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Il‑Minuti tal‑Laqgħa Nru. 005 li saret nhar it‑Tlieta, 23 ta’ Marzu, 2010 ġew konfermati.

ONOR. MICHAEL FARRUGIA: Sur President, qabel nibdew nixtieq niġbed l‑attenzjoni ta’ dan il‑Kumitat dwar il‑problema tal‑parking. Meta jkollna dawn it‑tip ta’ laqgħat huwa importanti li l‑parking ikun available, kif għandu jkun available għada waqt il‑Kumitat Soċjali li għandna filgħaxija. Jiena nistenna li ma jkollniex problema ta’ parking bil‑konsegwenza li jkollna nipparkjaw ħażin bħalma kelli nagħmel issa sabiex inkun nista’ niġi għal dawn is‑seduti. Naħseb li din is‑sitwazzjoni hija inaċċettabbli. Din il‑problema qiegħda tqum ukoll meta jkollna s‑sessjoni plenarja għalkemm jidher li ġiet irranġata. Madankollu naħseb li meta jkollna kumitati f’ħinijiet fejn ma jkunx hawn sessjoni plenarja qed ikollna dawn il‑problemi li jridu jiġu solvuti wkoll. Għada għandna laqgħa importanti u ma nixtieqx li nerġgħu nispiċċaw bl‑istess problema tal‑lum.

THE CHAIRMAN (Onor. Jean Pierre Farrugia): Jiena se nieħu nota ta’ din il‑problema li qajjem l‑Onor. Farrugia.

KARTI

THE CHAIRMAN: Min‑naħa tiegħi se npoġġi dawn id‑dokumenti fuq il‑Mejda tal‑Kumitat:
· Numru ta’ dokumenti pprovduti minn Dr Paul Soler, Kap tan‑Neonatal Intensive Care Unit fl‑Isptar Mater Dei dwar selective single blastocyst transfer, dwar kumplikazzjonijiet ta’ tqaliet multipli, u statistika tar‑riżultati tal‑IVF fl‑Ingilterra;

· Sottomissjoni minn Dr Ray Busuttil, Direttur Ġenerali fil‑Ministeru tas‑Saħħa; u

· Sottomissjoni minn Dr Ruth Farrugia, Avukat u Senior Lecturer fl‑Università ta’ Malta, li kienet ukoll waħda mill-mistednin li kellu l-Kumitat Permanenti dwar l‑Affarijiet Soċjali fl-2005

ONOR. MICHAEL FARRUGIA: Se nagħmel żewġ punti qosra. S’issa għadna pendenti fuq il‑kwestjoni tal‑assistenza legali għal dan il‑Kumitat u jekk m’iniex sejjer żball kellna xi ħaġa oħra pendenti li għadha ma saritx. Qiegħed nipprova niftakar imma ladarba tqajmu ċerti punti, naħseb li jkun tajjeb li ngħaqqduhom magħhom. Il‑punt legali jista’ jkun li se jkun l‑istumbling block biex niċċaraw ċertu affarijiet as we go along. Kien hemm ukoll id‑deċiżjoni tal‑qorti dwar l‑adoptions u biex naraw id‑deċiżjoni tal‑qorti li kellha tiġi ppreżentata lil dan il‑Kumitat ħalli l‑Kumitat ikun jista’ jitkellem fuq l‑istess binarju tad‑deċiżjoni tal‑qorti. Ma rridx li nispiċċaw f’sitwazzjoni fejn ikun hemm deċiżjoni minn dan il‑Kumitat biex imbagħad insibu li kien hemm diġà deċiżjoni li ġiet injorata u ma tajniex kasha. Għaldaqstant nitlob li fil‑laqgħa li jmiss dawn iż‑żewġ items ikunu ‘l fuq fl‑aġenda, anzi qabel l‑aġenda l‑proprja ħalli jekk ikunu għadhom ma ġewx tackled, nibdew bihom u mbagħad inkomplu niddiskutu l‑problemi l‑oħrajn.

THE CHAIRMAN: Miss Scerri kien hemm xi żviluppi mill‑Uffiċċju tal‑Attorney General?

MISS ELEANOR SCERRI: Għandhom jagħtuna xi ħaġa dalwaqt.

ONOR. MICHAEL FARRUGIA: L‑unika problema hija li tal‑AG dejjem jaħdmu fuqha u jekk naħdmu kif naħdmu fuq il‑liġijiet li jkollna fil‑Parlament ġieli nispiċċaw li jgħaddu x‑xhur sabiex tiġi liġi fil‑Parlament sempliċement għax kienet fuq il‑Mejda tal‑AG. Għandna remit suppost sa Ġunju u t‑target tiegħi huwa li kemm jista’ ikun sa Ġunju nkunu spiċċajna minn din id‑diskussjoni kollha. 

THE CHAIRMAN: Fil‑verità kważi kważi qabel Ġunju għax irridu mmorru fil‑gruppi parlamentari rispettivi u mbagħad nerġgħu niġu hawnhekk u r‑remit tagħna jinkludi kollox, jiġifieri s‑sitt xhur jinkludu wkoll il‑komunikazzjoni mal‑gruppi parlamentari. 

ONOR. MICHAEL FARRUGIA: Fil‑każ li ma jkunx jista’ l‑AG, inkellmu lill‑Ispeaker ħa naraw x’alternattiva se joffrilna. 

ONOR. FRANCIS AGIUS: Jien nissuġġerixxi li jkun hemm timeframe raġonevoli fuq dan il‑punt ħalli nispiċċaw sew qabel Ġunju. 

THE CHAIRMAN: Mela nistgħu nikkomunikaw mill‑ġdid mal‑Uffiċċju tal‑AG għax l‑Ispeaker tal‑Kamra diġà tkellem magħhom u ngħidulhom li sakemm jerġa’ jirriżumi l‑Parlament aħna nixtiequ nkunu nafu bejn wieħed u ieħor x’availability għandhom sabiex jagħtuna dan is‑servizz. Jekk sa nhar it‑Tnejn tmint ijiem ma jkollniex tweġiba favorevoli, irridu naraw x’se nagħmlu. Jien diġà kont ipproponejt li fil‑każ inqabbdu avukat.

ONOR. MICHAEL FARRUGIA: Imma mbagħad min se jħallsu?

THE CHAIRMAN: Appuntu. Imma se naraw min‑naħa tal‑AG peress li dawn qalulna li se jgħinuna. Ovvjament għandhom dan id‑dmir u diġà wegħduna li se jikkontribwixxu. Issa jekk ma jkunx hemm żviluppi sakemm jerġa’ jiftaħ il‑Parlament, naħseb li kif qed tgħid inti Onor. Farrugia, għandna niltaqgħu. Aħna diġà mexjin, issa ovvjament jibqa’ li nittrattaw.... Ifhimni jiena diġà kont ipproponejt li fil‑każ inkellmu avukat privat u diġà naħseb li nistgħu nimxu f’dik il‑linja. Imma ejjew nistennew sakemm jerġa’ jirriżumi l‑Parlament u mbagħad immexxu minn hemm. Naqblu? (Onor. Membri: Iva)
Issa ngħaddu għall‑preżentazzjoni li għandna llum.

PREŻENTAZZJONI MINN DR LUCA GIANAROLI, CHAIRMAN TAL‑EUROPEAN SOCIETY OF HUMAN REPRODUCTION AND EMBRYOLOGY (ESHRE)

THE CHAIRMAN: On behalf of this parliamentary committee I would like to thank Dr Luca Gianaroli, Chairman of the European Society of Human Reproduction and Embryology for offering to address this Committee. So far we have already heard various arguments, especially whether freezing of embryos is absolutely necessary and also whether the donation of gametes is absolutely necessary. In fact we have heard your colleague Profs. Mark Brincat after we had already heard several of your colleagues way back in 2005. We have also heard the other side of the story, that is from the paediatrics and the neonatology point of view. 

During the last meeting we had Dr Paul Soler who is a neonatologist. And we also heard in 2005 other paediatricians dwelling on the problem that multiple pregnancy is causing as a direct consequence of this technology, which no doubt is helpful to people who cannot otherwise have their own children. I invite you to address this Committee and eventually we will be able to discuss possibly specific issues. Thank you very much. 

DR LUCA GIANAROLI: First of all I would like to thank you. I would like to say a few words – mainly for the public – about ESHRE if you think this is important. 

