LEGGE FANELLI – 15 marzo 2010, n. 38 pubblicata nella Gazzetta Ufficiale n. 65 del 19 marzo 2010.

Provisions ensuring the access to the palliative care and to the relief of pain therapy.

Art. 1

(Purposes)

1. The present law ensures the right of the citizen to enter palliative and relief of pain treatment.

2. This law protects the access of the patient to palliative care and relief of pain therapy (defined by the article 2, paragraph 1, letter c) in respect of the essential levels of assistance (reference to the Italian law: decreto del Presidente del Consiglio dei ministri 29 novembre 2001, pubblicato nel supplemento ordinario alla Gazzetta Ufficiale n. 33 dell’ 8 febbraio 2002) in order to ensure the respect of the dignity and freedom of the human being, the need of health, the fairness in the access to assistance, the quality of the treatment and their suitability in the specific  needs.
3. For the purposes of subsection 1 and 2, the health facilities providing the palliative care and the relief of pain therapy assure an individual treatment programme for the patients and for their families, according to the following fundamental principles:
a) protection of the dignity and freedom of the patient, without any discrimination;
b) protection and promotion of the quality of life until its end;
c) adequate medical, social and welfare support to the patient and to his/her family.
Art. 2

(Definitions)

1. In this Act,

a) “Palliative care”: the combination of therapeutic, diagnostic and welfare interventions, for the patient and for his/her family, aimed to the active and total care of the illness which has an uncontrollable evolution and a fateful prognosis (the patient does not respond anymore to specific treatment).
b) “Relief of pain therapy”: the combination of therapeutic and diagnostic interventions aimed to detect and apply appropriate and suitable pharmacologic, chirurgic, instrumental, psychological therapies for the morbid form of chronic illness and their integration in order to create proper plans to control and inhibit the pain.
c) “Patient”: the person suffering from a chronic and evolutive disease for which do not exist therapy or the therapy is inadequate and ineffective to stabilize the disease or to significantly prolong the life of the person. Patient is a person suffering a disease from a moderate to a severe pain.
d) “Networks”: the national network for the palliative care and the national network for the relief of pain therapy. These treatments shall assure the continuity in the assistance of the patient in the sanitary facilities and hospitals. Specialized stuff, diagnostic and therapeutic interventions shall be available in the regions in order to provide palliative care and to control the pain in all the stages of the disease, particularly in the terminal stage of it. Support for the patients and their family must be assured. 
e) “Residential aid”: the combination of health social and welfare interventions in the palliative care continuously provided from a multidisciplinary équipe in a structure called “hospice”.
f) “Home aid”: the whole of health, social and welfare interventions that guarantee the supply of palliative care and relief of pain therapy at the house of the patient. These interventions cover both the base care coordinated by the general practitioner, both the specialized care from the specialized équipe of palliative care. At any rate, the general practitioner shall have an essential role in guaranteeing the non-stop aid to the patient.
g) “Day hospice”: is the organization of the hospice to provide the diurnal diagnostic, therapeutic and welfare assistance not executable at the home of the patient.

h) “Specialized assistance of relief of pain therapy”: the whole of health and welfare intervention for the relief of pain, provided in day hospice and in admission and on the region by specialized équipe. 
Art. 3

(Competences of the Ministry of Health and of the Permanent Conference for the relations among the State, the regions and the “province autonome” of Trento and Bolzano).
1. Palliative care and relief of pain therapy are the main objectives of the national health plan (reference to the Italian law: article 1, paragraphs 34 e 34-bis, of the law 23rd December 1996, n. 662, e its annexes).

