 
adoption of the Organisation and Management Model. 
The effective and efficient adoption and implementation of an appropriate Organisation and Management 
Model, for the purpose of preventing the OFFENCES, constitute the fulfilment of the duties of management 
and control and act as exemption of the body from liability. 

 
1.8. Characteristics of the Organisation and Management Model 

 
The DECREE does not regulate the nature and characteristics of the Organisation Model. It is limited to the 
dictation of certain general principles that in part vary in relation to subjects who could carry out a crime. 
For the prevention of crimes by top management”, the model must: 

­ “Identify the activities in which crimes may be committed” (risk mapping); 
­ “Provide for specific protocols aimed at planning the formation and implementation of the body’s 

decisions in relation to the crimes to be prevented”; 
­ “Identify ways of managing financial resources that are suitable for preventing the commission 

of crimes”; the express provision as regards financial resources indicates that the DECREE gives 
prominence to the internal regulation of the management of financial resources, which is crucial 
in the body’s activities; 

­ “Provide for obligations of information to the body in charge of supervising the operation and 
observance of the models” (“Information flows” to and from the SUPERVISORY BODY); 

­ “Introduce a disciplinary system suitable for sanctioning any failure to comply with the measures 
indicated in the model”. 

 
With regard to crimes that can be committed by “subordinates” (to management and supervision: to be 
understood in a very broad sense), the organisation and management model must provide for:  
 

­ “In relation to the nature and size of the organisation as well as the type of activity carried out, 
measures suitable to guarantee the performance of the activity in compliance with law, and 
promptly discover and eliminate at-risk situations”. 

 
The following must be provided for with regard to the effective implementation of the Organisation and 
Management Model:  
 

­ “A periodic verification and the eventual modification of the same, when significant violations of 
the provisions are discovered, or when changes occur in the organisation or activity”; 

­ “a disciplinary system suitable for sanctioning any failure to comply with the measures indicated 
in the model”. 
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1.9. Offences committed abroad 
 

Pursuant to Article 4 of the DECREE, the entity may be considered responsible, in Italy, for the commission 
abroad of certain OFFENCES. 
The assumptions on which this responsibility is based are as follows: 
 

- the offence must be committed abroad by a subject functionally linked to the body, as a top 
management or subordinate subject (in the terms examined above); 

- the body must have its main office in the territory of the Italian State; 
- the body can only be held liable in the cases and under the conditions set forth in Articles 7, 8, 9, 

10 of the Italian Criminal Code (and if the law states that the natural person responsible is 
punished at the request of the Minister of Justice, the body is only liable if the request is also 
formulated against the body itself); 

- if the cases and conditions provided for by the aforementioned Articles of the Criminal Code 
exist, the body is liable provided that the authorities of the State of the place where the act was 
committed do not take action against it. 

 
 1.10. Attempt of commission of an offence 

 
The administrative liability of the body arises even if one of the criminal offences (in particular, crimes) 
provided for by the DECREE as a source of responsibility is attempted (Article 56 of the Italian Criminal 
Code). 

 
1.11. Sanctions 

 
The sanctioning system provided by the DECREE mainly provides for fines and disqualification sanctions, 
as well as penalties of forfeiture and publication. 
 

- 1.11.1. Financial penalties 
 
Unlike the rest of the penal and administrative system, financial sanctions are determined by the judge 
through a system based on “quotas”. In abstract, each offence provides for a minimum and maximum 
number: in practice, the actual number is established by the judge, “taking into account the gravity of the 
act, the degree of responsibility of the body and the activity carried out to eliminate or mitigate the 
consequences of the act and prevent the commission of additional offences”; the monetary value of the 
single amount is determined by the judge based on the “economic and asset-based conditions of the body”, 
in terms such that “the effectiveness of the sanction” is assured. 
The administrative sanction for the crime is applied by the criminal judge or the judge competent to sentence 
the perpetrator of the crime in a criminally relevant manner. In cases where the liability of the body exists 
for an administrative offence committed “in its interest or to its advantage”, said sanction is provided for 
by the administrative authority. 
If the liability of the body is affirmed, a financial sanction is applied in all cases. 
Some cases of reduction of the pecuniary sanction are foreseen: a) if the perpetrator of the crime has 
committed the act predominantly in self-interest or that of a third party, and the body has not obtained an 
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advantage, or has obtained a minimum advantage; b) when the damage caused is minimal. 
The pecuniary sanction deriving from a crime is reduced from one third to half if, before the declaration of 
the beginning of the hearing of the first degree: a) the body has fully compensated the damage and 
eliminated the harmful or dangerous consequences of the crime or has made efforts in this direction; b) an 
organisational and management model suitable for preventing the commission of additional crimes has 
been adopted and implemented. 
For crimes pursuant to Article 25- sexies of the DECREE, if the product or profit obtained by the body is 
significant, the pecuniary sanction is increased up to ten times the amount of said product or profit. 

 
- 1.11.2. Disqualification sanctions 

 
Disqualification sanctions apply in addition to pecuniary sanctions and constitute the most significant 
actions. 
Disqualification sanctions provided for by the DECREE are: 
 

- temporary or definitive disqualification from carrying out the activity; 
- the suspension or revocation of authorisations, licenses, or concessions based on the commission 

of the offence; 
- the prohibition to contract with the public administration, except to obtain the services of a public 

service; 
- exclusion from benefits, loans, contributions, or subsidies and the potential revocation of those 

already granted; 
- the temporary or permanent ban on advertising goods or services. 

 
Disqualification sanctions are only applied in the cases expressly provided for, provided that at least one of 
the following conditions occurs: 

 
- the body has made a significant profit from the crime and the crime was committed: 

a. by top management; 
b. by a subordinate, if the commission of the crime was determined or facilitated by serious 

organisational deficiencies; 
- in the event of repeated offences. 

 
Disqualification sanctions are normally temporary, but can be applied definitively in exceptional 
circumstances. 
At the request of the public prosecutor, the judge can apply disqualification sanctions to the body even as a 
precautionary measure, if there are serious indications of the body’s liability and grounds and specific 
elements exist such as to consider the danger of illegal acts of the same nature high as regards the perpetrator 
in question. 
Disqualification sanctions do not apply (or are revoked, if already applied as a precautionary measure) in 
cases where the body, before the opening declaration of the first instance hearing: 

 
1. has provided compensation for the damage, or repaired it;  
2. has eliminated the harmful or dangerous consequences of the crime (or has at least made efforts 
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in this sense);  
3. has made the profit of the crime available to the judicial authority for confiscation; 
4. has eliminated the organisational shortcomings that led to the crime, adopting organisational 

models suitable for preventing the commission of new crimes.  
 

If all of these behaviours occur, which are considered of active repentance, a financial penalty will be 
applied instead of the disqualification sanction. 
 
 
 
- 1.11.3. Other sanctions 
 
In addition to the pecuniary and disqualification sanctions, the DECREE provides for two other sanctions: 

 
-  confiscation, which consists in the acquisition by the State of the price or profit of the crime (or, 

when it is not possible to directly confiscate the price or profit of the crime, in the seizure of sums 
of money, goods or other benefits of equivalent value to the price or profit of the crime), without 
prejudice to compensation for damages; 

 
- the publication of the sentence, which consists of only one publication, in extract or in full, at the 

expense of the body, in one or more newspapers indicated by the Judge in the sentence, as well 
as by its posting in the municipality where the body has its main office. 

 
1.12. Modifying events of the legal entity 

 
The DECREE regulates the liability of the body in the event of modifying events (transformation, merger, 
demerger and transfer of a company). 
In general terms, it is established that as regards “the obligation to pay the pecuniary sanction” imposed on 
the body, “only the body shall be liable, with its assets or shared fund”. 
The direct liability of shareholders or associates is therefore excluded, regardless of the legal nature of the 
body. 
The general criteria for the application of the financial penalties imposed on the body are those established 
by civil laws on the liability of the body being transformed for the debts of the original body. 
Disqualification sanctions remain the responsibility of the body where the branch of activity in which the 
offence was committed remained (or has merged), without prejudice to the right of the body resulting from 
the transformation to obtain the conversion of the disqualification penalty into a pecuniary sanction when 
the reorganisation process following the merger or division has eliminated the organisational faults that 
made the commission of the crime possible. 
The DECREE states that, in the event of “transformation of the legal entity, responsibility remains for crimes 
committed before the date on which the transformation took effect”. 
Changes in the legal structure (company name, legal form, etc.) are irrelevant as regards the liability of the 
body: the new body will be liable for sanctions applicable to the original body and facts committed before 
the transformation. 
With regard to the potential effects of mergers and demergers, the merged body, also by incorporation, is 
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“liable for the crimes for which the legal entities participating in the merger were responsible”. When the 
legal entity resulting from the merger takes over in the legal relations of the merged legal entities and the 
merge of the related company activities, including those within which the offences were carried out, a 
transfer of responsibility is given to the body resulting from the merger. 
If the merger took place before the conclusion of the assessment of the body’s liability, the judge must take 
into account the economic conditions of the original body and not those of the body resulting from the 
merger. 
In the event of partial demerger, if the demerger takes place through the transfer of only a part of the assets 
of the demerged company that continues to exist, the responsibility of the demerged body remains 
unchanged for the crimes committed before the demerger. The collective legal entites benefiting from the 
demerger that received the assets (in whole or in part) of the demerged company, are jointly and severally 
liable for the payment of the financial penalties due by the demerged body for crimes that occurred prior to 
the demerger. The obligation is limited to the value of the assets transferred: this limit does not apply for 
beneficiary legal entities to which the branch of activity in which the crime was committed was received, 
even only partially. 
The DECREE also regulates the sale and transfer of a company. In the event of sale or transfer of the company 
within which the crime was committed, the transferee is jointly and severally liable for the payment of the 
pecuniary sanction with the transferring body, within the limits of the value of the company sold and subject 
to the benefit of prior enforcement of the transferring body. 
In addition to being limited to the value of the company being sold (or transferred), the responsibility of the 
transferee is also limited to the pecuniary sanctions that result from mandatory accounting records, or due 
to administrative offences of which the transferee was aware. 
 
1.13. Codes of conduct prepared by associations representing the legal entities 
 
The DECREE states that the organisational and management models can be adopted on the basis of codes of 
conduct drawn up by the associations representing the institutions and communicated to the Ministry of 
Justice, which has the right to formulate, together with the competent Ministers, observations on the 
suitability of the models to prevent crimes within 30 days, provided that they guarantee the needs indicated 
by Article 6, paragraph 2, of the DECREE. 
CONFINDUSTRIA has defined its own Guidelines for the construction of organisational, management and 
control models (hereinafter the “Confindustria Guidelines”). These Guidelines suggest the use of risk 
assessment and risk management processes, providing for the following phases: 
 

- identification of potential risks and the definition of protocols: the identification of risks implies 
“the analysis of the corporate context to identify in which areas or sectors of activity and according 
to which methods could abstractly verified events detrimental to the objectives indicated by Decree 
231”. The outcome of this phase is the “Map” “of the business areas at risk and the relevant crimes” 
as well as “the potential ways of implementing the offences in areas at risk”. The definition of the 
protocols involves the planning (or only the adaptation, if already existing) of a control system that 
regulates the formation and implementation of the decisions of the body; this phase implies” the 
evaluation of the existing system within the body for the prevention of crimes and its possible 
adaptation, in terms of the ability to effectively counter the identified risks”, where effective work to 
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combat risks does not necessarily require their total elimination (to be carried out where possible), 
but could also be limited to their reduction “to an acceptable level”; 
 

- the adoption: (a) of a Code of Ethics, which contains “the set of rights, duties and responsibilities 
of the body towards” stakeholders “(employees, suppliers, customers, Public Administration, 
shareholders, financial market, etc.)”, aimed at “recommending, promoting or prohibiting certain 
conduct, regardless of what is provided for by law”, thus outlining the general principles of conduct 
on which the body bases its conduct when carrying out its business; (b) of a structured disciplinary 
system, which serves to adequately sanction the violation of the provisions of the organisation and 
management model according to the principles of proportionality and cross-examination, which is 
structured differently according to the RECIPIENT (“top management”, “subordinates”, “third 
parties”); 
 

- the identification of a Supervisory Body, which: (a) is in possession of specific requirements of a 
subjective and objective nature (outlined by the Guidelines themselves based on case law); (b) is 
the custodian of specific duties and powers laid down in Article 6 of the DECREE; and (c) is the 
fulcrum of a structured system of information flows, which includes lines for both periodic 
reporting and whistleblowing and involves all of the RECIPIENTS of the Model itself. 
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2. CHAPTER - DESCRIPTION OF THE COMPANY - GOVERNANCE AND 
ORGANISATIONAL STRUCTURE 

 

2.1. The Company 

 
 The COMPANY has been operating since 2005 in Morra De Sanctis (AV), employing over 250 people 
and operating in the pharmaceutical sector. 
 