ONOR. MICHAEL FARRUGIA: It is important to know that this is broadcasted live on the internet, so it is not just for the audience here but to whoever decides to follow what is happening during this Committee. 
DR LUCA GIANAROLI: Please interrupt me whenever you like because this is only a presentation that is going to be done for those of you who are not aware of what ESHRE is. ESHRE is a scientific society that has been founded in 1985 and here you can see the mission of the society itself. The main issue is to promote the understanding of reproductive medicine. Reproductive health is an issue all around Europe but I will go back to this issue later on. I just want to say that the society now has more than 5,500 members from 114 countries from around the world. Actually this is a European society but it covers the entire world. We organise an annual meeting with more than 8,000 people attending this specific meeting, including gynaecologists, paediatricians, geneticists and all those involved in reproductive health.

The European Society also publishes three scientific journals and here you can see a few things that you might be interested in. Apart from the usual activities we have this consortium, the EIM data collection consortium which collects data from 1,000 clinics from around Europe on more than half a million treatments every year. We are the only body able to collect and analyse this data. This data is public so everyone can visit our website and find this data. You can become a member of our society for a very low fee, but as I said you can access this data from our website. We also have a Preimplantation Genetic Diagnosis consortium, and since Europe has such a huge differences in the laws on reproduction we are also checking and monitoring the so called cross‑border reproductive care. This is important as people are moving from one country to another because of the costs involved, because of reimbursement and because of the local law. These are our activities. 

We also prepare guidelines and position papers for the countries and their respective governments most of the time. We also work with the European Parliament on new directives. Presently we have 11 special interest groups which are Andrology, Psychology and Counselling, Early Pregnancy, Reproductive Genetics, Embryology, Reproductive Surgery, Stem Cells, Endometriosis, Ethics and Law, Reproductive Endocrinology, and Safety and Quality in Assisted Reproductive Technology. We also have taskforces that specialise in specific tasks. In fact we have task forces on: Fertility Preservation in Severe Diseases like in the case of oncological patients, Developing Countries and Infertility, Cross‑border Reproductive Care, Demography, Basic Reproductive Science, EU Tissues and Cells Directive and on Fertility and Viral Diseases. 

Here I am just summarising things so as to avoid wasting your time. The society is a democratic society and we are entitled to have a mandate of two years which cannot be renewed. So every two years there will be new people running the society. The central office is in Brussels, where we have 10 people working full‑time. 

In a few words this is ESHRE and how ESHRE works. It is an open society, so anybody that has any sort of interest in the society is more than welcome to use this data. Our system consists of the general assembly, the executive committee, special committees and special groups that are really the core of our activity, and the taskforces.  

If I understood correctly I was asked to give an overview of what was going to be a potential application of a law in a country inside the European Union, and to have an overview of how things are in other countries. I have prepared some data that I would like to share with you on the concept of reproductive health because our reproductive health is actually the main body inside which assisted reproductive technology can fit. Here I have only some data so you can just understand where we are at the moment; unluckily this is the replacement of the total fertility rate that we should expect to have for a population survival which is 2.1. As you can see here, from Spain to Italy is coloured in blue, with the average of the 25 countries – at the time in which Malta was included – and you can see that unluckily both the average and each single country are very far below the total fertility rate. This implies that if this tendency remains the same, there will be no room for the survival of the local population. And our data is quite clear. 

ONOR. MICHAEL FARRUGIA: Surprisingly in Malta it is 1.3 so we are at the very bottom of that graph.

DR LUCA GIANAROLI: You are just like Italy which also has a very low rate. I think that the data in Malta takes into consideration the immigrants residing in Malta, so that also implies that if you remove the immigrants, very probably the local population will be even lower than this. Here you have something that shows you how long it took to get the first billion of population in the world, the second, the third and the fourth and here is the year in which this happened. What I like to stress is that there is a tendency ‑ as you can see between the 8 and the 9 million ‑ to an increased number of people that does not necessarily apply to Europe. And you can see the reason for this in the data that I am going to show you. Here you have from 1950 to the next century, and here are the billions of people. So here you have what would happen if there would be no family planning programmes around the world. Here is the number of billions of people that would exist if family planning programmes continue at the same level of 30 years ago, that is at the time of the 1980s. 

Again this is only theoretical. Here you can see the data which is more realistic about what will happen if all unwanted pregnancies are avoided. So we think that we are going to be roughly in this direction so there will be sooner or later a plateau with movement from one region to the other, from one continent to another. I do not want you to go in the detail of this table but I just want you to have an idea from 1970 to 1997 to 2000. Here you see the evolution of the fertility rate that has changed dramatically in any country; in Italy we went from 2.42 to 1.20, so we really have exactly half and that is the same in many other countries apart from some specific small countries in the north of Europe – and there is a reason for that – like Finland and Sweden, that kept quite well. This is the beginning of the story. The end of the story is the life expectancy at birth, and again you can see a huge increase. This means that countries like Italy for instance, in just 30 years, our life expectancy, from 72 years in average jumped to 78. And all around Europe you have almost the same trend. Portugal, which was one of the lowest, jumped from 67 to 75. So as you can see, here you have the change in percentage in the last 30 years.

So we are having a lower population with an increase in life expectancy at birth. What does this mean? Here you have the data of Singapore, a small country that can perhaps be compared to a country like this. You can see in the year 2002 a so-called tree which is divided by males and females compared to education. There is the number of the population according to their age. The blue colour shows the people who have a higher education whilst those in the pale yellow colour are the people who have lower education. You can see how the demographic tree was 10 years ago and then in the same country, 30 years later. What you expect is a huge change – because of the expectancy of life and a huge change of the tree by the way of a positive imbalanced situation for females versus males – so we can expect that most of the western countries are going to behave like this pattern. Again here you can see two more statistics that can play a role in your future discussion. These are the ageing of the population and the decline in fertility, a rise in life expectancy and anomalies in the age pyramids as you have seen. It is quite strange that in time of peace there is a decrease in the population because in general you have a decrease in population when you have wars and epidemics. This is not the case now in the western countries.

This in a country like France the proportion is a survival age of 85, from 1750 to 2050; it goes from 1% to 82%. It means that the proportion of the population over 65 ‑ we have just chosen three countries and then we made an average for Europe ‑ goes from 16.1% to 26%. And in many cases it almost doubled. It means that in 50 years we will have a double population of over 65 years. And from the social and economic point of view, if you look at the dependency ratio, that is the population of 65 years or older compared to the 15 to 64, which are the production people, versus the retired people. Again you see that it is impressive that in 50 years time we are going to almost double the people that will depend on the working population. So we just doubled this category.

In fertility we see this ‑ at ESHRE and in any discussion ‑ as a problem for the entire population as a side effect on the population. There are side effects and here I have some of the data.

THE CHAIRMAN: Recently on the Economist there was this article about fertility which basically said exactly what you are saying just now. I mean the problem about the reduced fertility in the western world but it also said that if Europe did not have social services that were helping out unmarried mothers, then probably fertility would have been even lower and we would have less fertility in previous years. I am making this point because there is another matter that we are dealing with. If fertility is low even when the state is helping unmarried mothers, it would be even lower if the state did not help.

ONOR. MICHAEL FARRUGIA: I am also a Member of the Social Affairs Committee. The statistics in Malta are showing that married couples tend to have children late in their life and are having one child or maybe two children whilst single mothers are having their children at an earlier age and the tendency is for them to have more than one child. In fact single mothers tend to have two or three children. So in reality, as the Chairman has just said, it seems likely that if there was a decrease in the number of single mothers delivering, our scenario would have been much worse than that. 

In fact I think it will go to about 1% rather than 1.3% with regards to fertility. So it is becoming a bigger problem as I said with married couples having their first child maybe at around 28 or 29 years of age. If there were no single mothers delivering, then the problem would have been very severe with all, not just statistic wise, but even from the economic and social point of view, with the running of the country now and possibly in the coming few years.

DR LUCA GIANAROLI: This is totally right, in fact I will show you some data later on but in principle the countries that perform better are those countries with social help. Policies are helping the couples in two directions: on the one hand in providing facilities when the female becomes pregnant, in terms of not losing her work and having all the social network around the young mother, and on the other hand in making available to as possible the reimbursement for the diagnosis and treatment of infertility. When I was mentioning reproductive health I was also mentioning one of the most important concepts which is good for any society. This is the taking care of reproductive health, which does not only mean treating patients but it also means assisting teenagers and educating them in how to avoid infertility. Sometimes teenagers’ habits are wrong and their lifestyle can damage their fertility. 