2. In compliance with the provisions on the division of powers in the field between the State and the regions, the Ministry of Health, in consultation with the Ministry of economics and Finance, defines the guidelines for the promotion, development and coordination of regional interventions in the areas identified in the present law.
The guidelines are the result of the Agreement come out from a consultation among the Government, the regions and “province autonome” of Trento e Bolzano in the field of pediatric palliative care signed on June 27th, 2007 and of the Act on pediatric palliative care approved on March 20th, 2008 by the
Permanent Conference for relations between the State, regions and “province autonome” of Trento and Bolzano.
3. The implementation of the principles of this Act, in accordance with the guidelines defined under subsection 2, is the regional fulfilment aimed to the State integrative financing access from the National Health Service.
4. The Permanent Joint Committee for the control of the assistance essential levels (Reference to the Italian law: article 9 of the agreement among the State, regions and “province autonome” of Trento and Bolzano signed on the 23rd of March 2005 and published in the Official Gazette n. 105 on the 7th of May 2005) annually evaluates the implementation status of the present Act. A particular observance on the appropriateness, the efficiency in the use of the resources and on the evaluation of the congruity between the services to provide and the available resources. 
Art. 4

(Information campaigns)

1. The Ministry of Health, the regions and “province autonome” of Trento e Bolzano, promote from 2010 to 2012 institutional communication campaigns in order to inform citizens on how to access assistance services and programmes on palliative care and relief of pain therapy. These programmes are related to neoplastic, chronic and degenerative diseases and are carried on also with the assistance of general practitioners, paediatricians, public and private pharmacies. The result can be obtained also through the cooperation of private no-profit organizations involved in the protection of health: their operation on the regions can help to defeat the pain and to assist in the sector of palliative care.
2. The campaigns listed in subparagraph 1 promote and spread among the public opinion the awareness of the relevance of the relief of pain treatment, including the paediatrics palliative care and relief of pain therapy. The aim of these campaigns is to promote the culture of fighting against the pain and the overcoming of the prejudice related to the use of relief of pain medicines. The overcoming of the prejudice related to the use of these medications can be obtained through a precise illustration of how the contribution of such chemicals is essential to protect the dignity of the human beings and to support both the patients and their families.
3.  It has been authorized a budget of 50000 euro for 2010 and 150000 euros in 2011 and 2012 in order to realize the campaigns listed in this article.

Art. 5

(National nets for the palliative care and for the relief of pain therapy)

1. In order to guarantee the consistent adjustment of the structures and of the health services to the need of the patient (according to the objectives of the National Health plan and guaranteeing essential levels of assistance ( reference to the Italian law: article 1, paragraph 2, of “decreto legislativo” 30th of December 1992, n. 502, and its annexes), the Ministry of Health introduces a specific detection system in the sanitary structures and health services in every region in the field of palliative care and relief of pain therapy. The purpose is to promote the activation and
the integration of the two networks at the regional and national level and their uniformity on the national territory.
2. With an agreement signed within three months from the date of entry into force of this Act by the State, regions and “province autonome” of Trento e Bolzano, on proposal of the Ministry of Health, professionals with specific skills and experience in field of palliative care and relief of pain therapy are identified. Professionals are: paediatricians, primary care physicians, general and specialist medical practitioners in anesthesia and intensive care, geriatrics, neurology, oncology, radiation therapy, pediatrics, physicians with at least three years of experience in the field of palliative care and relief of pain treatment, nurses, psychologists and social workers as well as other professionals deemed essential. With the same agreement are also identified the types of structures in which the two networks are structured at the regional level and the way to ensure the coordination of the two networks at national and regional levels.
3. Within three months from the date of entry into force of this
law are defined: 1. the minimum requirements; 2. the necessary organizational methods for the accreditation of the assistance centers for patients at the terminal stage of their disease and the home care palliative centers and home care relief of pain therapy in each region.  The requirements and the organizational methods are defined with a proposal of the Ministry of Health, within the Permanent Conference for the relations among the State, the regions and “province autonome” of Trento and Bolzano (reference to the Italian law article 8, paragraph 6 of the law 5th of June 2003, n. 131). Proper qualitative and quantitative standards must be respected in order to establish an adequate net for the palliative care and relief of pain therapy. A proper ratio between health service providers and resident using health services must be assured; adequate availability of health professionals with specific competence and experience in the field of palliative care and relief of pain therapy and support to families must be assured. For the pediatric palliative care and relief of pain therapy, the requirements stated above are decided with agreement among the State, the regions and “province autonome” of Trento and Bolzano signed on the 27th of June, 2007 in the Permanent Conference for the relations among the State, regions and the “province autonome” of Trento e Bolzano. It also assures the requirements stated in the technical document approved on the 20th of March, 2008.
4. The agreement referred to in paragraph 3 provides necessary organizational methods for the accreditation of the structure belonging to the two networks. The organizational methods allow the integration between residential care and the operating units of home care. The same agreement defines a
reference tariff system for the activities provided by the networks of palliative care and relief of pain treatment in order to
allow the overcoming of the discrepancy currently present at the
inter-regional level, and to ensure a consistent supply of
essential levels of assistance.