 The COMPANY is controlled by Altergon SA, based in Lugano, Switzerland, a company established in 
1985 by a group of managers active in the pharmaceutical sector. 
 
 ALTERGON develops its business in the field of research, production and marketing of: 

­ pharmaceutical products, excipients, active pharmaceutical ingredients (APIs), 

­ AIC specialities, 

­ medical devices; 

its customers are mainly other companies in the pharmaceutical field. 

 The Company also provides services in fields related to its corporate purpose.  

 THE COMPANY'S objective is to be a centre of excellence and innovation for the production of drugs in 
general, in the medical devices sector and for the biotechnological production of APIs, capable of seizing all 
opportunities and transforming them into possibilities for development and growth.  

 The main areas of focus are: 

­ Production: innovating, consolidating and increasing the quality and quantity of proprietary products 
or those processed on behalf of third parties, both in terms of medicated plasters and APIs; 

­ Research: implementing innovative biotechnological processes for the production of high-quality, 
high-performance APIs; 

­ Development: introducing new transdermal formulations, contributing to product and process 
innovation; 

­ Human resources: pursuing excellence through a careful selection and recruitment process and a 
continuous training plan, in accordance with the principles of Total Quality Management.  

 At its production site in Morra de Sanctis, ALTERGON has built a highly automated biotechnological 
plant dedicated to the production of active ingredients in compliance with the quality standards imposed by 
national and international regulations, with an adjoining R&D centre and a modern automated warehouse.  
 
 ALTERGON supplies its products to Italian and foreign companies. 

 

2.2. Governance Model 

  
 ALTERGON's corporate governance system, as a set of rules and methodologies for planning, 
management and control necessary for the functioning of the COMPANY, has been outlined in compliance 
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with current legislation, as well as in accordance with the national and international best practices with 
which the COMPANY complies. 
 
 The elements on which the COMPANY's governance model is based are: 
 

 The set of values defined in the CODE OF ETHICS, the ANTI-CORRUPTION GUIDELINES and 
the SUPPLIER CODE OF CONDUCT ; 

 The central role of the Board of Directors; 

 Transparent management; 

 The careful distribution of responsibilities regarding the management, monitoring and evaluation 
of the internal control and risk management system; 

 The employees. 

 
 The COMPANY adopts a traditional management system that provides for a division of 
responsibilities between the Shareholders, the Board of Directors and the Board of Statutory Auditors. In 
order to ensure ever greater fairness and transparency in the management of company activities, 
ALTERGON has also deemed it appropriate to adopt an ORGANISATION, MANAGEMENT AND 
CONTROL MODEL in accordance with the DECREE, and to establish a SUPERVISORY BODY which, 
together with the CODE OF ETHICS, the PROCEDURES and other policies and provisions of the 
COMPANY, constitutes the programme to ensure effective prevention and detection of violations of the 
law, as well as the set of corporate governance tools aimed at enabling the company to be run in a healthy 
manner consistent with its objectives.  
 
 The roles and responsibilities of the bodies on which the 'traditional' model is based and structured are 
set out below. 
 

- 2.2.1 Administrative Body  
 
 As defined in the Articles of Association, the COMPANY may be administered alternatively, upon 
decision of the Shareholders, by a sole director or by a Board of Directors composed of two or more 
members, by two or more directors with joint or separate powers. The shareholders have chosen to establish 
a Board of Directors composed of three to five members, who may also be non-shareholders, who remain 
in office for a three-year term or until revocation or resignation. The Board of Directors, thus composed, 
has all the powers of ordinary and extraordinary administration, without any limitation, except for those 
powers that are mandatorily reserved by law to the shareholders. 
 

 
- 2.2.2 Board of Auditors  

 By resolution of the Shareholders' Meeting, a Board of Statutory Auditors was appointed, consisting 
of three standing auditors and two alternate auditors. 
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 The Board of Statutory Auditors monitors compliance with the law and the Articles of Association, 
adherence to the principles of proper administration and the adequacy of the company's organisational 
structure and the methods of practical implementation of corporate governance rules. It is also responsible 
for monitoring the independence of the auditing firm, verifying both compliance with the relevant 
regulatory provisions and the nature and extent of any non-auditing services provided to the company and 
its subsidiaries by the auditing firm and entities belonging to its network. Finally, the Board of Statutory 
Auditors is required to submit a reasoned proposal to the shareholders when appointing and revoking the 
statutory auditor. 
 

- 2.2.3 Auditing firm  
 
 Upon resolution of the Shareholders' Meeting, and provided that the conditions are met, an independent 
auditing firm has been appointed to verify the proper keeping of the accounts and the correct recording of 
management facts and events in the accounting records, as well as the compliance of the financial 
statements with the rules governing their preparation and the fair and truthful representation of the financial 
position and results of operations for the year, expressing an opinion on both the financial statements and 
the consistency of the management report with the financial statements. In addition, it also carries out any 
further checks required by regulations, including sector-specific regulations, and any additional services 
entrusted to it, where these are not incompatible with the statutory audit of the accounts. 
  

The COMPANY does not have an Internal Audit function. 
 

2.3. Governance Model 

 
 The COMPANY defines its organisational structure through: 

 The identification of corporate functions and the activities carried out by them; 

 The assignment of functional responsibilities and the definition of hierarchical reporting lines, 
highlighted in the company organisation chart; 

 The definition of a system of rules that establishes general and specific guidelines 
(PROCEDURES) aimed at regulating company activities; 

 The definition of a system of authorisation and signing powers that guarantees a timely and 
transparent representation of the company's decision-making and implementation process; 

 The definition of a control system capable of promptly reporting the existence and emergence of 
situations of general and/or specific criticality. 

 
 The above and the provisions specified in the following paragraphs represent ALTERGON's current 
corporate practice. 
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2.4. Organisation chart and Company organisation 

The COMPANY periodically updates the company organisation chart, which describes the activities, 
responsibilities and functions of the business divisions and support functions. Some of the COMPANY's 
functions have been outsourced. 

 In drafting the organisational structure, particular attention is paid to the assignment of functional 
responsibilities, the definition of reporting lines and the formalisation of the authorisation levels necessary 
for the performance of company activities in 'sensitive' areas. 

 To this end, through a formalised system of delegated powers, in accordance with the principle of 
segregation of duties, the spending and signing powers within the company organisation have been defined, 
also using schemes that require dual signatures, in full compliance with the so-called four eyes principle.  

For macro categories of expenditure, an authorisation process has been identified that minimises risks 
for ALTERGON, its employees and its stakeholders. In addition, for the most risky and critical 
expenditures, multiple signatories from different areas of the company are required. 

 It is understood that the tasks and activities of each organisational unit are described in a specific 
organisational job description, managed by the Human Resources Department. 

Furthermore, the COMPANY, sensitive to the need to ensure the proper management of health and 
safety requirements in the workplace, as well as to ensure an efficient and effective company organisation 
that responds to the actual functioning of ALTERGON, has formally identified the Employer and 
Environmental Manager, pursuant to Article 2 of Legislative Decree 81/2008. The latter, as can be seen 
from the safety and environmental organisation chart prepared by the Company, has delegated powers 
pursuant to Article 16 of Legislative Decree 81/08 and Legislative Decree 152/2006 to the HSE Manager 
as safety and environmental delegate.  

The RSPP (Prevention and Protection Service Manager) has been appointed and performs his duties 
in accordance with the provisions of the legislation. 

 

2.5. Assignment of power 

The Board of Directors may delegate, within the limits provided for by law, the powers of ordinary or 
extraordinary administration, or part thereof, to a Chief Executive Officer. 

 In order to carry out specific activities, the Board of Directors may delegate functions/powers of 
attorney, granting effective powers and tools to various individuals, including those outside the board itself. 

 In addition, the COMPANY may appoint functional managers within the organisation or external 
representatives, assigning them specific tasks and powers.  

 In the first case, the delegation of functions/powers of attorney is granted through deeds that must be 
adequately publicised, thus making them enforceable against third parties (i.e. through resolutions of the 
Board of Directors or filing with the Companies Register); in the second case, however, it is an internal act 
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that can be made operational through the approval of procedures, job descriptions, or more generally, 
documents governing organisational, authorisation and procedural aspects relating to individual cases 

 The system is designed to ensure the balance of assigned powers, the absence of situations of 
concentration of powers, the assignment of incompatible roles and compliance with the principle of 
segregation of duties.  

 The COMPANY has adopted a system of delegated functions/powers of attorney and procedures 
identifying functional managers, designed to ensure accurate and transparent representation of the corporate 
process of decision-making and implementation, as well as to manage any general and/or specific critical 
situations in a timely manner. 

 

2.6. Appointment of a defence lawyer in the event of charges against the legal representative 

In accordance with Article 39 of the DECREE, the company called to answer in criminal proceedings 
shall participate with its legal representative, unless the latter is under investigation or charged with the 
offence on which the administrative offence depends.  

In the latter case, the legal representative cannot, due to the condition of incompatibility in which he 
or she finds himself or herself, appoint a defence counsel for the entity due to the general and absolute 
prohibition of representation laid down in the aforementioned article. For this reason, the MODEL must 
provide for precautionary rules for possible situations of conflict of interest involving the legal 
representative under investigation for the predicate offence, which are valid for providing the entity with 
a defence counsel, appointed by a specifically delegated person, to protect its interests. 

 In the present case, the COMPANY has defined the following precautionary rules: 

 if the legal representative of ALTERGON is under investigation or charged, special power of 
attorney is granted to the General Manager of ALTERGON to appoint the COMPANY's defence 
counsel and to represent the COMPANY before the Judicial Authority; 

 if both the legal representative and the General Manager of ALTERGON are under investigation 
or charged, special power of attorney is granted to the Head of Finance & Administration of 
ALTERGON for the appointment of the COMPANY's defence counsel and for the representation 
of the latter before the Judicial Authority. 

  

2.7. Decisions by senior management and conflicts of interes 

The formation and implementation of directors' decisions are governed by the principles and 
requirements contained in the provisions of current legislation, the memorandum of association, the Articles 
of Association, the CODE OF ETHICS, the MODEL and the Internal Control system. Directors are required 
to promptly disclose to the Board of Directors, the Board of Statutory Auditors and the SUPERVISORY 
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BODY, which is responsible for filing and updating such information, all information relating to the 
positions they hold or the shareholdings they own, directly or indirectly, in other companies or enterprises, 
as well as any terminations or changes thereto, which, due to their nature or type, may reasonably give rise 
to conflicts of interest pursuant to Article 2391 of the Italian Civil Code. 