There is a lot of work that can be done in terms of preventing infertility and not only in curing infertility. Reproductive health means taking care of the entire project of reproduction, from the time they are teenagers, when some, unluckily, have to be treated. The treatment is sort of the end of the story. Reproductive health, especially in a small country where the population is limited – in a large country things are more diluted – is crucial not only for this generation but also for the future generations. So not considering all the problems of infertility, I am going straight to the point. I just want to say that an infertile individual has consequences because when there is a low fertility there is something that is connected with high risk of certain cancers like that of the breast, of the uterus, of the ovaries and benign hormone dependent conditions as well as a few others. We also have to remember that when you have infertile men with very few spermatozoa, the risk of having tumours and cancers in the testicles is higher. So such an individual needs to be taken care of as much as possible. 

I just wanted to give you some data on assisted reproduction technology, how it works and how political influence can in one way help and on the other hand jeopardise the technical result. We have some examples like for instance the Italian law that was in place between 2004 and 2009 and subsequently amended by the Supreme Court because it was considered that it was against the Constitution. The Italian law was very strict because it was saying that since the fertilised egg had to be considered as a full human being, it had the same right as that of a human. In doing so, the law was allowing professionals only to inseminate three ovocytes and to transfer everything that was fertilised inside the uterus with the aim of achieving the pregnancy.

Now we have data showing the side effects of the very restrictive law which was considered against the Italian Constitution. So the Supreme Court, which has the right only to amend the law, amended the law on the basis of the fact that there was a difference between the rights of an individual versus the right of a potential subject. The law was amended and from May 2009 we went back to a more European law which is in place in many countries. Here you have some data that shows you the impact of ART. It shows us from 1997 to 2006 how many babies per 100 babies born have been born with the use of this technology. In fact there are some countries like Denmark which have one baby out of 15 that was born from this technique. Countries like Croatia and Italy have one baby out of 100 born by this technique.  

Here you have a classical impact of a local law. Here you have the success rate of two major techniques, IVF and ICSI divided by the year. You can see that Europe had a tendency year after year, with a lot of difficulties, to increase the performance of this technology. If you stratify the Italian data, you see that for these two techniques there was a variability but it was quite close to the tendency of Europe, so there was a tendency of increase. This varies because the numbers of one country are very small compared to the total numbers of the European data. What I want to stress is that since the new law was in place there is a huge difference between the European success rates compared to a country in which the law was restrictive.

ONOR. MICHAEL FARRUGIA: When you take Italy are you also taking those many Italians that decided to leave Italy and have IVF done abroad? 

DR LUCA GIANAROLI: No, because this is only the national registry and only the cycles that are done in Italy are recorded.

ONOR. MICHAEL FARRUGIA: When you speak about Italy do you have any idea how many Italians decided to have IVF in Italy and how many Italians decided to have their IVF done outside Italy because the law restricted them so much?

DR LUCA GIANAROLI: Yes we have the data. So when you are able to finish the process, you transfer the embryos and you just wait for the patient to get pregnant. And from 26% pregnancy of 13 years ago we have increased to 30%, so once the transfer is done one patient out of three, once the transfer is done, gets a clinical pregnancy. Again this is compared to Italy. To answer your question we are now having between 60,000 and 70,000 cycle treatments per year in Italy. According to our data records in ESHRE, at least 15,000 people were moving out of Italy before the law was amended. Until June 2009 people were moving from Italy for two reasons. They were either trying to get better or safer results from the same cycle or because the law was not allowing certain treatments. So now that the law has been amended we have one or two restrictions, so the number of patients going abroad has decreased by half. 

THE CHAIRMAN: The previous diagram showed statistics that precede the law which was enacted in 2004, so you had retrospective data there.

DR LUCA GIANAROLI: Yes we collect retrospective data with two years delay because we also follow the babies born. 

THE CHAIRMAN: Basically, when the law was enacted were all centres forced to give retrospective data? And was it manageable or was it difficult?

DR LUCA GIANAROLI: Yes we had to give retrospective data and it was manageable because we shifted from a voluntary registry to a compulsory registry.  By law, like in many countries, we are required to present data every year to our national health institute and then present the data to the parliament. 

THE CHAIRMAN: Even retrospectively, before the law was enacted?

DR LUCA GIANAROLI: Yes that was done on voluntary basis and then it became mandatory.

ONOR. MICHAEL FARRUGIA: When you say mandatory does it mean saying Michael Farrugia born on that date was conceived by IVF?

DR LUCA GIANAROLI: This was not allowed from our privacy body. We have to send the aggregated data, so each centre sends 100 cycles, then the babies are born and we send the aggregated data. There is no individual data. This graph is important because this work has been done in one of our centres which roughly makes 1,000 cycles every year. As you can see here the patients are divided only on the basis of age, so there is no pathology involved. This is the pregnancy rate, so same clinic, possibly same patients, same clinician, same laboratory and same people. Here you see that before the law the pregnancy rate had this curve which was following the age of the patients. When the law was put in place, at the end of the story, there was no possibility to make any selection, so we had to transfer whatever was generated. Here is the pregnancy rate that in this category of patients was of very high statistical significance. And this group of patients covers more than 50% of our patients. Not only this; one of the major problems we faced was the abortion rate. 

Here you can see the abortion rate that changed dramatically since the law was in place and the reason for this is biologically and clinically very clear. If you transfer the fertilised ovocytes that have no chance to end up in a healthy pregnancy, then you increase the risk of abortions. So the two scenes combined: a lower pregnancy rate plus an increase in abortions was resulting at the end of the story in a much lower success rate intended as baby born per infertile couple for treatment. This is homogenous data and it reflects the concept of the law. The concept of the law was to treat everybody, every pathology, no matter the age of the women and no matter the reason why they were infertile – because everybody was treated in the same way – by using the same standard protocol for everybody. This is like treating any heart disease with the same cardiac surgery or giving the same antibiotic for every infection. That was what came out from the clinical data. 

Again here you have one of the real side effects for us if you cannot freeze the embryos – delivery of triplets. Triplets are a problem – I think that paediatricians are right – because they generate a lot of side effects both in the families and in the babies themselves. Here you can see on the right hand side of the table what we consider the good countries that perform the technique properly, with less than 1% resulting in triplets. Obviously you cannot avoid triplets completely. Sometimes you transfer two embryos and you end up with three babies. But here you see what we call the correct countries and here you see Albania, Serbia and Italy who unluckily are in a terrible condition since the law was in place with 2.7% and 3% resulting in triplets. This means nine babies out of 100 are triplets. Of course this brings a lot of problems but I do not want to go in the clinical details. 

Here I would like to share with you something that maybe you can find important. I could not do this for Malta because I did not have the data. As you can see here you have the ART cycles per million inhabitants compared to the gross income per individual. Here you can see clusters of countries – like the northern countries – which have a high number of cycles per million inhabitants and as you can see they have quite a high gross income. Then you can compare these with the countries that come from Eastern Europe and which have just joined the European Union. So you can say that these countries, for many reasons, either because of social reasons, either because there is no reimbursement, or because there is no willingness, are not helping infertile couples with this treatment. 

Now take a look at Germany. Germany had quite a reasonable rate. In fact it was around 2,200 cycles with this gross domestic product. In 2004 their law restricted the reimbursement of the population, which was allowed to have three cycles. And as you can see, Germany suddenly moved to a decreased number of cycles per million inhabitants because there were no resources available. People could not afford to be treated and that is what happened to Germany. These are the countries that we consider as unwilling; countries like Italy or Switzerland, for example, which despite their high gross domestic product are not serving their population correctly. Then there are the willing countries and those that are unable to serve their population because of technology but mainly because of not having money available.

THE CHAIRMAN: So in Europe which countries provide the service of assisted procreation by the state?

DR LUCA GIANAROLI: There are many countries doing this totally like for example France and all the northern countries like Sweden, Norway and Denmark. Then you have other countries, mainly in the south of Europe, like Italy, Greece and Germany in which it is provided by the government, by the national health, but there are some restrictions. Restrictions are in terms of age, number of cycles and waiting lists. In Italy for instance most of the hospitals have a waiting list of one year, one year and a half years and this creates a linkage from public to private so that they could be treated as soon as possible. Two more things that again could put Malta on the map if the data is available. 

Here you can see the number of ART cycles per capita and this is the technology index. You are aware more than me that the technology index is the readiness of a country in technological activity which goes from research and development, to creativity and information technology. Again you can see that in this example Italy is not performing very well compared to smaller countries like Slovenia or Belgium. And again here the best countries are the northern countries. 

ONOR. MICHAEL FARRUGIA: If you do not mind, I would like to ask Profs. Mark Brincat the following question: from the previous two slides where do you think that Malta falls within that graph? I am asking Profs. Brincat because perhaps he has more details with regards to the Maltese scenario.