5. The implementation of this Article is reached in accordance to 
Article 12, paragraph 2, in the limits of human, instrumental and financial resources available in the in force legislation and without new or additional costs for the public purse.
Art. 6

Project “Hospital-region pain-free”

1. In order to strengthen the activities carried out by the Committees called “Pain-free hospital" set up in implementation of the project" Pain-free hospital", it is authorized an expenses budget of 1.450.000 for 2010 and of 1.000.000 for 2011. The budget has been decided by an Agreement among the Minister of
Health, the regions and the “province autonome” of Trento and Bolzano on the 24th of May 2001 and published in the Official Gazette no. 149, on the 29th of June, 2001, under the name of project "Hospital-region pain free”.
2.   The resources referred to in paragraph 1 shall be divided and allocated between training and experimental initiatives, aimed at
developing the co-ordination of the relief of pain therapies and
promoting their integration at the regional level. This is decided with an agreement by the Permanent Conference for the
relations among the State, the regions and the “province autonome” of Trento and Bolzano.
3.  The methods and indicators for monitoring the regional level state of implementation of the project referred to in paragraph 1 shall be established with the agreement referred to in paragraph 2.
Art. 7
(Obligation to report the detection of pain within the medical record)
1. The characteristics of the pain detected and its evolution during hospitalization must be reported within the medical records used by all the health facilities in the medical and nursing sections. Also the analgesic technique and the dispensed drugs, their dosages and the analgesic result achieved have to be recorded within the medical record.
2. The health care facilities have the right to choose the most appropriate and adequate instruments (among the validated ones) in order to conduct the assessment and detection of the pain to report within the medical record, as prescribed in paragraph 1. This right is expected in the guidelines of the project "Pain-free hospital": the Agreement among the Minister for Health, the regions and the “province autonome” of Trento and Bolzano, was signed on the 24th of May 2001 and published in the Official Gazette no. 149 on the 29th of June 2001. 
Art. 8

(Training and retraining of medical and health professionals on the palliative care and relief of pain treatment).

1. Within six months from the date of entry into force of this Act, the Minister of education, University and research, together with the Minister of Health (pursuant to Article 17, paragraph 95 of the Law of 15th of May 1997, n. 127 and its annexes), identifies, by decrees, the general criteria for the regulation of specific training courses in the field of palliative care and relief of pain therapy connected with neoplastic, chronic and degenerative diseases.  Criteria for the establishment of masters in palliative care and pain relief treatment are identified by the same decrees.
2. The national Commission for the continuous training provides that the periodical retraining of the medical, health and social personnel dealing with the relief of pain therapy connected with neoplastic, chronic and degenerative diseases and in the assistance in the sector of palliative care, is implemented through the attainment of formative credits. This program should include particular attention to hospital physicians, specialist outpatient territorial doctors, general practitioner and pediatricians. What above is provided by the programs of continuous medical training (article 16-bis of the “decreto legislativo” 30th December 1992, n. 502, and its annexes).
3. The agreement referred to in Article 5, paragraph 2, identifies the contents of the mandatory training pursuant to the law in force. This should help in the execution of the professional activity in the public and private health structures and in the no-profit organizations operating in the two networks, including the periods of compulsory apprenticeship in the two networks structures.
4. With an agreement (reference to the Italian law: article 8, paragraph 6, of the law 5th of June 2003, n. 131), in the permanent Conference among the State, the regions and the “province autonome” of Trento and Bolzano, the homogeneous training on the whole national territory for volunteering operating in the two networks are defined. The agreement is settled with the consultation of scientific companies and no profit organizations operating in the sector of palliative care and relief of pain therapy.
5. The implementation of the present article is provided in the limits of the human, instrumental and financial available resources in the law in force and with no new or major burdens for the public finance.
Art. 9