 The same disclosure obligation referred to in the previous point applies to senior managers, who must 
inform the Chief Executive Officer and the SUPERVISORY BODY of any family ties or relationships with 
representatives of the local public administration and/or suppliers, customers or third-party contractors of 
the COMPANY itself. 

 Company representatives - Directors, General Managers and Executives - are also obliged to refrain 
from accepting gifts or gratuities of significant value from institutional interlocutors, contractual 
counterparties or, in any case, from parties with whom the Company has business relations. in any case, 
they are required to disclose to the Board of Directors, the Board of Statutory Auditors and the 
SUPERVISORY BODY, which is responsible for filing and updating such information, all information 
relating to their past or present economic and financial relations with the above-mentioned parties. 

 

2.8. Business divisions and support functions 

 
 The COMPANY has an organisational structure divided into:  

a. Production Sector, which includes the Manufacturing, Engineering, Maintenance, Supply Chain, 
Planning and Warehouse, QA (Quality Assurance), QC (Quality Control), Hyaluronate Innovation & 
Business Development, R&D and Regulatory Affairs functions; 

b. Support/staff functions: 

(i) Hyaluronate Innovation & Business Development 

(ii) Finance & Administration  

(iii) IT & SAP 

(iv) Human Resources 

(v) Legal & Compliance  

(vi) Health, Safety and Environment 

(vii) General Services 

c. Outsourced Services 

 
 

- 2.8.1 Production Sector  
 

 The Production Sector reports to the General Manager (also Chief Operating Officer - COO).  
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In order to meet the product requirements set by current legislation, the COMPANY has an integrated 
quality/environment/safety management system, certified by accredited bodies, described in the so-called 
"Integrated Management Manual", which complies with the following standards: 
- UNI EN ISO 9001:2015 (Quality), 
- UNI EN ISO 13485:2016 (Medical Device Quality) 
- UNI EN ISO 14001:2015 (Environment) 
- UNI EN ISO 45001:2018 (Health and Safety at Work) 

 The COMPANY has obtained AEO (Authorised Economic Operator) certification, attesting to the 
reliability of the Organisation within the international supply chain for the import and export of products. 
This certification was obtained following a specific audit carried out by the Customs Agency. 

 ALTERGON's production activity focuses mainly on the manufacture of transdermal drugs (medicated 
plasters) and the production of active pharmaceutical ingredients (hyaluronic acid) through 
biofermentation. In addition, there is a pharmaceutical technology department for the production of 
experimental batches. With a view to diversifying production, the company also manufactures medical 
devices. 

The COMPANY mainly manufactures on behalf of third parties, and the related relationships are 
governed by specific contracts. 

 The production site is located in the ASI industrial park in Morra de Sanctis, covering a total area of 
approximately 40,000 square metres. The facilities are technologically advanced and comply with the GMP 
standards imposed by national and international regulations. ALTERGON's production system is certified 
by AIFA and the FDA. 

The production site has a Quality Unit consisting of the Quality Assurance (subdivided into 'Finished 
Product' and 'Biotech Product') and Quality Control departments and Qualified Persons (currently four, 
with powers of substitution). There is also centralised coordination for both the Quality Control and Quality 
Assurance departments, overseen by the Quality Director. 

The activities of the production sites are supported by the Supply Chain function with regard to the 
procurement of goods and services. The Supply Chain function is also involved in procurement processes 
relating to so-called indirect purchases, i.e. those not directly intended for production. 

 All operations related to production processes are formalised and tracked. The relevant documentation 
is archived by the organisational units involved and/or Quality Assurance. 

 The SAP information system used by the COMPANY provides for access control to the various 
applications used through the use of usernames and passwords, profiled on the basis of the specific tasks of 
each employee. In addition to ensuring the correct distribution of tasks, user profiling also allows for the 
IT traceability of the operations carried out. The information system supports the r supervision of activities 
related to the control of process parameters in accordance with GMP standards (Annex 11 EU-GMO/CFR 
21 Part 11). 
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 Data security is guaranteed by backup procedures, which are performed periodically to safeguard the 
availability of data contained in computer archives. 

The Company carries out research and development (R&D) activities both on its own and in 
collaboration with other companies and university research institutions, both at its own facilities and at the 
facilities of the institutions with which it collaborates. This activity involves the use of internal resources 
of the COMPANY, external consultants and personnel from the institutions involved. This activity includes 
the phases of verifying the feasibility of a new formulation, reviewing existing formulations, and 
completing all stages of development. 

The Regulatory Affairs department is responsible for preparing and submitting the documentation 
necessary to maintain and obtain the authorisations required for the production of the COMPANY's active 
ingredients and products. This involves interaction with the regulatory bodies that examine the 
aforementioned documentation and during inspections. 

 
 

- 2.8.2 Support/staff functions  
 

The activities carried out directly by the COMPANY are: 
- Hyaluronate Innovation & Business Development 

- Finance & Administration  

- IT & SAP 

- Human Resources 

- Health, Safety and Environment 

- General Services 

- Legal & Compliance (with the support of Altergon SA) 

 
 

- 2.8.3 Outsourced Services  
 

The COMPANY pursues objectives of efficiency and effectiveness in all corporate functions. With 
this in mind, the Company has outsourced certain functions to external parties (outsourcers). 

The following activities are outsourced to external parties/consultants, including non-Italian ones:  
- support/coordination of the Regulatory function and management of relations with AIFA; 

- payroll processing and related obligations; 

- tax and legal advice; 

- environmental technical and analytical support; 

- occasional GMP analytical support through Qualified Persons. 
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For each outsourced process and for consultancy services, a specific contract/assignment is drawn up 

governing the relationship between the parties, with particular reference to the subject matter of the service, 
the economic conditions of the service and the related responsibilities, also in accordance with the 
provisions of the DECREE. 

              

2.9. Partecipation in associations 

The COMPANY participates in associations/bodies (ATI, ATS, consortia, etc.) for the achievement 
of objectives related to its corporate purpose, in order to respond to calls for tenders, research projects and 
investments. 

 

2.10. Company Information System 

ALTERGON uses the SAP company information system to support its activities. In addition to 
supporting the COMPANY's operations by collecting, processing and storing data for the purpose of 
producing and distributing information, the company information system also plays a control role, ensuring 
constant alignment with the governance system in terms of organisation, definition and assignment of 
functional and economic responsibilities.  

The actions taken and interventions carried out by ALTERGON on the SAP corporate information 
system are therefore aimed at supporting the organisational structure, making effective the system of 
assignment of responsibilities and delegations defined to enable the performance of corporate activities. 

The system of rules implemented by the COMPANY, in particular to regulate company activities in 
'sensitive' areas, is applied in practice in SAP, which implements and gives effect to the operational powers 
delegated to individual persons with reference to their areas of responsibility. User profiling also allows 
for the IT traceability of the operations carried out. 

To ensure security, access to the various applications used is controlled by means of user names and 
passwords, profiled on the basis of the specific tasks of each member of the organisation.  

Data security is guaranteed by backup procedures which, carried out periodically, safeguard the 
availability of the data contained in the computer archives. 

 

2.11. Company Procedures 

  
 In carrying out its activities, the COMPANY follows specific PROCEDURES, and in order to ensure easier 
maintenance and updating of both THE MODEL and the procedures themselves, the procedural body is 
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separated from THE MODEL, although it represents a necessary and essential prerequisite for it, and is 
therefore expressly referred to therein5 . 
The Company's procedural body is divided into:  
- GMP (Good Manufacturing Practices) procedures, also known as NBF (Norme di Buona 

Fabbricazione) in Italian, are a set of rules and procedures that every pharmaceutical company must 
comply with to ensure that its products meet the highest quality standards; 

- company organisation chart and job descriptions;  

- procedures and operating instructions of the Integrated Quality, Environment and Safety Management 
System;  

- AEO Management System procedures and operating instructions; 

- procedures, operating instructions and policies identified with the acronym SOP; 

- the Risk Assessment Document adopted by THE COMPANY and the company documentation referred 
to therein (work sheets, procedures, work instructions, etc.);  

 

2.12. Certifications 

 ALTERGON has obtained the following certifications: 
- Quality: according to ISO 13485: 2016 and ISO 9001: 2015 standards; 

- Environment, according to the ISO 14001:2015 standard; 

- Health and Safety in the workplace, according to the ISO 45001:2018 standard.  

  

                                                      
5 For details of the Procedures that form an integral part of the Model, please refer to Annex 3 "Table linking sensitive 
processes and company procedures".  
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3.   CHAPTER - NATURE, SOURCES AND PURPOSES OF THE MODEL AND OF THE 
CODE OF ETHICS 

 
This MODEL, approved by the Board of Directors on 10 July 2012  and subject, over time, to ongoing 
updates due to the organisational and regulatory changes that have occurred over the years, constitutes the 
internal regulation of ALTERGON ITALIA, to which the company is bound. It is understood as the set of 
operating rules and ethical conduct adopted by the COMPANY according to the specific activities carried out 
in order to prevent the commission of the OFFENCES listed in the DECREE. 
The MODEL is inspired by the Guidelines of trade associations, namely CONFINDUSTRIA and 
FARMINDUSTRIA, and based on the results of RISK MAPPING and risk assessment activities. 
The COMPANY intended to comply with the provisions of the law with the adoption of the MODEL, first and 
foremost in conforming to the principles of the DECREE, the associated Self-Regulation Codes and the 
Recommendations of the supervisory and control authorities, as well as make its internal control and 
corporate governance system more effective, with particular reference to the objective of preventing the 
commission of the CRIMES provided for by the DECREE. 
 
3.1. Purpose of the ALTERGON ITALIA MODEL  
 
The MODEL has the following objectives: 

 
- knowledge of activities that present a risk of committing crimes relevant to the COMPANY (at-risk 

activities); knowledge of the rules governing risk activities; adequate and effective information 
to the RECIPIENTS regarding the methods and procedures to be followed in carrying out the at-
risk activities; awareness of the sanctioning consequences that may arise to them or to the 
COMPANY due to the violation of the law, its rules or internal provisions; 

 
- dissemination, personal acquisition and actual affirmation of a corporate culture based on legality, 

being aware of the express reproach on the part of the COMPANY of any conduct that is contrary 
to the law, regulations, rules of self-discipline, indications of the supervisory and control 
authorities, internal provisions and, in particular, the provisions contained in this MODEL; 

 
- dissemination, personal acquisition and concrete affirmation of a culture of control, which must 

preside over the achievement of objectives which, over time, the COMPANY puts into place 
exclusively on the basis of decisions regularly made by the competent corporate bodies; 

 
- efficient and balanced organisation of the COMPANY, with particular regard to the clear 

attribution of powers, the formation of decisions and their transparency and motivation, 
preventive and subsequent controls on deeds and activities, as well as the correctness and 
truthfulness of internal and external information. 