THE CHAIRMAN: I would like to make a clarification. Profs. Mark Brincat is here also as a member of ESHRE and also to collaborate with Dr. Gianaroli.

PROFESSOR MARK BRINCAT: I am limiting my interventions just in helping out if there are any cultural problems. 

We definitely fall in the bottom left side of these two preceding graphs because at the end of the day we currently have a very small programme. The whole object of this exercise is to have a form of subsidy that will enable us to make these processes available to couples that need them. 

I would like to ask Dr Gianaroli just to clarify some misunderstandings that might have arisen with cultural problems. The poor results that you have had in Italy which resulted after the law, when we said per transfer of embryos, this was per transfer of up to three unselected embryos per cycle. So despite having three unselected embryos per cycle, which means that there was no freezing, the results were worse. Paradoxically, even though the results were worse, they were forced to have an increase in triplet numbers. So you had worse results where the embryos did not work because the embryos were poor and then you had the peripherals. Had the law stipulated that you just put two embryos or one embryo without freezing, those results would have been even worse, wouldn’t they?

DR LUCA GIANAROLI: Yes. I forgot to mention that in the law it was stated that freezing could not be performed on a routine basis and that was the reason why we were obliged to transfer all the embryos available because we could not make any selection. That was the reason why there was an increase in the abortion rate, a decrease in the pregnancy rate and an increase in triplets because sometimes you cannot apply the same technique to a younger woman and to an older woman.  

PROFS MARK BRINCAT: The other clarification is that the rule still applies that if possible you make a transfer of two embryos and three in exceptional cases once freezing is not available. If freezing is available you have got more leeway to work in. Is that correct? 

DR LUCA GIANAROLI:  Yes it is correct but we have to keep in mind that what is happening in our laboratories is exactly what is happening in nature. In nature you have a natural selection of embryos. Many times infertile women do have conception but then because conception is not functioning properly, and I have data to show you this, there is a selection and the embryo does not develop, it does not grow and does not even implant, and the woman has her normal bleeding without even knowing that there was a conception. What is happening in the labs is exactly the same thing but instead of having one embryo every month, you cluster together more opportunities in one month because of the technology. And then you watch the embryos. Some of them have no chance to develop whilst others have the chance to develop. That is the reason why sometimes you end up with the need of freezing fertilised ovocytes or embryos, and sometimes you need to make the proper choice.

The reason why this is also happening in nature is here. Since you have asked I will jump a few slides and will go directly to answer your question. As you can see this is the reason why. When an egg is collected from the follicles or through these techniques or is ovulated naturally, you can analyse the egg and you perform chromosomal analysis. Here you can see what we found in nearly 4,000 eggs. The percentage of chromosomally abnormal ovocytes that would never bring an embryo to implant, or if they implant they end up in an abortion, goes to less than 35% in young women to about 50% to nearly 60% in older women. This calculation does not take into account any other disorder, like endometriosis, or any other disease. What does this mean? 

This means that by definition one egg out of two is chromosomally abnormal. You can force fertilisation in the lab, maybe sometimes forcing nature, you can fertilise an egg and you get an embryo but this embryo either does not grow or if it grows it ends up in an abortion, what we call a blighted ovum. Sometimes these end up in one of the most devastating tumours for woman which is choriocarcinoma. The eggs are chromosomally abnormal; they implant and result in choriocarcinoma. 

And as all of us are aware this is one of the most destructive cancers in women. So this is what is happening in nature. This is what we can observe through our work. Plus, you add to this the fact that many times you have a sperm problem; sperm contribution to chromosomal abnormality is still very high. So, to this problem with the eggs you also have to add the problem of the spermatozoa. When this treatment is done in a perfect healthy woman to try to overcome their problems of infertility of the husband, you have to take into account the fact that the sperm is also contributing to abnormalities. 

That is the reason why I think that this is one peculiar sector in medicine because I think it is the only area of medicine in which you are treating a healthy woman to overcome the problem of the husband, then you have to take into account that even the sperm is contributing to abnormalities. This is one peculiar area of medicine because I think it is the only area of medicine in which you are treating a healthy woman to overcome a problem of the companion. This is the reason why I think that there should be a lot of attention in driving legislation and regulations in the direction of helping these people to overcome their problems more than to generate difficulties for professionals and for some categories of patients.

ONOR. FRANCIS AGIUS: If I may ask, before you mentioned the aspects of prevention and in this regard it is very clear because you have scientific evidence about age and relation to chromosomal abnormalities. But what would be the main policy for promoting earlier pregnancies? Because I think this is what you are hinting at. I know this is something which is against what is happening culturally, even if it is the case at different levels in some Nordic countries or some other countries but from a scientific point of view, it is advisable to have children at younger age, but socially how can we go about it?  

DR LUCA GIANAROLI: I think that if we start from the beginning it would be very important to introduce the concept of reproductive health in teenagers. Let me give you an example. If you ask a teenager of 14 years what will happen to him if he smokes he will only say that maybe he will get lung cancer when he will be old but he does not know anything about losing a bit of his fertility, whilst teenage women do not know that with smoking they can go to menopause one year earlier. With alcohol it is the same story; they have no clue that if they start drinking at the age of 15 then they will lose some of their potentiality. And it is the same story for obese people. You stop an obese guy of 18 years and he will tell you that maybe he will get diabetes but he does not have any clue that his potentiality of reproduction is dramatically decreased because he is obese. To me, prevention means a lot of education when this is possible. That is the first step.

The second step is to get these women to conceive earlier. This is not easy for many reasons but again it is a matter of prevention because when you, as a professional, as a gynaecologist or as a GP give the pill to women who are 25 years of age, you should also tell them that they should plan not only contraception but also when is the best time in which they should conceive. And then of course socially and politically, if there is a pregnancy you should help as much as possible. From the social point of view I think that France is a good example. France is a big country in which they have nurseries in their industrial zones, they take care of the pregnant mothers. In fact they do not only have maternity leave but they also have paternity leave. There are many things that help those couples who are willing to conceive. So I think it is a combination of prevention, education, a social network and when it is possible economic assistance in terms of treatment by the national health system if couples need to be treated. But treatment should be the last resort. I mean it is not my duty but with an experience of 30 years in assisted reproduction technology I think that the best thing would be to have regulations and laws that take care of the whole reproductive health keeping in mind assisted reproductive technology for those who need it. To only take care of assisted reproductive technology is a small slice of the population; it is like taking care only of heart transplants when you have all the cardiac disorders before that problem. I understand that this is a hot topic because it involves a lot of ethical and social problems but as I said it is a small slice of the issue. For a country, the most important thing is to look at the whole reproductive health of the population. 

This represents only some of the scientific data showing the reason why there is a need of producing more fertilised eggs, selecting them and if it is needed, to avoid triplets and sometimes twins, freezing the fertilised eggs for a certain amount of months or years. Again here you can see the percentage of abnormal ovocytes if the mother is over 38 years, and as you can see it is much higher compared to the control group. For those patients who have current abortions, like three, four abortions, more eggs are chromosomally abnormal and for those patients who fail repeatedly to conceive, when you look at their eggs, you will see that they have a higher number of abnormal eggs compared to the control group.

All in all what I wanted to present to you is that infertile couples find problems because their genetic material, most of the time it is not considered to be efficient enough. This links to another problem that sometimes I hear and I have to say clearly and firmly said that – even though at the moment we do not have any data despite half a million cycles per year – there is no relationship between these technologies and complications in terms of birth defects or a higher risk of cancers or other disorders. There is some data reporting that this genetic material sometimes contains chromosomal abnormality but it is not the technique per se that increases the risk of abnormalities or other things but it is the fact that this genetic material is starting… 

We do not have strong data showing that these technologies, despite that they have been here for 30 years, are in some way affecting the newborn. Of course if you have triplets, or you have early babies born, or if the babies are born from a mother who is over 40 years of age, then they have higher risks of having chromosomal abnormalities. Also, poor sperm quality could reflect on the implanted embryo and can result in chromosomal abnormalities, however there is no scientific proof at the moment, after 30 years, that the techniques per se cause theses disorders. 

ONOR. MICHAEL FARRUGIA: Most of them are not the ideal scenario to start off with so you are already starting on a wrong foot.

DR LUCA GIANAROLI: There is a bias. For instance, infertile people have a higher risk of developing disorders. In principle even if you are not in the clinical field you can imagine that this is something that happens because it does not follow the natural way of reproducing yourself. So if you cannot reproduce due to disease, this also potentially leads to other disorders. 