(Ministerial Monitoring for palliative care and relief of pain therapy)

1. A monitoring for palliative care and for the relief of pain therapy connected to neoplastic, chronic, degenerative diseases is activated by Ministry of Health. In case the Ministry of Health can establish a national commission for the monitoring, using also available human resources according to the law in force. The regions and the “province autonome” of Trento e Bolzano provide all information and data useful to the Ministry activity and they can access to the whole of information and data that Ministry got. The national Agency for the regional health services, the national Commission for the continuous training, the Italian Agency of drug and the superior Health Institute collaborate with the Ministry activity. The Ministry provides also elements to the regions for the evaluation of the drugs for relief of pain therapy trend, of the guidelines (reference to article 3, paragraph 2) execution level, of the realization state and development of the two networks on the total national territory (particularly referring to territorial in homogeneities and palliative cares supply for neonatal, pediatric, adolescent age).
The Ministry provides to monitor particularly:

a) Data for prescription and utilization of relief of pain drugs in the relief of pain therapy, particularly referring to analgesics opioid;
b) Development of the two networks, particularly referring to the verification of respect of indicators and national requirements provided by the law in force;

c)  outcomes of the two networks, referring also to the integration level of the networks facilities;
d) Performances provided and their outcomes, also through qualitative and quantitative analysis of the two structures activity;
e) Training activities at national and regional level;
f) Information campaigns at national and regional level;
g) Research activities;
h) Economic features necessary to the realization and development of the two networks.
2. Within the 31th of December of each year, the Ministry of Health draws up a report aimed to survey the trend of the prescriptions of drugs for relief of pain (connected to neoplastic diseases and to chronic and degenerative pathologies) therapy, particularly referring to the trend of prescriptions of analgesics opioids. The report’s aim is to monitor the state of progress of the two networks on the total national territory and the networks’ homogeneity and adequacy level. The Ministry realizes the previous mentioned objectives by formulating proposals for the problems’ solution. The main purpose is to guarantee homogeneous levels of pain treatment on the total national territory.
3. Within the available resources in the law in force and without new or major burdens for the public finance, the Ministry of Health can use professionals of the health service with specific skills and (even with special agreements) collaboration with research institutions, scientific companies and no profit organizations operating in the palliative cares and relief of pain (connected to neoplastic diseases and chronic and degenerative pathologies) therapy field.
4. For the operating expenses of this activity, except what is provided by paragraph 3, it is authorized the annual expense of 150.000 euros from the year 2010.
Art. 10

(Simplification of the procedures to access relief of pain medicines)

1. Modification to the Act concerning the regulation of narcotic drugs and psychotropic substances, prevention care and rehabilitation of drug addiction (ruled by “Decreto del Presidente della Repubblica 9th of October 1990, n. 309 and its annexes):
a) Art. 14, paragraph 1, letter e), after number 3) is added:

      “3-bis) considering the therapeutic priority needs towards severe pain, drugs used in the relief of pain therapy listed in Annex III-bis, limited to pharmaceutical forms other than parenteral”.
b) In section II, after Article 25 is added:

“Art. 25-bis.- (Destruction of substances and preparations
possessed by the subjects listed in Article 17 and by the pharmacies).  1. Expired or deteriorated substances and preparations are not pharmacologically usable. The one possessed by the authorized subjects (art. 17) must be destroyed with the authorization of the Ministry of Health. The article refers to the substances subject to a registration requirement.  
2. The destruction of the substances and preparations (possessed by the pharmacies) referred to in paragraph 1, is performed by a local health care company or by a company authorized in the disposal of medical waste. A report containing the destruction operations is drawn up.  In case the destruction is carried out by a company authorized in the disposal of medical waste, the pharmacist sends to the local health care company the pertinent report. The transportation and destruction costs plus any other related charge are borne by the pharmacy asking for it.
3. The police force provides, within the human, financial and instrumental resources available at the current law, an appropriate assistance to the destruction operations referred to in the present article”;
c) Art. 38, first and second sentences of paragraph 1 are replaced by the following:
“The sale or transfer at any title (even toll-free) of the substances and medicines listed in Tables I and II, sections A, B and C, referred to in article 14, is made to the authorized people pursuant this text. The request must be in a written form and must be detached from the specific “bollettario voucher” compliant to the model prepared by the Ministry of Health”.


d) Article 41, paragraph 1-bis: “of patients affected by a severe pain in the course of neoplastic or degenerative disease” is replaced by the following: “of sick people that have access to palliative care and relief of pain treatment according to the law in force”.

e) To article 43, after paragraph 4, is added:
      “4-bis. For the prescription of drugs listed in Annex III-bis for the treatment of patients suffering from severe pain in the National Health Service, can be used the NHS prescriptions book (instead of the prescription book referred to in paragraph 1). The NHS prescriptions book is disciplined in the “decreto del Ministro dell’economia e delle finanze of the 17th of March 2008, published in the Official Gazette n. 86 on the 11th of April 2008. The Minister of Health can update the list of drugs listed in Annex III-bis by decree, after a consultation with the “Consiglio superiore di sanità” and the “Presidenza del Consiglio dei Ministri” – Department for the drug policy”.
f) Article 43, paragraph 7and 8: “of patients affected by severe pain in the course of neoplastic or degenerative disease” is replaced by the following: “of sick people that have access to palliative care and relief of pain treatment according to the law in force”.

g) Article 45, paragraph 1: “that ensures the identity of the purchaser and take note of the details of an identification document to transcribe in the recipe” is replaced by the following: “that mark on the prescription the name, surname and the details of an identification document of the purchaser”;
h) Article 45, paragraph 2: “on the prescriptions referred to in paragraph 1” is replaced by the following: “ on the prescription referred to in paragraph 1 and 4-bis”;
i) To article 45, paragraph 3, is added:

      “3-bis. The pharmacist forwards the prescriptions prescribing a quantity that, in relation to the indicated dosage, theoretically exceeds the maximum limit of 30 days, when the difference is due to the number of dosage units contained in the packing on sale. In the case of recipes that prescribe a longer therapy, exceeding the 30 days period, the pharmacist delivers a number of packages that have to be sufficient to cover thirty days of therapy, in relation to the dosage illustrated and notifying it to the prescribing doctor”.

l)   To article 45, after paragraph 6, is added:

     “6-bis. At the time of dispensation of medicines included in section D of table II, after the 15th of June 2009, the pharmacist must record on the prescription the name, surname and the details of an identity document of the purchaser. The pharmacist stores up for two years from the date of the last registration, a copy or photocopy of the prescription in order to be able to demonstrate the lawful possess of drugs delivered by the pharmacist to the patient or to the person who withdraws them. This refers to prescription other than the one referred to in the “Decreto del Ministro della salute” of the 10th of March 2006, published in the Official Gazette n. 76 on the 31st of March 2006, or other than the prescription of the NHS, referred to in the “Decreto del Ministro dell’economia e delle finanze” of the 17th of March 2008, published in the Official Gazette on the n. 86 on the 11th of April 2008 ";
m) To article 45, after paragraph 10, is added:

      “10-bis. The pharmacist, upon request of the customer and in the case of prescriptions providing more than one package, subject to specific annotation on the prescription, can definitively forward it delivering a smaller amount of packages than the one prescribed, notifying the prescribing doctor. The pharmacist can otherwise deliver every package little by little: in this case the pharmacist have to deliver the packages within the expiration date of the prescription and  prior record of the packages delivered each time”;

n) Article 60:
1)  to paragraph 1are added:

     “the same term is reduced to 2 years for the pharmacies open to the public and for the hospital pharmacies. The medical directors and the holders of office referred to in article 42, paragraph 1, preserve the register referred to in this paragraph for 2 years from the date of the last registration”;
2)  paragraph 2 is replaced by the following:

     “2. The people in charge of the open to the public pharmacies, hospital pharmacies and the authorized companies for the wholesale have to record the movement of the drugs referred to in Table II, sections A, B, and C. The record is conducted through the ways indicated in paragraph 1 and within 48 hours from the dispensation”;

3) to paragraph 4, after “Ministry of Health” is added: “and may be composed of an adequate number of pages in relation to the quantity of drugs normally held and moved”;
o)  article 62, paragraph 1 “sections A and C” is replaced by: “ sections A, B and C”;

p) Article 63:

1) at the end of paragraph 1 is added: “ this register is preserved for 10 years from the date of the last registration”;

2) paragraph 2 is deleted;

q) article 64, paragraph 1: “provided by articles 42, 46 and 47” is replaced by: “provided by articles 46 and 47”;

r) to article 68 is added, after paragraph 1:

    “1-bis. Whereas the irregularities founded are related to violations of the law on the safe keeping of the records referred to in paragraph 1, the administrative sanction consist of a payment of a sum of 500 to 1500 euro”;
s)  article 73, paragraph 4 “and C, referred to article 14” is replaced by “C and D, only for what concerns article 14, paragraph 1, letter e) number 3-bis)”;

t)  article 75, paragraph 1 “and C” is replaced by: “ C and D, only for what concerns article 14, paragraph 1, letter e) number 3-bis)”.
Art. 11

(Annual report to the Parliament)

1. The Minister of Health, by the 31st of December of each year, submits a report to the Parliament on the state of implementation of this law. The Minister of health also refers to the information and data collected through the monitoring referred to in paragraph 9.
2. For the purposes of paragraph 1, the regions and the “province autonome” of Trento and Bolzano shall forward to the Minister of Health, by
October 31 of each year, all data relating to the interventions of
their jurisdiction covered by this law.

Art. 12

(Financial coverage)

1. The amount of costs arising from Article 4, paragraph 3, Article 6, paragraph 1, and article 9, paragraph 4, is 1,650,000 €  for 2010, 1.300.000 € for 2011, 300.000 €  for 2012 and 150.000 € from the year 2013. The charge of 650.000 € for 2010 an expenses reduction (article 48, paragraph 9, of “decreto-legge” 30th September 2003, n. 269, converted with amendments in the law 24th of November 2003, n. 326, as redefined by the Table C annexed to the law 23rd of December, 2009, n.191). The charge of 1,000,000  € for the year 2010; the charge of 1,300,000 € for the year 2011 and 300,000 € for the year 2012, by corresponding reduction in the allocation of special fund registered, for the purposes of the three-year period 2010-2012 balance, in the program called “Provisional and special Funds" of the mission "Funds to allocate" of the estimate of Ministry of Economy and Finance for the year 2010, using part of the provisions set out in Table 1 annexed to this Act.
2. The Inter-ministerial Committee for Economic Planning, in implementation of Article 1, paragraph 34, of the Law of 23rd of December 1996, no. 662 and for the realization of the purposes referred to in this law, bound (for an amount not lower than 100 million euro per year), part of the National Health Fund on proposal of the Minister of Health, in consultation with the Permanent Conference for the relations between the State, the regions and the “province autonome” of Trento and Bolzano.  
3. The minister of Economy and Finance is authorized to introduce the necessary changes to the budget by decree. 