 
In relation to the nature and size of the organisation specifically concerned as well as to the type of activity 
or function performed, measures must be taken that are concretely suitable to improve efficiency in carrying 
out the activities or functions, ensuring constant compliance with the law and all other rules that intervene 
to regulate the activity or function, promptly identifying and eliminating situations at risk of the commission 
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of crimes, or at least reducing them to the minimum possible. 
For the purposes indicated in the previous paragraph, the COMPANY adopts, enforces, and continuously 
adapts effective regulatory, organisational and procedural choices: 

 
- to ensure that human resources of all levels are recruited, managed and trained according to the 

criteria expressed in the CODE OF ETHICS OF THE GROUP, the principles and provisions of the 
MODEL and in timely compliance with applicable legislation, in particular with Article 8 of the 
Workers’ Statute; 

 
- to foster collaboration with the most efficient, constant and widespread implementation of the 

MODEL by all subjects that work within or with the COMPANY, always ensuring the protection 
and confidentiality of the identity of those who provide truthful and useful information to identify 
conduct that is contrary to that prescribed; 

 
- to guarantee that the distribution of powers, competences, functions, duties and responsibilities 

of the individual subjects working within the COMPANY and their placement within the corporate 
organisation comply with the principles of transparency, clarity and verifiability, and are always 
consistent with the activity effectively carried out by THE COMPANY. For this purpose, the system 
of powers of attorney and proxies must be indicated in a document approved by the Board of 
Directors and constantly updated, with specific indication of the powers attributed, also as regards 
expenditure or financial aspects, and the limits of autonomy; 

 
- to punish behaviours that constitute an objective exceeding of the competences, attributions and 

powers of each subject, as determined by law and the rules that apply to the COMPANY; 
 
- establish that the determination of the objectives of the COMPANY or those set for RECIPIENTS at 

any organisational level meet realistic criteria and objective feasibility with respect to each 
organisational sector; 

 
- represent and describe the activities carried out by the COMPANY, its functional structure, 

corporate organisation, relations with supervisory and control authorities, with other subsidiaries, 
investee companies, or other entities, in truthful and correct documents that are drawn up under 
the responsibility of clearly identifiable persons and duly updated; 

 
- implement training and refresher programs with the aim of ensuring effective knowledge of the 

CODE OF ETHICS and the MODEL by all those who work within the COMPANY or with it, as well 
as by all those who are directly or indirectly involved in the at-risk activities and operations 
referred to in the following paragraphs; 

 
- allow the use of IT tools and access to the Internet exclusively for reasons and purposes related 

to the work activity of the employee, in accordance with the corporate regulation adopted in this 
regard. 
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3.2. Structure of the ALTERGON ITALIA MODEL 
 
 ALTERGON ITALIA has prepared a MODEL on the basis of the indications provided for by the codes 
of conduct and Guidelines drawn up by the main representative trade associations and indications deriving 
from the case matter on the subject, which takes its own business situation and history into account with 
respect to the Company’s governance system.  
Drafting of this MODEL, the COMPANY has also taken into account the standards required by the main 
voluntary regulations on the subject of management systems, to which ALTERGON ITALIA conforms its 
activities. Specifically, the control protocols identified in the Special Part of the Model are based on the 
compliance with the ISO 37001 standards about the anti-corruption, ISO 45001 standards about the safety 
at work and ISO 14001 standards about the environment. 
  

 The MODEL includes the following constituent elements: 
 

- a process of identifying corporate activities in which the crimes referred to in the DECREE may 
be committed (“Sensitive activities” or “at risk of crime”) defined as “risk mapping” activities; 

 
- the provision of controls, protocols and procedures aimed at planning the formation and 

implementation of the COMPANY’S DECISIONS in order to prevent their commission of crimes 
within the sensitive activities identified; 

 
- a process of identifying the methods for managing financial resources as suitable for preventing 

the commission of crimes; 
 
- the Code of Ethics; 
 
- the Supervisory Body; 
 
- a structured system of information flows to and from the Supervisory Body and specific 

information and reporting obligations to the former; 
 
- a plan of periodic checks on sensitive activities and related control standards; 
 
- a disciplinary system designed to sanction the violation of the provisions contained in the 

MODEL; 
 
- a training and communication plan for all company personnel, from management to employees, 

as well as other subjects that interact with the COMPANY; 
 
- the criteria for updating and adapting the MODEL. 

 
This MODEL has also been drafted and updated in compliance with the provisions of the first paragraph 
of art. 30 of Legislative Decree 81/2008, which, on the subject of health and safety in the place of work, 
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prescribes that the organization and management model referred to in art. 6 of the Decree has been adopted 
and effectively implemented, ensuring a Corporate System for the fulfillment of all legal obligations 
relating to: 
- the compliance with the technical-structural standards of the law concerning the equipment, plants, places 
of work, chemical, physical and biological agents 
- the activities of risk assessment and preparation of the consequent prevention and protection measures; 
- the activities of an organisational nature, such as emergencies, first aid, management of contracts, periodic 
safety meetings, consultations with safety representatives of the employees; 
- the health monitoring activities; 
- the information and training of the employees; 
- the supervisory activities with reference to compliance with safety procedures and work instructions by 
the employees; 
- the acquisition of documents and certifications required by law; 
- the periodic checks on the application and effectiveness of the procedures adopted. 

 
ALTERGON ITALIA, with the implementation of the Code of Ethics has defined, has adopted its own 
Code of Ethics, thus formally defining the criteria of conduct that must govern relations with the market 
and those who have relations with the COMPANY and the Group.  
The CODE OF ETHICS of the Company is the essential foundation of this MODEL; the provisions of the latter 
are integrated with the provisions of the CODE OF ETHICS. It contains a series of legal obligations and moral 
duties that define the scope of the ethical and corporate responsibility of each participant in the organisation; 
as a whole, these constitute an effective tool aimed at preventing unlawful or irresponsible behaviour by 
subjects who are called upon to act in the name and on behalf of the company. These general principles 
create operating rules that give the CODE OF ETHICS immediate applicability in current management, with 
reference to the relationships that must exist between the company and all the institutional interlocutors, 
including the PA. 
The CODE OF ETHICS can essentially be defined as the “Charter of Values” of the Group: it is a charter of 
moral rights and duties that defines the ethical-social responsibilities of personnel of all hierarchical levels.  
It is also a tool to ensure the fair and effective management of transactions and human relations that is able 
to sustain and protect the reputation of the company, creating trust externally.  
Its adoption is the result of the COMPANY’S desire to establish an effective means of preventing 
irresponsible or unlawful conduct by those who work in the name and on behalf of the company. 
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4. CHAPTER - WHISTLEBLOWING PROVISIONS 
 
Article 2 of Law no. 179/2017, which amends Article 6 of the DECREE, inserted the regulation of the protection 
of the reporting of offences or irregularities of which a person has become aware as part of a private 
employment relationship into the Decree, which is known as Whistleblowing.  
As of 15 July 2023, the provisions of Legislative Decree 24/2023 – Implementation of Directive (EU) 
2019/1937 of the European Parliament and of the Council of 23 October 2019 – on the protection of persons 
who report breaches of Union law and laying down provisions concerning the protection of persons who report 
breaches of national legal provisions shall take effect. 
To this end, the COMPANY has provided two different alternative channels, one of which is computerized, 
which allow the submission of reports, guaranteeing the protection of the confidentiality of the whistleblower 
and the prohibition of any form of discriminatory or retaliatory act against whistleblowers for reasons related, 
directly or indirectly, to the report. 
Information on violations must relate to conduct, acts or omissions of which the whistleblower or complainant 
has become aware in the context of work, understood in its broadest sense as the context in which legal relations 
have been established with the Company.  
Reports must be as detailed as possible and must be clear: (i) the circumstances of time and place in which the 
event which is the subject of the report occurred; (ii) a description of the act; (iii) personal details or other 
elements that make it possible to identify the person to whom the reported facts can be attributed. 

 
More specifically, all reports regarding violations of EU law, unlawful conduct relevant to the DECREE or 
violations of the MODEL of which the Recipients have become aware, must be transmitted through one of the 
following channels: 

 
 Web: https://altergon.whistlelink.com/;   
 Mail to: Altergon Italia Srl – Zona Industriale ASI– 83040, Morra De Sanctis, to the attention of 

Compliance Office marked «Confidential » 
 

To this end, the COMPANY, sensitive to the protection and confidentiality of whistleblowers and irregularities, 
has complied with the provisions of current legislation, identifying the Compliance function as the manager of 
reports.  
With exclusive reference to reports relating to offences relevant to 231 purposes , the involvement of the SB 
is envisaged, for the assessment and possible start of the investigation.  
The procedure for assessing reports is based on preliminary investigations, which may also consist – if 
necessary – in the hearing of the person making the report and/or the person responsible for the alleged 
violation; any consequent measures shall be applied in accordance with the provisions of the following 
paragraph.  
Anonymous reports that appear prima facie to be irrelevant, unfounded or unsubstantiated, as well as those 
relating to claims of a personal nature or irrelevant to regulatory purposes, will not be taken into consideration. 
Those reporting in good faith must be guaranteed against any form of retaliation, discrimination, penalisation, 
or any consequence deriving from the reports themselves. The confidentiality of the informant’s identity will 
be ensured, without prejudice to legal obligations and the protection of the rights of Company or persons 
accused wrongly and/or in bad faith.  
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Please refer to the “Whistleblowing” Policy (Annex 2) for further details on regulatory requirements, the 
choices made by the Company, as well as the definition of the operating methods that can be used for reporting 
purposes. In line with best practices, this policy aims to be a guide for internal and external stakeholders who 
wish to make a report. 
The protection provided in the event of retaliation is not guaranteed when the reporting person is found, even 
by a first-instance court ruling, to be criminally liable for defamation or slander, or for the same crimes 
committed with the report to the judicial or accounting authorities, or to be civilly liable for the same crimes 
in cases of intent or gross negligence. In such cases, the reporting person may be subject to disciplinary action. 
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5.  CHAPTER - METHODOLOGY USED IN DEFINING THE MODEL  
 
Article 6, paragraph 2, letter a) of the DECREE expressly provides that the Organisation, Management and 
Control model of the entity identifies the corporate activities in which the crimes included in the DECREE 
may potentially be committed. 
As a result, the COMPANY has carried out an in-depth analysis of such, both in the first draft and in 
subsequent updates. As part of this activity, the COMPANY initially analysed its own organisational 
structure, as represented in the corporate organisational chart, which identifies the Departments/Functions 
and highlights roles and hierarchical - functional lines of reporting.  
This document is kept at the Legal Affairs and Compliance department and is available for viewing.  
ALTERGON ITALIA subsequently analysed its activities based on information gathered by company 
representatives (i.e. Management/Department Managers) who, by virtue of their role, have the greatest and 
most profound knowledge of the relative business operations of their corporate sector. 
 The identification of at-risk activities in company processes was based on a preliminary analysis of: 
 

 the company organisation chart; 

 the system of powers and proxies; 

 the resolutions and reports of the administrative and control bodies; 
 the corporate regulatory corpus (i.e. procedures, organisational provisions) and the control system 

in a broad sense; 

 the indications contained in the Guidelines issued by Confindustria,, EFPIA, Medtech, 
Farmindustria and Confindustria Dispositivi Medici; 

 the “history” of the COMPANY, or of the prejudicial events that have affected the company in the 
past. 
 

Subsequently, an analysis of the sensitive activities detected and the control environment was carried out 
with reference to a "future" Model, i.e. one that complies with the provisions of Legislative Decree no. 
231/2001, resulting in the preparation of a Gap Analysis (a summary of the differences between existing 
control protocols and the "future" Model, containing the identification of proposed adjustments and 
improvement actions). 
The results of this activity were collected and formalised in a descriptive form that forms an integral part 
of the Model, called “Mapping of at-risk activities of crime”, which illustrates the risk profiles of 
ALTERGON Italia in detail as relating to the commission of crimes included in the Decree. 