ONOR. FRANCIS AGIUS: Is this backed up by genetic evidence?

DR LUCA GIANAROLI:  Which one?

ONOR. FRANCIS AGIUS: The fact that more defects resulting… Not direct from the intervention itself but that the intervention is allowing more couples who have problems in conceiving to have children. Is there genetic evidence because you said that there is no evidence that it is due directly ‑ after 30 years ‑ from the technology itself but it is starting from a low level of genetic material. Is this backed up by the genetic studies or by the genetic evidence itself of these couples? 

DR LUCA GIANAROLI: We have some slices of evidence. For instance if you have an azoospermic man and you extract his sperm and perform ICSI to develop that sperm, if the azoospermia is due to a cystic fibrosis gene defect, you will bring to life an individual who is either a carrier or is affected by cystic fibrosis. However this cannot be attributed to the technology procedure.

ONOR. FRANCIS AGIUS: This is what I am referring to, the genetic material itself provides evidence that this is so. 

ONOR. MICHAEL FARRUGIA: In such scenarios, is it common, or are there countries, where genetic manipulation is done to avoid having complications or inherited diseases or disorders.

DR LUCA GIANAROLI: You are talking about pre‑implantation genetic disorder technique? First of all it is interesting to say that now pre‑implantation genetic disease, when possible and that applies to around 50% of the cases, is done on ovocytes. So we have moved from pre‑implantation genetic diagnosis in embryos to ovocytes, but this is due to the fact that technology is improving, so if you let the technology work little by little, a solution could be found. The reason for this is that if the disorder belongs to the mother there will be no reason to examine the embryo. 

THE CHAIRMAN: Ethically it is much better?

DR LUCA GIANAROLI: Ethics is an issue but it could be solved like this. Then you have to balance your decision because the same disorder, let’s say a translocation, can happen to a female or it can happen to a male. But if it happens in a female it is very easy because you can analyse the egg so you do not touch the embryo. But if it is a male problem then you have to go…

ONOR. MICHAEL FARRUGIA: That was one of the problems where some patients with hereditary diseases had to travel from Italy to go mainly to Spain, where I think these procedures are possible?

DR LUCA GIANAROLI: Yes. In that period we had two major problems. One was because of some genetic disorders like thalassaemia, cystic fibrosis and also translocation. There are translocations that also end up in abortions. So you have women with 10 or 15 abortions that could not benefit from the restriction of the law. The problem was not for them to go overseas. Naturally that was also a problem but sometimes they were attracted by bad information from the internet. For instance, Italy has a fantastic healthcare system, but we had patients going to Ukraine because the costs there were cheaper or they were going to Belarus for this treatment when there was no background in that country but it was only a business. So in the end you will have a proportion of the population that goes abroad for this treatment without any control and you end up having to deal with the complications like hyperstimulation, diagnosis not properly done and infection disorders. And you cannot blame anyone because it is out of control. The cross border issue is one of the problems of a restrictive law that countries have to take into consideration. 

PROFS MARK BRINCAT: I just want to make a brief comment. Firstly, in a scenario when we do not have freezing I would like to ask Dr Gianaroli whether we can avoid triplets without severely compromising the success rates. When we have a particularly unselected use of embryos we cannot avoid triplets, otherwise the success rates would go rock bottom. As we saw before, even with three embryos under the Italian law they were having lesser success rates but were then picking up the edges with triplets. And I can see on the graph there a number of reasons why you want to put in more than one embryo or two embryos: the maternal age, recurrent abortions and repeated cycles. Unless you have the technology to be able to determine which ones are the good embryos and which ones are not, you have to go just by clinical experience, that is by looking at them under the microscope which is a low tech and then, in those cases you might want to opt for a larger number than two embryos knowing that there might be some risk of triplets. These are examples of scenarios.

ONOR. MICHAEL FARRUGIA: In a scenario of freezing of embryos would you still go for triple embryos?

PROFS BRINCAT: You can never completely eradicate the need for three embryos although you have got much more leeway.

ONOR. MICHAEL FARRUGIA: But you do it from the very first cycle?

PROFS MARK BRINCAT: Of course not, and I think we agreed on that. We said in exceptional circumstances we put three embryos but without freezing the embryos you are stuck. The genetic problems that Dr. Gianaroli was talking about are where you get ovocytes that are very poor and sperm which is very poor are not immediately evident. Under the microscope the eggs very often look normal or the sperm looks normal. Sometimes you can get a miscarriage or even a foetus with a foetal heart which miscarries, so these actually miscarry and you do not go to deliver. It is very important to say that we are not ending up with huge numbers of chromosomally abnormal babies; in fact most of these would miscarry in a very early on stage because chromosomal anomalies are lethal. 

ONOR. MICHAEL FARRUGIA: Here I think we are going to the next level because the issue that interests us most is this: there are two scenarios, the first one is the possibility of freezing embryos and the success rates, and the pros and cons of this possibility. The other scenario is that where freezing is not allowed like there is in certain countries and what are the pros and cons in that case. We have to evaluate these two scenarios because we have to decide what we are going to recommend to the authorities. If we recommend freezing of embryos, we have to recommend how to do it. Then we can pick one of the countries which is the closest to what we really want. Or else are we going to recommend that there should not be any freezing of embryos with all the repercussions of this scenario. So our position right now is which way to go: shall we go to the freezing of embryos or not and the morbidity and mortality of the mothers, of the children, of the success rates and the whole lot. 

THE CHAIRMAN: Maybe more specifically, how will the facility of freezing reduce the necessity to implant more than two embryos? And if I could refer to the document which one can find online on the website of your organisation, which I must say is also provided in very good Maltese, I would like to read the conclusion which says; 

“Attwalment politika ta’ trasferiment ta’ żewġ embrijuni hija komuni f’ħafna pajjiżi Ewropej. Single embryo transfer elettiv hija llum parti mill‑politika għal trasferiment ta’ embriji b’leġislazzjoni u/jew linji gwida, ftehim volontarju f’ħames pajjiżi tal‑Unjoni Ewropea.” 

What I am saying is that basically this document – which may be found online – which contains your official generalised position… Here we are even seeing the map and the scenario is obviously not the same everywhere. But as I was saying you would recommend either the transfer of two embryos which is most common, apart from five EU countries where there is single embryo transfer. And maybe you could explain how the facility of freezing would facilitate or change this scenario.

DR LUCA GIANAROLI: First of all let me answer to his question first: There are two things that have to be clear to all the population and to politicians. First of all, you will never avoid 100% embryo freezing. The reason is that you can find woman that cannot have embryo placement, either because she is sick or she has ovarian hyperstimulation or she had 40° of fever because of a complication of ovocyte recovery. So, first of all, you can forget banning embryo freezing, even in these countries, where it is allowed under normal circumstances. This means that it has to be available, in other words to make it acceptable, medically and also ethically, to enable the embryologist to do his job routinely, not accidentally. Again, when it was forbidden in Italy and when we started again to do freezing, it was a disaster because all our specialists, after five years of not freezing properly, had lost all or most  of their skills. So this point has to be kept very clearly in mind. 

The second thing that has to be kept very clear in mind, is that both patients and professionals have no interest at all to keep frozen genetic material in their storage place because that is not the aim for which we are working with patients out there. They want a baby. We want to help them. So, if you keep these two things in mind, then you can decide whatever you want, but these are fundamental concepts.

THE CHAIRMAN: I am just trying to argue what one reads in literature. Could it be that the patient has economic interest to make extra embryos available for research to have a less costly procedure, made available by the gynaecologists?

DR LUCA GIANAROLI: In Europe a law does not exist that allows genetic material to be made available for money. So even if in your potential law, in your future law, you allow research is to be done, of course it has to be done on voluntary basis. So I do not see any financial involvement.

ONOR. MICHAEL FARRUGIA:  Also the EU regulations on tissues, etc.

DR LUCA GIANAROLI: Yes, correct. So having said this, if we go the concept of transferring one, two or three embryos, of course the more selective you want to be, the more freezing is needed. And then you have to go into your population section. If you look, for instance, at the northern countries in which they are advocating for certain group of patients; in young patients there is a first attempt to transfer only one embryo. But then to do so, they have to freeze all the embryos or the remaining embryos are then transferred as a single embryo every month. This is possible to do if you are in a country with a restricted number of individuals, in which their national health system pays for all the treatment and also pays when these patients stay home from work. So it is a social security network that covers it and this is done with the aim of reducing as much as possible twins or even triplets.

But having said that, the concept of freezing ‑ of course I do not like to give you my personal opinion because I do not think it is correct ‑ for professionals is almost a moral obligation, because if you end up with embryos that cannot be transferred, you need to freeze them, you cannot waste them. And this is almost a moral obligation and in fact, when this was not available in a large country like Italy, we experienced great problems. And then you have to balance. It is better to have abortions, or triplets with problems, or to have one or two frozen embryos? If you balance the situation, the answer is quite clear. 

The second point that I think is crucial is that technology is moving very fast. A few years ago it was not even possible to dream about these good results. Now it is possible because technology is improving. If you allow technology to improve, maybe there will be less and less need for freezing. You can select better your genetic material. But you need to have this barrier around you, this web around you, that allows you to freeze embryos. Anyway you cannot cancel the entire process. It is not possible by the time that these techniques are around. And do not forget that ovocyte freezing that we thought at the beginning could be a help has been there for ten years and we did not prove that it is performing very well. Not only this, but ovocyte freezing has this terrible drawback, that it started being used without any animal experimentation because there was no reason to do an experiment in animals like it was with embryos. And now, unfortunately, we start to have some data that is not really encouraging in term of malformation. Here I am talking about ovocyte freezing. 

THE CHAIRMAN: Prof. Brincat has already explained in detail this point earlier on. Maybe we could specify more whether freezing would totally avoid the necessity to implant, for instance, three embryos. Would it be avoided in all cases?

DR LUCA GIANAROLI: Not totally, because sometimes you have couples whose reproductive performance is so low and so poor, that there is no reason not to transfer the three embryos if you have the opportunity. Let me give you an example. From women who are 42 or 43 years old, with a lot of effort, we are able to get three eggs, the three of them fertilised, that is you must be very lucky that this happens. Why should you transfer two embryos and leave one apart or freeze that knowing that 70% of those ovocytes are chromosomally abnormal and they will never implant. So I think that you must leave a certain degree of freedom to the professionals according to the indication of the patients.

THE CHAIRMAN: But cannot there be a protocol? 

DR LUCA GIANAROLI: Yes, in fact in some countries we have protocols, for instance in Belgium. You know what they do in Belgium? They say: second attempt two embryos, third attempt up to three embryos. And over 40 years old, they can even go up to four embryos. So this is only based on the age, to me you can design a protocol, but again like in the evidence based medicine, then there is a risk that you have a 40 year old woman that behaves like a 35 year old that has young ovaries and three embryos are too many, or maybe she already had one baby.

THE CHAIRMAN: I am asking if your organisation could come up with a protocol, because it is the experts who have to …

DR LUCA GIANAROLI: Yes, but in fact the protocols that we have are recommendations and they leave a degree of freedom and flexibility to the clinicians according to the patients’ problem.

PROF. MARK BRINCAT:  But I think that this information is very important in our local context here, that when Prof Gianaroli refers to abortion, he is referring to miscarriage, okay, that is very important. (Interruptions) It is our local environment, you know. 

ONOR. FRANCIS AGIUS: I am glad that you brought this up because among doctors it is understood, it is spontaneous, natural abortion, but I would have thought that having gone all through this effort, no one will do a wilful abortion. (Interruptions) Am I reading that with the present state of technology, it is unethical not to have freezing facilities? 

DR LUCA GIANAROLI: I think it is not ethical because when you start to work the day after, you possibly have embryos that cannot be put back in the womb of the potential mother. So what are you going to do? 

ONOR. MICHAEL FARRUGIA:  I look at it as immoral and unethical not to have a freezing process because if something happens what do you do, do you flush the embryos? I think that is the biggest question. The thing is that if you do not have freezing facilities ‑ this is something which I had already brought up both in this committee and also when there were public discussions ‑ you might end up in a very immoral, unethical scenario where you have embryos which you have to flush or let die because you do not have the facility. So either way we choose, I totally agree. I had brought up this issue specifically, even the Chairman knows, when we addressed the theology students. There might be scenarios even if we decide that freezing of embryos does not take place like in certain countries, as to what to do with the fertilised ova that you have, when something goes wrong. I think that from the moral and ethical points of view, definitely it should be available. That is one of the questions which I think should not come up again.

DR LUCA GIANAROLI: By the way, I did not clarify that the countries in red are those countries in which embryo freezing, as a definition of embryos after two cell stage, is not allowed, unless there are problems related to the mother. But there are laws for freezing fertilised eggs. So they make a distinction between fertilised eggs and two cells. And again, this is technically very doubtful and nobody can actually check because once they are frozen, they are really … This country has this law nearly for 20 years and they are now thinking whether they want to modify it or not, but the main goal is that they allow it if there is a health problem of the mother, or on the advice of a clinician. 

THE CHAIRMAN: From the maps we see that the law in Italy in 2004 was only allowing freezing if the woman develops problems after fertilization of the ova. Since then, has it changed or not?

DR LUCA GIANAROLI: Yes, because the Supreme Court in Italy can only amend the law and the law was amended on the basis of the fact that there was discrimination among Italian citizens based on their pathology. Since the law was obliging the professionals to treat all cases in the same way, all three eggs fertilised, then three embryos put back, the Supreme Court considered this against our Constitution because the law was treating patients with different pathologies in the same way. So the concept was that each citizen has a right to have the best treatment according to their pathology, and this law did not allow this, did not allow the professional to provide the best treatment for the patient. So, for this reason, the law was amended on the basis of the fact that it was considered against Chapter 32 of the Constitution. 

THE CHAIRMAN: Following the amendments to the law, is heterologous donation of gametes provided for? 

DR LUCA GIANAROLI: No, because the question was done specifically on freezing and ovocyte insemination. The Supreme Court was not asked to give an opinion regarding ovocyte and sperm donation. It is ongoing now on the basis of the fact that being in Europe, what is happening now is that patients that need gamete donation have to go abroad …

THE CHAIRMAN: Is it an economic …?

DR LUCA GIANAROLI: Well, but they can claim. We already had these cases where reimbursement can be claimed, including flight trip. Reimbursement is based on the European agreement so the State pays a treatment which is forbidden in the same country. This is one of the huge problems that we are now having on this and that is the reason why again, being inside Europe, I think that national legislations should also take care of. 

THE CHAIRMAN:  I would not like to take you to donation of gametes for now, maybe we can tackle that later, but if I can only make a reference to two papers that Dr. Paul Soler the paediatrician, the neonatologist, presented in the last meeting and are being made available immediately. The title of one of them is “One embryo as good as two for IVF Success” BioNews London, it is dated 4 November, 2009 and it says: 

“Transferring only one embryo during IVF treatment, significantly reduces the risk of multiple births without considerably altering a woman’s chances of conceiving and having a baby.” 

So what we are saying here is that according to the study that is being mentioned here, if you transfer only one embryo, the chances of pregnancy are not reduced. It seems that the embryo would have been selected from other embryos and so there is also an ethical problem. I mean, what you do with the embryos that are inferior and are left frozen? 

DR LUCA GIANAROLI: I know it.

THE CHAIRMAN: And I would also like to quote from the background of another article that was presented, with the title “Elective single embryo transfer with cryopreservation improves the outcome and diminishes the cost of IVF/ICSI”, which is a Finnish study. It says:

“Although elective single embryo transfer minimises the multiple birth rate after IVF/ICSI, there remain concerns in many countries that it is less effective and more expensive than conventional double embryo transfer”. 

Could you maybe also refer to this?

DR LUCA GIANAROLI: So let us just spend one minute about what we have in the lab and what is happening in nature. If you take 100 ovocytes and try to attempt fertilization, the morning after you end up with 75 as an average of nuclear zygotes, so eggs that are fertilised. The morning after, a certain amount of those pronuclei, reach the stage of two-cell embryos. If you wait one more day, you go to day three embryos but only a percentage of those embryos that were viable embryos at day two, reach the stage of day three. From day three and day four, same story, and that goes down until day five. What does it mean? It means that you start with a certain amount of zygotes fertilised and the more you wait, like in nature, less viable embryos you have. So what you can do, as you have asked, is an embryo selection, it means you just do nothing, you watch the embryos, you keep the embryos in culture, and if you have 75 zygotes, you end up with 35 embryos, after five days. That means that if you have three zygotes, you do not want to transfer them, you just watch them and after four or five days, some of them stop, they do not grow any more. So they are not even a project of life, they are just cells that do not grow. So this is what happens. If you transfer an embryo here at day plus two, it has less potential to implant than an embryo that was able to reach the blastocyst stage, so it is going to implant.