In particular, the Mapping of activities above concerning the risk of crime are detailed, for each 
Company activity with the risk of possible commission of crime (so-called "sensitive activities"), the list 
of crimes envisaged by the DECREE and regarded as relevant, the Functions/Company Departments 
involved, the crimes that can be associated, the procedures and control measures identified for each 
sensitive activity. 
On the basis of the sensitive activities - according to different degrees of risk – risk profiles of commission 
of the crimes envisaged by Articles 24, 24 bis, 24 ter, 25, 25 bis (in relation to the crimes referred to in 
paragraph 1, letter f) bis, 25 bis1, 25 ter, 25 quinquies n, Article 603bis of the criminal code, 25 septies, 25 
octies, 25octies1, 25 nonies, 25 decies, 25 undecies, 25 duodecies, 25 quinquiesdecies, 25 sexiesdecies of 
DECREE(offences relating to computer crime, computer extortion, offences committed in relations with 
the Public Administration, offences related to organised crime, crimes related to counterfeit money, public 
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credit cards, revenue stamps and identification tools or signs, offences against industry and commerce, 
corporate crimes and corruption between private individuals, offences relating to violation of copyright, 
crimes committed in violation of the regulations for the protection of health and safety at work, inducement 
not to make statements or to make false statements to the Judicial Authorities, introduction into the state 
and trade of products with false signs, offences regarding the receiving, laundering and use of money, goods 
or benefits of illicit origin, as well as self-laundering, offences relating to non-cash payments and fraudulent 
transfer of values, computer abuse crimes, environmental crimes and the employment of third country 
nationals whose stay is irregular, tax offences, customs and excise offences). 

Considering the activities actually carried out within the Company, it has been believed that crimes 
relating to forgery of money, public credit cards and revenue stamps, as well as offences against the 
individuals (with the exceptions mentioned above), racism and xenophobia and fraud in sport competitions 
as well as those against cultural heritage cannot be concretely committed and therefore it has not been 
considered necessary to set up a targeted prevention and control systems.  

On the other hand, regarding to terrorist crimes and transnational crimes, as well as market abuse 
crimes, reference to the principles contained in the Code of Ethics was considered exhaustive.  
 
 The Mapping of at-risk activities of crime is kept with the Human Resources Department, which is 
responsible for their archiving. The department makes them available for viewing to Directors, Statutory 
Auditors, members of the SB and anyone authorised by the COMPANY to view it. 
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6.  CHAPTER - RECIPIENTS OF THE MODEL 
 

The rules contained in the MODEL apply:  
 

- to persons who are representatives, directors or managers of the COMPANY or a unit or division 
of it that has financial and functional autonomy, as well as persons who exercise the 
management or control of the same, even de facto (COMPANY REPRESENTATIVES);  
 

- to employees of the COMPANY of any grade and under any type of contractual relationship, even 
if posted abroad for the performance of the activity (EMPLOYEES); 

 
- to those who collaborate with the COMPANY under a quasi-subordinate employment relationship 

(project collaborators, temporary workers, interim workers, interns, etc.), where applicable. 
  
The MODEL with the related CODE OF ETHICS are essential references for those who contribute to the 
development of the various activities as suppliers of materials, services, and works, as consultants, partners 
in temporary associations, or companies with which ALTERGON ITALIA operates.  
Compliance with the MODEL is also required through the provision of contractual clauses that oblige 
external collaborators, agents, consultants, and commercial partners to respect the principles contained in 
the Code of Ethics, as well as procedures specifically related to the activity performed. Non-compliance 
entitles the Company to withdraw from the contract or terminate it. RECIPIENTS are required to promptly 
comply with all of the provisions of the MODEL, also in fulfilment of the duties of loyalty, correctness and 
diligence that arise from the legal relations established with the COMPANY. 
The COMPANY disseminates the MODEL through methods that ensure its effective knowledge by all persons 
involved. 
The COMPANY reproaches and sanctions any conduct that is contrary to the provisions of law, the MODEL 
and the CODE OF ETHICS, as well as conduct put in place in order to evade the law, MODEL or the CODE OF 

ETHICS, even if the conduct takes place in the belief that it pursues, even in part, the interest of the COMPANY 
or with the intention of giving it an advantage. 
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7. CHAPTER - TRAINING AND COMMUNICATION PLAN 

 
In order to effectively implement the MODEL, ALTERGON ITALIA intends to ensure the proper, 
extended communication and disclosure of its content and principles within and external to its organisation, 
such that the MODEL becomes a constant reference for Company activities. 
Communication and training activities will be diversified according to the RECIPIENTS TO whom it is 
addressed and based on principles of completeness, clarity, accessibility and continuity, in order to allow 
the various RECIPIENTS to be fully aware of the company provisions that they are required to respect and 
the ethics on which their conduct must be based. 
For the purposes of implementing the MODEL, training and information for personnel is managed by the 
corporate department in charge in close coordination with Legal Affairs and Compliance Department and 
with the BODY and the heads of other departments involved in the application of the MODEL. 
The contents and principles of the MODEL are brought to the attention of all employees and other subjects 
who have contractually regulated collaborative relationships with ALTERGON ITALIA.  
The MODEL will be the extensively communicated so as to become a constant reference in business 
activities. Notably, it will be communicated to all EMPLOYEES at the time of approval, revision or update, 
to new employees at the time of hiring and to employees when upon contract stipulation. EMPLOYEES are 
also ensured the possibility of accessing and viewing this document (and its annexes) in the shared 
electronic archives of the COMPANY’S local network and the reception of the individual corporate offices.  
In order to facilitate the understanding of the MODEL, the COMPANY organises, through the Legal Affairs 
and Compliance departement, various training courses through the training unit, according to the roles 
played by the different people. 
Periodic training will be provided, differentiated according to the different categories, functions and levels 
of the RECIPIENTS and in consideration of the sensitive areas in which they work. Training activities will 
be carried out: 
 

 immediately after approval of the MODEL; 
 in the event of changes and/or updates; 

 in training activities for new hires.  
 
During THESE activities, the COMPANY shall inform employees that they are required to know the principles 
and content of the MODEL, and to contribute to its implementation in relation to the role and responsibilities 
held within Altergon Italia, respecting it and reporting any shortcomings. 
 To the following subjects: 

 members of corporate bodies; 
 

a paper copy of the full version of the MODEL is provided and a signature is requested upon receipt of the 
same.  
The SB monitors the level of implementation of the MODEL through specific verifications defined in its 
rules. 
For the consultation of the MODEL by COLLABORATORS and third parties (promoters, agents, contract 
workers, consultants, outsourcers, suppliers, business partners), the general part, together with the CODE 

OF ETHICS and the ANTI-CORRUPTION GUIDELINES will be published on the company website. All contracts 
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will also contain the so-called “clause 231” which constraints the contractual relationship to comply with 
the MODEL.  
In addition, ALTERGON ITALIA shall arrange suitable measures with partners, outsourcers and agents that 
prevent acts and/or conduct such as to determine a violation of the MODEL on behalf of their employees. 
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8. CHAPTER - ADOPTION OF THE MODEL - CRITERIA FOR UPDATING AND ADAPTING 
THE MODEL AND PROCEDURES 

 
8.1 Adoption, amendment and updating of the MODEL and PROCEDURES. 

 
The Board of Directors, except as expressly provided below, has exclusive jurisdiction for the adoption 
and modification of the MODEL in order to prevent the commission of crimes and the OFFENCES and 
ADMINISTRATIVE CRIMES referred to in the DECREE. In particular, the Board of Directors promptly modifies 
the MODEL if significant breaches or evasion of the provisions contained therein by the BODY, by another 
Function of the COMPANY or any other person of the same, which highlight its inadequacy, even if only 
partial, to guarantee the effective prevention of the crime. 
Moreover, the Board of Directors promptly updates the MODEL in whole or in part on the proposal of the 
BODY, if changes or modifications occur:  
 

a) to the regulatory and legislative system, inclusive of self-governance, which governs the 
COMPANY’S activity;  

b) in the corporate structure or organisation of the COMPANY;  
c) in the business of the COMPANY or with respect to the goods or services offered to customers; 
d) with reference to other elements and circumstances essential for the outcome of risk mapping. 

 
The functional units involved process and promptly make changes to the procedures within their 
competence as soon as these changes appear necessary for the effective implementation of the MODEL, and 
do so according to the provisions of the previous letters a), b), c) and d).  
Proposals for amendments to the MODEL as referred to in the aforementioned letters a), b), c) and d) are 
communicated beforehand to the BODY, which must promptly express an opinion. If the Board of Directors 
deems that it does not meet the approval of the BODY, it must provide adequate proof.  
The MANAGING Director of the Company can make purely formal changes to the MODEL or PROCEDURES 
if such are necessary for increased clarity or efficiency. The changes are immediately communicated to the 
BODY and the Board of Directors for ratification. 
THE BODY must promptly report the facts that suggest the need or the opportunity to modify or revise the 
MODEL in writing to the Chairman of the Board of Directors. In this case, the Chairman of the Board of 
Directors must convene the Board of Directors, so that it may make resolutions of its competence. 
Insofar as it is compatible, the above is applied by the adoption of new procedures or for the modification 
of the pre-existing procedures by the functional units involved, as necessary for the implementation of the 
MODEL. New procedures and changes to those existing must be promptly communicated to the BODY. 
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       9  CHAPTER - THE SUPERVISORY BODY 
 
9.1  Identification of ALTERGON ITALIA’s Supervisory Board 

  
The DECREE identifies the “body of the entity” to be entrusted with the “autonomy and powers of initiative 
and control” as the body to: 
 

 continuously monitor the functioning and observance of the MODEL, its widespread and effective 
implementation, compliance with the provisions contained therein by employees, corporate bodies, 
service companies and other third parties and its consequent effective capacity to prevent the 
commission of crimes; 

  handle the timely and constant updating of the MODEL, where it is necessary to adapt it in relation 
to modified company and regulatory conditions. 

 
This “Body” must meet the requirements of stability, hierarchical autonomy with respect to the other bodies 
and subjects, and expenditure, neutrality, interests, professionalism, integrity, operational efficiency and 
continuity of action. 

 The requirement of autonomy and independence presupposes that the SB: 
 

 possesses autonomous powers of initiative and control; 

 has adequate financial resources; 

 responds to the highest hierarchical body in the performance of its functions, that is, to the Board 
of Directors;  

 is not controlled by and operates under the directives of any other function, top management or 
decision-making body; 

 is not subject to any form of interference or conditioning by parties internal or external to the 
COMPANY; 

 is not in situations (even only potential) of conflict of interest of a personal, family or professional 
nature for any reason; 

 does not have duties connected directly or indirectly with the formation and implementation of 
COMPANY decisions; 

 does not assume operational/management roles.  
 

The SB carries out its functions by encouraging a rational and efficient cooperation with the bodies and 
control functions existing in the COMPANY TO THE EXTENT POSSIBLE. 
The requirement of professionalism presupposes that the SB, as a whole: 
 

 possesses adequate specialist skills, in particular (also alternatively): (i) legal, with specific 
reference to criminal law, to crimes in the economic field (such as financial crimes and corporate 
crimes) and the administrative liability of institutions pursuant to the DECREE; (ii) internal control 
and compliance; (iii) pharmaceutical; (iv) accounting and data analysis; 
 

 is equipped with specialised tools and techniques to carry out the activity assigned to it, also using 
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specialised internal and/or external aids. 
 

 The requirement of integrity implies the absence of causes of ineligibility: with respect to 
each member of the SB there must be no sentence of condemnation or plea bargain, even if not final, 
relating to crimes provided for by the DECREE or the other causes of ineligibility for directors and 
statutory auditors of listed companies.6  
In particular, Article 2 paragraph 1 of Ministerial Decree no. 162/2000 provides that the following 
persons cannot hold the office of statutory auditor (or director) in listed companies:  

 

 the person is in the situations provided for by Article 2382 of the Italian Civil Code (that is, a 
legally incapacitated person, one who has been disqualified, bankrupt or sentenced to a penalty 
that involves the interdiction to hold public offices or the inability to exercise management roles); 
 

 the person has been subjected to a preventive measure (see Law no. 1423 of 1956, Law no. 575 
of 1965 and Law no. 646 of 1982, repealed and replaced by Legislative Decree no. 159 of 2011, 
the Antimafia Code), subject to the effects of rehabilitation;  
 

 the person has been given a final sentence, unless rehabilitation has taken place, or has taken a 
plea bargain, unless charges for the crime have been dropped:  
 

 imprisonment for an offence provided for by special legislation governing the insurance, 
banking, financial and credit sector, legislation on markets and financial instruments, 
payment instruments and tax matters; 
 

 under penalty of imprisonment for a corporate offence (book V title XI of the Italian Civil 
Code) or bankruptcy crime (Royal Decree no. 267 of 1942, the Bankruptcy Law);  
 

 imprisonment of not less than 6 months for a crime against the public administration, public 
order, public faith, heritage, and public economy;  
 

 imprisonment of not less than 1 year for any non-negligent crime. 
 
To guarantee the requirement of stability and continuity of action and taking into account the characteristics 
of its organisational structure, ALTERGON ITALIA deems it appropriate to identify its SUPERVISORY BODY 
(hereinafter the “BODY” or “SB”) in a board comprised ad hoc, called upon to exclusively and 
continuously perform the functions established by Article 6 of the DECREE and briefly referred to herein. 
The number of members of the BODY is determined as three members, two external - an expert in legal 
matters and an expert in pharmaceutical compliance - and one internal one - identified in the Compliance 
Manager - to the COMPANY, in possession of the prescribed characteristics of professionalism, integrity and 
autonomy of action, which must be identified with a specific resolution of the Board of Directors.  
 

                                                      
6 Pursuant to Article 147-quinquies and 147 of the TUF (Legislative Decree no. 58/1998) and Article 2 of Ministerial Decree 
no. 162 of 30 March 2000. 
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The appointment and revocation of the members of the Body (such as in the event of violation of their 
duties deriving from the MODEL) are reserved to the competence of the Company’s BOARD OF DIRECTORS, 
after informing the Board of Statutory Auditors, with a motivated provision with respect to each member.  
In selecting the members, the only relevant criteria are those - already set forth - which refer to the specific 
professionalism and competence required for the performance of the functions of the BODY, to be of good 
repute - to be assessed based on the requirements established for the directors and auditors of listed 
companies 7 - and, for members external to the COMPANY, to absolute independence with respect to same.
  
The term of office of the BODY is established as three financial years, with the possibility of renewal 
only once for an additional three years, while remuneration is defined upon appointment. Upon expiration 
of the mandate, the “outgoing” BODY will temporarily continue to carry out its duties until the effective 
takeover of the new BODY. 
Revocation, which is the competence of the COMPANY’S Board of Directors, is only allowed for just cause 
(e.g. unfaithfulness, inefficiency, negligence, inexperience, serious breach of duties as defined in the 
MODEL, breach of confidentiality obligations provided by the MODEL, lack of participation at more than 
three consecutive meetings without a justified reason) and may be ordered after informing the Board of 
Statutory Auditors. In the event of revocation, the Board of Directors shall promptly replace the revoked 
member, redefining the composition of the BODY by appointing a new member whose mandate expires 
together with that of the remaining members.  
With reference to the individual members of the BODY, the following constitutes a cause for forfeiture: 
  

 the unexpected impossibility of performing his/her task properly; 

 the loss of the requirements of independence, impartiality, autonomy, as well as the requirements 
of integrity and eligibility; 

 the occurrence of conflicts of interest, such as from having significant business relations with the 
COMPANY, the parent company, or any associates, and familial relations with corporate bodies 
and top management; 

 for internal members, termination of the relationship of employment/collaboration with the 
COMPANY; 

 the assumption of executive, operational or delegated positions. 
 
The Board of Directors is entitled to verify the presence of a cause of forfeiture. Each member of the BODY 
must promptly notify the Secretary and the other members as to the loss of objective and subjective 
requirements. 
The BODY as a whole is considered invalid if the majority of its members are absent due to resignation or 
other causes. The BODY is also deemed to have lapsed if the COMPANY receives a sentence of 
condemnation or makes a plea bargain (pursuant to Articles 444 and following of the Criminal Code) 
which has become final for an administrative offence due to a crime pursuant to the DECREE, following an 
verified inadequacy or omission of supervisory activity. In such cases, the Board of Directors shall promptly 
appoint a new BODY. Until such time, the “invalid” BODY remains in office to exercise its functions. 
  

                                                      
7 Pursuant to Article 147-quinquies and 147 of the TUF (Legislative Decree no. 58/1998) and Article 2 of Ministerial Decree 
no. 162 of 30 March 2000. 
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The BODY will regulate the rules of its operation (method of calling, time schedule of meetings, scheduling 
of activities etc.) as well as methods of managing the necessary information flows through its own specific 
regulation. 
The BODY internally appoints a President to which specific functions can be delegated, by choosing a 
Secretary from members external to the COMPANY, who will be entrusted with the filing and preservation 
of documents concerning the activity of the BODY, ensuring that the documentation itself cannot be 
modified or altered. Minutes will be recorded for the meetings of the BODY.  All documentation will be 
kept at the COMPANY in a specific database, access to which is exclusively granted to the BODY and persons 
specifically identified in its regulation BODY. 
Taking the special nature of the responsibilities attributed to the BODY into account and the specific 
professional contents requested of them, in carrying out their supervisory and control duties, the BODY is 
supported by the structures of the various company departments according to the rules and principles laid 
down in its own regulations. It can make use of the support of other external subjects whose contribution 
is necessary or opportune. 
 

9.2  Function and powers of the Body 
 
The BODY has autonomous powers of initiative, intervention and control, which extend to all sectors and 
functions OF THE COMPANY, including the decision-making body and its members, external collaborators 
and consultants. These powers may be exercised for the sole purpose of effectively and promptly 
performing the functions provided for by the MODEL and the rules for its implementation, or overseeing: 
 

1) the effectiveness and adequacy of the MODEL with reference to the corporate structure and 
effective capacity to prevent the commission of crimes. For this purpose, and according to the 
time frame deemed appropriate by the BODY itself, the BODY proceeds to: 
 

- interpret the relevant legislation; 
- conduct surveys on corporate activities for the purpose of updating the map of at-risk 

activities and the related sensitive processes; 
- coordinate with the department in charge of defining and implementing training programs 

for all COMPANY personnel, aimed at providing the necessary awareness and basic 
knowledge of 231 legislation; 

- monitor initiatives for the dissemination of knowledge of the MODEL within and external 
to the COMPANY; 

- prepare and continuously update the relevant information in order to allow full and aware 
acceptance of the COMPANY’S rules of conduct; 

 
2) on compliance with the MODEL by the corporate bodies, staff and other third parties; the BODY 

thus proceeds to: 
 

- periodically carry out targeted checks on certain operations or specific acts performed by 
the company in the context of sensitive processes, according to the time intervals deemed 
appropriate by the BODY ITSELF, which may be without prior notice; 

- coordinate with the corporate functions for the best monitoring of the activity, also through 
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special meetings. To this end, the BODY has free access to all company documentation that 
it deems relevant, and must be constantly informed by the corporate bodies and employees:  

  
a) on aspects of business activities that may expose the COMPANY to the risk of 

committing one of the crimes;  
b) on relations with service companies and other third parties that operate on behalf of 

the COMPANY within sensitive areas and operations;  
c) on extraordinary operations of the COMPANY; 

 
- collect, process and store relevant information regarding compliance with the MODEL and 

update the list of information that must be sent or made available to the BODY itself; 
- arrange internal inquiries, connecting with the company departments concerned to acquire 

further elements for evaluation; 
 

3) on the opportunity to update the MODEL and its monitoring, where there is a need to adapt the 
same in relation to modified company and/or regulatory conditions. To this end, the BODY 
proceeds to: 
 

- based on the results emerging from the verification and control activity, periodically 
express an assessment of the adequacy of the MODEL with respect to the provisions of the 
DECREE, as well as on its operations; 

- present the Board of Directors with a specific report relating to the aforementioned periodic 
assessments on the adequacy and effectiveness of the MODEL; 

- according to the time frame deemed appropriate by the BODY and at least every six months, 
to periodically verify the implementation and effective functionality of the proposed 
solutions/corrective actions; 

- coordinate with the heads of the competent corporate functions to assess the adoption of 
any disciplinary sanctions, without prejudice to the competence of the corporate 
body/function for the imposition of the sanction and the related disciplinary procedure. 

 
The BODY has autonomous spending powers on the basis of an annual budget for the allocation of an 
adequate amount of financial resources, approved by the Board of Directors in the context of the formation of 
the corporate budget on the proposal of the BODY itself. The BODY may make use of its own financial resources 
for every need necessary for the correct performance of the tasks (e.g. specialist consulting, travel, etc.).  
Moreover, the BODY can autonomously commit resources that exceed its spending powers if the use of these 
resources is necessary to handle exceptional and urgent situations. In such cases, the BODY must immediately 
inform the Board of Directors at the next meeting. 
The BODY does not have the power to grant powers of management, decision-making, organisational or 
disciplinary intervention, even as substitutes, even if related to subjects or questions relating to the performance 
of the BODY’S activities. The activity of control and verification carried out by the BODY is strictly functional 
to the objectives of effective implementation of the MODEL, and cannot substitute or replace the institutional 
control functions of the COMPANY. 
Members of the BODY, as well as the subjects of which the BODY uses in any capacity are bound to the 
obligation of confidentiality on all information that may become known in the exercise of their functions or 
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activities. Specifically, the BODY, as part of its activities aimed at monitoring the effective and efficient 
implementation of the MODEL, retains the following powers of initiative and control, which it exercises in 
constant compliance with the laws and individual rights of workers and persons involved: 
 

1. it carries out periodic inspection and control activities, including random ones, whose minimum 
time frame is predetermined by the BODY itself, in consideration of the various sectors of 
intervention or types of sensitive activities and their critical points. It meets at least quarterly and 
draws up minutes and keeps copies;  

 
2. it has access to all information, held by anyone, as regards at-risk activities; 
 
3. it may, even without prior notice, request information or exhibit documents, including those digital, 

relevant to at-risk activities, managers of the COMPANY, as well as employees who at any time or 
occasionally carry out at-risk activities, or supervise them; 

 
4. it may request information or the presentation of documents pertinent to at-risk activities from 

Directors, the Board of Statutory Auditors, the auditing company, collaborators, consultants, agents 
and representatives external to the COMPANY and, in general, to all the external subjects held to 
comply with the MODEL; the obligation of the latter to comply with the request of the BODY must 
be included in the individual contracts;  

 
5. the meetings with the various internal bodies of the COMPANY must be recorded, and a copy of the 

minutes must be kept both by the BODY and by other bodies; 
 
6. it can also carry out inspections in coordination with any security services of the COMPANY of 

which it may avail itself; 
 
7. it may request information or documents relating to subsidiaries or investee companies, through a 

request addressed exclusively to the SB of the individual company or equivalent body; 
 
8. according to a predetermined frequency by the BODY itself, periodically receives reports and 

information from the managers of functional areas in which the at-risk activities are located or 
affected by them, even if in part; 