Again, you can gamble or you can be practical for your patients. So if for any reason you transfer day plus two or three, according to the patients, you can transfer two or three embryos. If you want to transfer one embryo in a young patient, like they were saying a selective group of patients, then you have to wait. But the important thing is that embryos that stop here are not being wasted, the process is natural, as is natural when you have a fertile couple trying to have a baby, they have normal intercourse, some of them get pregnant after one month, some of them get pregnant after six months. That means that those that get pregnant six months after, they had embryos inside, they conceived probably, but they did not implant. So, those papers scientifically are very important but they only undertake one position, that embryo selection, either by natural means, or by observation, or by using any tool, is the only way to get our patient pregnant. If for any reason you want to transfer here and you have three or four embryos and there is no selection, you have to freeze two embryos, three embryos, whatever you want, because otherwise there is the risk to have triplets or all the things that we are talking about. 

So, my point is this. On the basis of our experience, I find it very difficult to work in a country in which the law is so firm, so rigid, that it does not allow the clinicians to be flexible in the decision in front of the patients. And you can transfer one embryo in young patients as far as you have the capability to go to blastocyst stage. But that implies sometimes to freeze more embryos. The main goal at the moment – because maybe in a few years things will change – is to transfer between one in a rare case to three embryos, leaving the flexibility to the clinicians but having the tool of freezing, because otherwise there is the risk to throw embryos away. And this is up to you. I do not think it is acceptable.

So transferring one embryo is okay, but under severe critical circumstances. Furthermore, do not forget that if you transfer one embryo each time, it is implied that these people have to do a lot of effort to get the pregnancy and it lasts more than a month – as it is written there – and you have to take into consideration also the social cost of this exercise. Do not forget that these people, at working age, are not old retired people that are having cataracts surgery or some other surgery. These people are straight in the middle of their working activity. So this should also be calculated in one way or another. 

ONOR. MICHAEL FARRUGIA: One should calculate also, if one is not freezing embryos, that each cycle that you undergo, you have to hyperstimulate each time, you have to identify, pick up the ova each time, go through the whole process each time, which means so much more psychological, economical burden, whatever you call it.

DR LUCA GIANAROLI: Yes. Well that would be good for the pharmaceutical companies. They will like it.

THE CHAIRMAN: Ethically I believe that in our cultural background, it will always be difficult to go for selective single embryo transfer. Because automatically, as you say, the other embryos are inferior and probably would have died a natural death, but ethically it is very difficult to assume. So to select an embryo and not select the others remains a problem.

DR LUCA GIANAROLI: Yes but sometimes you are confronted with the clinical practice that pushes you to make a selection. There are patients that cannot afford to have twins because otherwise their risk in their pregnancy is too high. I am talking about paraplegic women, I am talking about women with heart problems, I am talking about dystrophia patients. These patients cannot afford to have twins. For them it is life threatening, so you have to go for single transfer. And once again you need to have your clinicians able to switch and work for the best treatment.

ONOR. FRANCIS AGIUS: It has to be open, not protocol based actually.

DR LUCA GIANAROLI:  It is becoming too emotional for me but at the end of the day, what we are trying to do is to make something that is very natural. To refuse to have a pregnancy is a huge effort for an individual, because it is against nature. To help them to conceive, it is quite natural, as far as we do not harm them. So the first thing is not to create a problem for them. To avoid creating a problem, apart from some technology and some skills, we need to be assisted by a helpful law, a law that does not oblige us to make mistakes.

ONOR. MICHAEL FARRUGIA:  Our idea over here is not to invent the wheel. I mean, if you look at other countries, they have been undergoing changes in their laws, regulations, directives, call them whatever you like. So I do feel that this Committee should look at other countries that have been successful, with the least morbidity and mortality, or at least at very acceptable levels, with the best success rates, we should look at those countries who fall within this list of wishes. In your opinion, if you look at the countries in the world, which countries would you say: Look, these are not too liberal, they are not too conservative, but their legislation provides for the wishes that you are listing. Which countries do you look at really?

DR LUCA GIANAROLI: I think that we should look at those countries – I am not a politician as you can see – that have a deeper and longer democratic history because this law is stratified on democracy. In fact, if you look at the UK law, for instance, it is quite a basic standard law that is a combination between freedom and technical skills. Whether that law can apply in a country that has half a million population compared to their 50 million, that’s another story. And I am thinking, for instance, about donor gametes. Maybe some adjustments have to be made according to the local situation, but I think that a combination between the UK law and the Spanish law are at the moment the most efficient because they are not dictating technical things but they are working on three concepts. One is a medical procedure, so it has to be designed to be supervised and to punish who makes deliberate mistakes. It should not enter into technicalities, because technicalities in our field change every two or three years.

So, either you have a system in which you can change the law every two years, or you will always be left behind. Let me give you an example. Like in many other countries, in our law we banned cloning, but our legislation was so deeply technical that they specified that cloning by a certain technique is forbidden by law and punishable by 20 years of jail. Six months after, nature came out with a completely different way of cloning. Actually nobody did it, nobody put in place, but we could actually be the only country in the world, in Italy, which you could clone human beings based on the fact that the law was forbidding you to use one technique when there was another one that was even working much better. So, my point is that you should skip technicalities because in this field technicalities are …

ONOR. MICHAEL FARRUGIA: If I am not mistaken, the same line of thought, which I had brought up earlier in meetings on IVF, was even brought forward by one of our professors of philosophy, Prof. Rev. Serracino Inglott, who said that the legislation should leave certain techniques to the specialist to decide how to move forward when it comes to choosing certain options. Basically we are falling in line with certain suggestions that had been brought forward even way back in 2005. So everything slowly, hopefully, will be falling in its place as we go along. 

I just wanted to mention one country. What do you think of Belgium?

DR LUCA GIANAROLI: Belgium has a very good law based on the fact that it was the last law to come out, so they got experience from the others. The negative point of the UK law is that it implies very heavy bureaucracy, I think it is part of the way which Anglo Saxon countries think, this is my experience. The Belgian law is much more flexible and is based on the reimbursement story. But it is interesting that there is a hole in the system. For reimbursement reason they are advocating to have one embryo transferred in certain sub‑categories of patients at the first attempt with the aim of reducing multiples. But it is interesting because when Italian patients or foreign patients go to be treated there, the same category of patients always get two or three embryo transferred and of course this gives results. And why is this? This is because for foreign patients there is no reimbursement. So the concept is: they want a baby, they want a pregnancy, let’s get them pregnant. So the law is based on reimbursement, so they force you …

 PROF MARK BRINCAT: These things are happening again and again because the success rate is lower – we have to say this – 5% to 10%, with two embryos 25%. 

THE CHAIRMAN: In fact, if I understand this correctly, the Belgian legislation is not exactly so flexible because there is this protocol according to the characteristics of the patients.

DR LUCA GIANAROLI: Yes, but it is based on money. So if you want to get reimbursed, you as a university… 

THE CHAIRMAN:  So it is flexible in that sense, you mean.

DR LUCA GIANAROLI: That’s another thing. (Interruptions) Yes, it is driven by financial compensation. So you are a public hospital, you want to be reimbursed for that treatment? Okay, as far as you do this.

THE CHAIRMAN: Ethically you mentioned the UK and Spain. Is genetic engineering so possible? As far as I know in the UK as well, I think it is quite liberal, so ethically that could enhance or rather promote the freezing of embryos because they have an economic value. 

DR LUCA GIANAROLI: Well, that is not the case, because the law is very clear from this point of view. It says: “Any research on human genetic material …”

THE CHAIRMAN: The EU legislation?

DR LUCA GIANAROLI: No, the UK legislation. As you said, they are liberal. It is flexible more than liberal, because it says that it has to be approved by a specific board and by a specific body. So it means that the law does not prohibit the possibility of having research on eggs, or sperm or fertilised eggs. But this research has to be focused, it has to have a clear intent of getting benefits and it has to be approved. Then of course, the body that has to give its approval is representing the knowledge, the society, whatever. But the law by itself does not ban research. In fact it is very difficult. If you ban research, then you have to describe what research is. By looking at an egg, or at an embryo under the microscope, am I doing research or not? So again, you enter into technicalities. And if I remove a small part of the embryo without touching him, leaving him to live, I am not damaging it but I am making a biopsy on the embryo. Am I doing a research or not? So the concept would be the other way round. You allow or you do not forbid it, but then on the basis of specific research that is probably of benefit for your society, for your population this has to go through specific bodies, or specific authorities, and they have to be peer‑reviewed of course, even internationally. 