 
9. it can directly make use of personnel belonging to the various company Functions, potentially 

identifying dedicated staff, and agreeing in advance on the use of personnel with the Head of the 
Function, provided that there is no reason for urgency. The provisions concerning the organic 
endowment, assignment to another position and the adoption of disciplinary measures for Internal 
Audit (if present) are made with the favourable opinion of the BODY; 

 
10. after having informed the Managing Director, it can contact external consultants, if necessary; the 

communication to the Managing Director may be omitted, under the responsibility of the BODY, 
due to the particular sensitivity of the investigations or their subject; 
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11. it submits reports to the Managing Director and Human Resources Director for the potential 
adoption of sanctioning procedures, without prejudice to the fact that the adoption of the measures 
remains the responsibility of the departments in charge of it; 

 
12. it submits the Model and the procedures adopted for its concrete implementation to periodic 

verification, according to the time frame deemed appropriate by the BODY at least once a year 
anyway, and proposes the update to the decision-making body, according to the provisions of this 
MODEL;  
 

13. unless critical aspects are found that require greater timeliness in reporting, it periodically draws 
up a written report, at least every six months on the activity carried out, sending it, together with 
a justified report of the expenses incurred, to the Chairman of the Board and the Chairman of the 
Board of Statutory Auditors. The reports, reported in the minutes book, also contain any proposals 
to integrate and modify the Model and the procedures for its implementation; 

 
14. it may request the convocation and the meeting with the Board of Statutory Auditors, the Board of 

Directors or the Managing Director; these, in turn, may require direct discussion with the BODY; 
 
15. it must draw up an annual plan for the activities of the following year to be submitted to the Board 

of Directors and to the Board of Statutory Auditors for their knowledge, and budget forecasts within 
90 days from the end of the financial year; 

 
16. it must coordinate with the Managing Director and the Head of Personnel Management for the 

definition of training programs, distribution channels and the content of periodic communications. 
  
In summary, periodic reports prepared by the BODY must at a minimum contain, carry out or report: 

  
- any problems arising regarding the implementation of the MODEL or the procedures adopted in 

implementation or in function of the MODEL and the CODE OF ETHICS; 
- the recording of reports received from internal and external subjects regarding the implementation 

of the MODEL and the PROCEDURES; 
- the disciplinary procedures and sanctions as may be applied by the COMPANY’S functions, with 

exclusive reference to the at-risk activities; 
- an overall assessment of the implementation and effectiveness of the MODEL, with potential 

indications for additions, corrections or modifications, with particular attention to the additions to 
the management systems of financial resources both inbound and outbound necessary to introduce 
suitable measures to detect the existence of atypical financial flows that have greater margins of 
discretion; 

- a revision of all reports received during the year and information sent to the Body by company 
structures as well as employee awareness-raising activities. 
 
 

9.3  Information flows to the Body 
- 9.3.1 Obligations to inform the Body 
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The correct and efficient performance of the functions of the BODY is based on the availability of all the 
information relating to at-risk areas and all data on conduct serving to commit a crime. For this reason, the 
BODY must be given access to all of the data and information mentioned above relating to ALTERGON 
ITALIA. 
They must be sent to the BODY by top managers, their subordinates and by the other control bodies:  
 

- the periodic results of the control activities carried out by the same, insofar as they pertain to this 
MODEL, in order to implement the MODEL itself (summary reports of the activity, checks and/or 
monitoring results, final indicators, etc.), especially for activities assessed as at-risk; 

- anomalies or atypical items found in the context of the information available and all conduct that 
is in contrast with or not in line with the provisions of this MODEL; 

- all relevant information in relation to the actual implementation of the MODEL at all company 
levels, including all information relating to changes in the corporate organisation that could lead to 
changes in at-risk activities as regards committing the crimes provided for by the DECREE; 

- any other information or information relating to the COMPANY’S activity in the areas at risk, which 
the BODY retains to acquire.  

 
In addition to the reports of violations of the type described above, information concerning the following 
must be compulsorily and immediately sent to BODY: 
 

- significant transactions that fall within the areas defined as at-risk, as identified and described in the 
Special Section of this MODEL; 
 

- any unlawful or suspicious proposal or request made by members of the PA or qualified individuals; 
 
- measures and/or news from judicial police bodies, or any other authority, from which it is inferred 

that investigations are carried out for the OFFENCES, even against unknown persons, if such 
investigations involve the COMPANY or its EMPLOYEES, CORPORATE BODIES, COLLABORATORS, or 

PARTNERS; 
 
- requests for legal assistance or other reports forwarded by EMPLOYEES in the event of the initiation 

of judicial proceedings against them for the OFFENCES referred to in the DECREE; 
 
- the reports prepared by the managers of other company functions of the COMPANY AS part of their 

control activities, from which facts, acts, events or omissions of a critical nature with respect to 
compliance with the provisions of the DECREE could emerge; 

 
- the news concerning the sanctioning procedures carried out and any measures imposed (including 

measures against EMPLOYEES) or the filing of such proceedings with the related reasons, if they are 
related to the commission of OFFENCES or violation of the rules of conduct or procedural rules of the 
MODEL; 
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- periodically, any other information which, although not included in the list above, is relevant for the 
purposes of correct and complete supervision and updating of the MODEL. 

 
If necessary, based on the progress of its supervisory activity and the related findings, the BODY proposes to 
the Board of Directors for any modifications/additions to be made to the list indicated above. 
The reporting obligations of COLLABORATORS and other third parties in relation to the COMPANY will be 
specified in specific clauses included in the contracts that bind these subjects to the COMPANY.  
 
The information obligations on any conduct contrary to the provisions contained in MODEL are part of the 
broader duty of care and obligation of loyalty of the employee referred to in Articles 2104 and 2105 of the 
Italian Civil Code. The failure by the employee to fulfil the information obligation may give rise to the 
application of disciplinary sanctions, as described in Chapter 10.  
  
Moreover, in relation to each sensitive activity and Function concerned, the Supervisory Board agrees with the 
Managers of the various Company Functions on further, specific and detailed information flows, requesting 
the periodic transmission of information and documents, the examination of which enables the Supervisory 
Board to punctually ascertain the constant application of the procedures and compliance with the Company 
controls, as described in the Model. 
 
All the reports indicated must be addressed to the attention of the SB and sent  
 

 via email addressed to: odvaltergon@gmail.com 
 or by mail, with the indication of “Confidential - Reserved” to the address:  

Supervisory Body 
ALTERGONITALIA S.r.l. UNIPERSONALE 
Zona Industriale ASI 

83040 – Morra De Sanctis (AV) 
 

9.4  Information flows from the Body to corporate bodies 
 
In carrying out its activities, the SUPERVISORY BODY reports on a periodic basis at least annually to the 
Board of Directors and to the Board of Statutory Auditors of the COMPANY as regards the activities that it 
carries out, the implementation of the MODEL, the emergence of any critical aspects and any need for 
modifications, presenting a written report. 
 
The ALTERGON ITALIA BODY may also be convened by the aforementioned bodies whenever it is deemed 
appropriate by them, to report on specific facts or events or to discuss topics deemed of particular importance 
in the context of the crime prevention function. 
Moreover, at any time where there is a need for timely information on specific facts or events, the BODY 
informs the Board of Directors without delay. 
 
9.5  Collection and storage of information 
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The BODY’S verification activities are supported by appropriate documentary evidence. The following is 
required for each intervention: 
 

- definition of a detailed work plan for the individual activities included in the annual audit 
program. The work plan serves as a guide in carrying out the checks and is archived at the end of 
the work together with all the documentation relating to what has been done up to that point; 
 

- formulate requests in writing to the organisational units involved; 
 

- accurately archive all the documentation produced and received in chronological order, in such a 
way as to allow the traceability of the activities. A similar procedure is provided for the storage 
of material in electronic format; 
 

- at the end of each intervention, produce a report describing the work performed and the evidence 
that has emerged; 
 

- update the activity register. 
 
The BODY has the task of establishing a dossier for documentation of the activities carried out. In particular, 
it holds a chronological register in which the activities of the BODY are summarised. This register contains 
documentation: 
 

 of the training activities undertaken and related results, broken down by category and hierarchical 
level; 
 

 of verification activities carried out, indicating the duration, reasons for the verification, the 
organisational units involved and any suggestions; 
 

 of reports received, organised by sensitive activity and indicating the number of reports that have 
been managed and the structures involved; 
 

 of periodic updating activities of the MODEL, indicating the main actions taken; 
 

 it will be the Secretary’s responsibility to keep a book of minutes of the BODY’S meetings.  
 
All information, reports, reports provided in this MODEL are KEPT by the BODY in a special database 
(computer and paper) for a period of 10 years, subject to compliance with the provisions on the 
confidentiality of personal data and the rights guaranteed to the persons involved. 
Access to the database is allowed only to the BODY and to persons specifically identified in the 
ORGANISATIONAL regulation. 
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10. CHAPTER - THE DISCIPLINARY SYSTEM 
 
10.1 Function of the disciplinary system 
 
Article 6, paragraph 2, letter e) and Article 7, paragraph 4, letter b) of the DECREE indicate the introduction of 
a disciplinary system suitable to sanction the failure to comply with the measures indicated in the MODEL itself 
as a condition for the effective implementation of the MODEL. 
The definition of an adequate disciplinary system thus constitutes an essential prerequisite of the “exonerating” 
value of the MODEL with respect to the administrative responsibility of the legal entities outlined by the 
DECREE. 
The sanctions provided for by the disciplinary system will be applied to every violation of the provisions 
contained in the MODEL, regardless of the commission of an offence and the conduct and/or outcome of the 
criminal proceeding possibly initiated by the judicial authority, in the event that the illicit conduct contains the 
details of a relevant offence pursuant to the DECREE. 
This system must be differentiated for employees - or those who are subject to management and supervision 
by managers - for the managers themselves - in relation to the different type of contract that links them to the 
COMPANY - and for Directors. 
The application of the sanctioning measures does not prejudice or further modify any eventual civil or other 
consequences (penal, administrative, tax) that may derive from such act. 
Any violation or avoidance of the MODEL or of the procedures for its implementation, by anyone, must be 
immediately communicated in writing, to the BODY, without prejudice to the disciplinary procedures and 
provisions, which remain the exclusive competence of the holder of the disciplinary power. 
All RECIPIENTS of the MODEL have the duty to make the reports referred to in the previous point. 
The BODY must be immediately informed of the application of a sanction, for violation of the MODEL or of 
the procedures established for its implementation, ordered with respect to any person required to comply with 
the MODEL and the procedures referred to above. 
 
10.2 Measures against subordinate employees 
 
Compliance with the provisions and rules of conduct set forth in the MODEL constitutes the fulfilment by 
ALTERGON ITALIA employees of the obligations provided for by Article 2104, paragraph 2, of the Italian 
Civil Code. The content of the MODEL therefore represents a substantial and integral part of the aforementioned 
obligations. 
Violation of the individual provisions and rules of conduct referred to in the MODEL by ALTERGON ITALIA 
employees is always a disciplinary offence. 
 
It should be noted that within the scope of these employees, those of non-managerial qualifications are 
subject to the National Collective Bargaining Agreement for employees in the chemical, chemical-
pharmaceutical, chemical fibre and ceramic, abrasive, lubricating and LPG sectors (hereinafter the “NCBA”) 
and those with managerial qualifications are subject to the National Legislative and Economic Contract for 
Confindustria and Confapi for Industry executives (hereinafter the “NCBA for Industry Executives”). 
The provisions indicated in the MODEL, whose non-compliance is intended to be sanctioned, are communicated 
through an internal circular to all employees, posted in a place accessible to all persons and is binding for all 
employees of the COMPANY. 
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Disciplinary measures are applicable to employees of ALTERGON ITALIA in compliance with the provisions 
of Article 7 of Law no. 300 of 20 May 1970 (“Workers’ Statute”) and any applicable special regulations. 
For non-managerial level employees, the sanctions that can be applied are those provided for by law as well 
as by the sanctioning apparatus of employment contracts, in compliance with the provisions of Article 7 of the 
Workers’ Statute and any applicable special regulations. 
At each notice of violation of the MODEL, a disciplinary action will be taken in order to ascertain the violation 
itself. In the assessment phase, the employee will appeal the charge in advance and will also be guaranteed an 
adequate reply period for his/her defence. Once the violation has been ascertained, a disciplinary sanction will 
be imposed on the perpetrator that is proportionate to the gravity of the violation committed and any recurrence. 
It is understood that the procedures, provisions and guarantees provided for by Article 7 of the Workers’ Statute 
and, as for non-managerial qualification workers, also by the law on the subject of disciplinary measures.  
 In particular: 
 

 no disciplinary measure can be taken against the worker without having previously disputed the charge 
or heard his/her story in relation to his/her defence; 

 for more serious disciplinary measures than a verbal warning, a written notice must be made to the 
worker, with the specific indication of the facts constituting the infraction; 

 the disciplinary measure cannot be issued unless 8 days have elapsed from such dispute, during which 
the worker can present his/her justifications. If the provision is not issued within the following 8 days 
(i.e. within 16 days of the dispute), these justifications will be deemed accepted;  

 the provision must be issued within 16 days of the dispute, even if the employee does not present any 
justification; 

 in the event that the alleged infringement is of such gravity as to lead to dismissal, the worker may be 
suspended from work until the moment that the disciplinary measure is imposed, without prejudice to 
the right to remuneration for the period in question; 

 the application of any disciplinary measure must be motivated and communicated in writing; 

 the worker can also present his/her justifications verbally; 

 disciplinary measures other than dismissal may be challenged by the employee in trade unions, 
according to contractual rules. 

 
With regard to the assessment of infringements concerning this MODEL, the disciplinary procedures and the 
imposition of sanctions, the powers already conferred to ALTERGON ITALIA Management remain valid 
within the limits of the respective delegations and powers. These disciplinary sanctions are also provided in 
the event that employees do not comply with the obligations on whistleblowing. 
It is specified that each act relating to the proceeding must be communicated to the SB for an assessment of 
competence. 
 
-10.2.1 Violations of the MODEL and related sanctions 
 
In compliance with the provisions of the relevant legislation and in compliance with the principles of typical 
violations and typicality of sanctions, ALTERGON ITALIA intends to make its employees aware of the 
provisions and behavioural rules contained in the MODEL, the violation of which constitutes a disciplinary 
offence, as well as the applicable sanctions, taking the gravity of the infringements into account. 
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Without prejudice to ALTERGON ITALIA’S obligations deriving from the Workers’ Statute, the following 
conduct constitutes a violation of the MODEL, which is accompanied by the relative sanctions: 

 the provision of “verbal warning” shall apply to the worker who violates one of the internal 
procedures provided for by the MODEL (e.g. does not observe the prescribed procedures, fails to give 
notice to the SUPERVISORY BODY of the prescribed information, fails to carry out checks, etc.) or who 
in the performance of activities in sensitive areas, adopts a conduct that does not comply with the 
provisions of the MODEL itself. This conduct constitutes a failure to comply with the instructions given 
by the COMPANY; 

 the provision of “written warning” shall apply to the worker who is a repeat offender in violating the 
procedures provided by the MODEL or who in carrying out activities in “sensitive” areas (or “at risk”), 
adopts a conduct that does not comply with the requirements of the MODEL. This conduct constitutes 
a repeated failure to comply with the instructions given by the COMPANY; 

 the provision of a “fine”, not exceeding the amount of 3 hours of normal remuneration, shall apply 
to the worker who violates the internal procedures provided for by the MODEL, or who by adopting a 
conduct that does not comply with the provisions of the MODEL in carrying out activities in sensitive 
areas, exposes the integrity of company assets to an objectively dangerous situation. This conduct, 
along with the failure to comply with the instructions given by the COMPANY, determines a situation 
of danger for the integrity of the COMPANY’S assets and/or constitute acts contrary to its interests; 

 the provision of “suspension” from service and from receiving a remuneration for a period not 
exceeding 3 days, shall apply to the worker who violates the internal procedures foreseen by the 
MODEL, or who by adopting conduct not conforming to the prescriptions of the MODEL in the 
performance of activities in sensitive areas, causes damage to the COMPANY by performing acts 
contrary to its interest, or the worker who has re-offended more than three times as regards to the 
provisions referred to in points 1, 2 and 3. This conduct, along with the failure to comply with the 
instructions given by the COMPANY, determines damage to the COMPANY’S assets and/or constitute 
acts contrary to its interests; 

 the provision of “dismissal with notice”, shall apply to the worker who adopts, in carrying out the 
activities in sensitive areas, a conduct that does not comply with the provisions of the MODEL and is 
directed univocally to the fulfilment of an offence provided for and sanctioned by the DECREE. This 
conduct constitutes a serious failure to comply with the instructions given by the COMPANY and/or a 
grave violation of the employee’s obligation to cooperate in the interest of the COMPANY; 

 the provision of “dismissal without notice”, shall apply to the worker who adopts a conduct in the 
performance of activities in sensitive areas in violation of the prescriptions of the MODEL, such as to 
determine the effective application against the COMPANY of the measures provided for by the DECREE, 
as well as the worker who is a repeat offender, consisting of three times in the two-year period in 
which the deficiencies referred to in point 4 took place. This conduct radically lessens the trust of the 
COMPANY towards the worker, which constitutes serious moral and/or material damage to the 
company. 

The aforementioned measures will be taken by the employer in relation to the extent of the violations and their 
circumstances, in full compliance with the principle of gradualness and proportionality of the offence 
committed and the sanction imposed, in accordance with the provisions of Article 7 of the Workers’ Statute.  
The type and extent of each of the penalties mentioned above will also be applied by taking the following into 
account: 
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 the intentional nature of the conduct or the degree of negligence, imprudence or inexperience with 
regard to the predictability of the event; 

 the overall conduct of the worker, with particular regard to the existence of any previous disciplinary 
measures, within the limits permitted by law; 

 the worker’s duties; 

 the functional role of the persons involved in the facts constituting the violation; 
 the potential reiteration of that done within the previous two-year period; 

 the extent of the injury or danger as a result of the violation for the COMPANY and for all employees 
and stakeholders of the COMPANY; 

 any other particular circumstances that accompany the disciplinary offence. 
 

ALTERGON ITALIA’s prerogative to request compensation for damages deriving from the violation of the 
MODEL by an employee is reserved. Any compensation for damages will be commensurate with:  
 

 the level of responsibility and autonomy of the employee who committed the disciplinary offence;  

 the possible existence of previous disciplinary measures against the worker;  
 the degree of intentionality of his/her behaviour;  

 the seriousness of the effects of the same, meaning the level of risk to which the Company reasonably 
believes to have been exposed following the conduct pursuant to and for the purposes of the DECREE 
- as a result of the conduct complained of. 
 

The Managers in charge of the actual application of the disciplinary measures described above are the Human 
Resources Manager and the Manager of the department in which the employee works. 
The aforementioned subjects will impose sanctions after hearing the opinion of the SB, as well as the opinion 
of the hierarchical manager of the person who committed the crime. 
The SB must receive timely information of every act concerning the disciplinary procedure against a worker 
for violation of this MODEL from the moment of the disciplinary dispute. In collaboration with the Human 
Resources Manager, the SB is assigned the task of verifying and assessing the suitability of the disciplinary 
system pursuant to and for the purposes of the DECREE.  
In the event of violation of the provisions and rules of conduct contained in the MODEL by managers, once the 
responsibility of the person who committed the violation has been ascertained, the COMPANY adopts the 
measure deemed most appropriate in accordance with the provisions of the applicable National Collective 
Labour Agreement.  
If the violation of the MODEL causes an overall lack of trust between the COMPANY and manager, the sanction 
is deemed as dismissal for just cause.  
 
10.3 Measures against Directors 
 
Upon notice of violation of the provisions and rules of conduct of the MODEL and failure to comply with the 
regulations on the protection of whistle-blowers in the context of a working relationship by members of the 
Board of Directors, the BODY must promptly inform of the Chairman and the entire Board of Directors and 
the Board of Statutory Auditors in writing as to what happened.  
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In accordance with the provisions of the Articles of Association, the recipients of the ORGANISATIONAL 

REPORT may, take the appropriate measures, including, for example, a written complaint in the minutes, 
suspension of the right to attendance fees or charge for up to a corresponding maximum to three meetings of 
the body, the convocation of the Shareholders’ Meeting in order to adopt the most suitable measures provided 
for by law (revocation for just cause, exercise of the liability action, etc.).  
 This is without prejudice to compensation for any damage caused to the COMPANY. 
 
10.4 Measures against members of the Board of Statutory Auditors 
 
Upon notice of violation of the provisions and rules of conduct of the Model by one or more members of the 
Board of Statutory Auditors and failure to comply with the regulations concerning the protection of reporting 
illegal acts in the context of a working relationship, the BODY must promptly inform the entire Board of 
Statutory Auditors and the Board of Directors of the occurrence.  
The recipients of the ORGANISATIONAL REPORT may take or propose that Members to take appropriate 
measures (revocation for just cause, exercise of the liability action, etc.) in accordance with the provisions 
of the Statute, and will provide for the additional duties provided for by law. 
 This is without prejudice to compensation for any damage caused to the COMPANY. 
 
10.5 Measures against consultants, collaborators, and business partners 
 
The violation by consultants, external collaborators and business partners, or other subjects having contractual 
relationships with the COMPANY, of the provisions and rules of conduct provided for by the MODEL applicable 
thereto, or the possible commission of the crimes provided for by the DECREE on their behalf will be sanctioned 
in accordance with the specific contractual clauses included in the relative contracts (or other specific 
negotiating formulas).  
In making explicit reference to compliance with the provisions and rules of conduct set forth in the MODEL, 
these clauses may include, for example, the obligation of third parties not to adopt acts or conduct themselves 
in such a way as to determine a violation of the MODEL by ALTERGON ITALIA. In the event of violation of 
this obligation, termination of the contract may take place with the potential application of penalties. 
This is without prejudice to ALTERGON ITALIA’S right to request compensation for damages deriving from 
the violation of the provisions and rules of conduct provided for the MODEL by the aforementioned third 
parties. 
If the BODY becomes aware of a violation of the MODEL or the Procedures for its implementation by the 
RECIPIENTS or contractual counterparts, it informs the manager of the competent department and the Head of 
the Area to which the contract or report refers, by means of a written report. 
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 INFORMATION FLOWS TO THE SUPERVISORY BODY 

 
With reference to the sensitive activities reported in the Sections of this Special Section, in addition to the 
information flows defined in the General Section of the Model, the type and frequency of information to be 
sent to the Supervisory Body are shared by the Supervisory Body with the various Department Heads, who in 
turn adhere to the agreed-upon methods and timeframes for sending the information contained in a specific 
form entitled "Information Flows to the Supervisory Body." 
The Supervisory Body reserves the right to detail and modify the list of flows analyzed by the Supervisory 
Body, also in accordance with SOP-AMNODV01 - Information Flows to the Supervisory Body. 