ONOR. FRANCIS AGIUS: Has any cost-benefit analysis been done between providing freezing and not providing freezing?

DR LUCA GIANAROLI: Yes there is some data available showing that there is a restricted sub‑category of patients that apart from the time and cost, in the long run do not benefit from having their embryos frozen, but then they have to repeat the treatment. And again this is a very small sub‑category of patients because if you look through the history, also I think of the patients that went through IVF in this country, we have an increase in age and an increase in difficult patients coming over, such as patients with endometriosis; these patients actually benefit from the full treatment, more than a delayed treatment. 

PROF MARK BRINCAT: I was just going to make a point. Alongside with legislation, I know that you are thinking about a regulatory body. Last time you mentioned the possibility of ESHRE acting as a regulatory body. Perhaps you want to explore that with the Professor. 

THE CHAIRMAN:  That is one of the issues that maybe we could deal with. Maybe we could conclude this meeting within half an hour, if there is agreement. And the other issue would also, maybe, deal with donation of gametes. We were discussing this issue also with Prof. Brincat and I think it is a privilege to have you here and have your opinion as well. A small country like Malta, maybe if we would have a national health scheme which would provide assistance in procreation, one could not discriminate against people who do not have gametes. But in a small country which does not have a population larger than Palermo, could such a State possibly have these people treated in another country? At the end of the day, the European Union, the Commission Directive 17/2006, regarding technical requirements for the donation, procurement and testing of human tissues and cells, is already there, we do not need to re‑invent the wheel, everything is provided for, we are talking about avoidance of gametes that are genetically problematic, avoidance of gametes of persons who may have sexually or other infectious diseases. And also, indirectly in this country, one would also have the opportunity to possibly have a healthier genetic pool, because one would be able to use gametes from other countries where these facilities are already available and not go through the expense and the resources that one could find readily overseas by EU standards. 

ONOR. MICHAEL FARRUGIA: Apart from that, may I add something else to what my colleague has said. I do strongly believe that if we decide on the issue of gametes, one of the things which I am quite adamant about, is that the child at one point or other, should know who the biological parents are. And I do strongly believe that it is a right. 

THE CHAIRMAN: It is also a European standard. Anonymity is out, it is not possible.

ONOR. MICHAEL FARRUGIA: But apart from that, even at the same time that the child should be obliged to know if he requests who his biological parents are, the biological parents would not have the rights on the newborn child, different from the case when it comes to adoption or fostering. What is your opinion?

DR LUCA GIANAROLI: First of all let me clarify two things. The situation in Europe  about anonymity works like this. In many countries like the UK now and also Switzerland there must be a place in which there is a record kept of the donor. So that means that for instance in Switzerland, in Berne, when there is a sperm donation, a track of the donor ‑ of course he knows that his track is being kept as a record ‑ is kept in Berne, in a special body close to the Ministry of Health, and all the data regarding the pregnancies, have to be sent to this special body. The child has a right to know the donor at the age of eighteen if the judge considers this as a duty or an important thing for his health or any other thing. This is in Switzerland. So it is the judge that decides if this can be done or not. In UK it is not the judge who decides, it happens practically automatically. So if you as a kid or an 18 year old person, you have the suspicion or you are told that you have been born outside the family, or with different gametes, you have the right either, in Switzerland, to go to the judge and say that you would like to know, or go straight to the data bank in the UK and also in few other countries. This is the European situation.

ONOR. FRANCIS AGIUS: Is there an obligation from the states’ point of view of providing counselling?

DR LUCA GIANAROLI: No, but by law when there is a gamete donation, depending on the country, either by law like in Switzerland, or by regulation like in the UK, psychological counselling is mandatory.  Second thing. Let us look at this country. If you accept to have a full regime, 500 cycles per year, that means three times more, four times more than you are doing now, you can count on 10%, 15% need for gamete donation as an average. That means that 60 or 70 couples every year in this population need gamete donation. This is a rough calculation. Now, taking into account that in the last 20 years we had a decrease in the need of male gametes donation, again because of improved techniques, the technology has improved dramatically. So even with very few spermatozoa, you can have a child now. On the other hand, the demand for female gametes is increasing and this for many reasons, mainly because there are a lot of females that now have a high risk of pre‑menopause, or ovarian failure, or because of some pathology like endometriosis. Severe endometriosis can heavily impair their ovarian function and IVF does not work, what we call poor response. So this woman really needs female gamete donation. Now, while according to the data of CECOS, that is the sperm bank, sperm donation can be done safely in a population of 400,000 individuals, as far as there is a strict limit of pregnancies for those 400,000 population, it goes to two to three for each donor. Things are a little bit more complicated in terms of keeping anonymous the donation of the eggs. At this point you have two ways to go, one is to send a patient that needs ovocyte donation abroad, as the Chairman was saying, or you can import gametes. And now this is possible because again, it was not possible until a few years ago, now it is possible, you import.

With regard to the pros and cons, I am thinking about cons of sending patients away. If these patients will be part of the national health insurance, there will be a track. So in a small population like your country, bureaucracy will clearly know who is Mrs. Red or Mrs. White that is going overseas to get ovocyte donation. So it goes out from the circuit of the doctors. It has to go, because it is reimbursed, or it will be part of the national health, so it is a matter of privacy on one hand, on the other hand, they have to be sure that these patients have …. Do not get me wrong, I have nothing against Ukraine, but when I saw Italian patients go to Ukraine and pay black money to get their eggs, I really felt sad. And when I got some of my patients coming back HIV positive because of sperm donation, I was terribly frustrated. So, this is one way that you have to think about. The other way around is that there are agreements that you can make, official banks like Nordic or other banks that can provide gametes that have of course been screened for all the disorders, for all the diseases. These are the two ways in which you have to deal with the situation, one way or another. 

There is something else that you can do, and that is part of the prevention. More and more, the problems that we have with ovocyte donation are due to young females that encounter diseases in their life, like cancer and other problems, and 95% of them survive because of the great therapy that they are having; they lose fertility and they lose their capability to have their eggs available. If we know in advance, these patients can preserve their fertility, so we can collect their eggs before they do the treatment for cancer and then think about their fertility later on. And once that this thing is in place – and this is the same for young males – I think that we are providing them, not only great service but also psychologically, with a huge potential.

THE CHAIRMAN:  Ovocyte freezing is a problem, we have heard.

DR LUCA GIANAROLI: It is not performing at all, not as well as embryo freezing. 

THE CHAIRMAN:  So for a lady who requires therapy for oncological reasons, you must freeze her ovocytes.

DR LUCA GIANAROLI: You can freeze both eggs or slices of ovaries before they get irradiated or they get chemotherapy. But it is interesting because if you take care of the preservation of fertility, you also give these people a clear signal that they are going to survive, that they are going to have a normal life. Because when these people survive they only have a stigma of being infertile forever. So I think that if you allow the techniques to run, it is possible that in future you will have less need of donated gametes also from the female point of view. And there is also another possibility in animals; some studies are being done in which we can reconstitute gametes with your own genetic material. That is in the future, it is not working yet, but if you allow the technique to run, maybe we will have some results. 

So going back to sperm and ovocyte donation, I think that considering the size of your country, you only face two possibilities if you do not want to discriminate against these few cases of patients per year in your country. Either you send them away, but in this case you have to be sure that your regulatory body is very clear with everything and then there is the privacy problem, or the other way round, you import gametes under strict circumstances.

THE CHAIRMAN: Possibly the last problem, although I am currently thinking about maybe another perspective. Prof. Brincat has mentioned the regulatory mechanisms – that is also still pending – but one other matter. How transparent is it that a person, a couple, a lady who has this problem, would not be offered invasive investigation, invasive therapy like IVF when it could have been done maybe in a less invasive way, in a more natural way? On the continent, is this a problem? I would personally think that nobody would go into all this trouble unnecessarily. But then there are people who would argue: Is it truly necessary in all cases or are people sort of jumping the gun and going straight for this specialised technology when one could maybe wait at least two years before one would be labelled as infertile?

DR LUCA GIANAROLI: First of all we still have to take into consideration from the professional point of view that these techniques are among the most frustrating technologies that any doctor can be confronted with because when you say to patients that you have a 30% success rate at best, and it goes down to 10%, 5%, it means that you as a professional, are doing this job 90% of the times for nothing. So I really believe that very few of us, as professionals, are keen to have such an unsuccessful story in our records and this has to be kept into consideration.

Secondly, I think that again if you provide for professional guidance of course, with a very deep look into that… The final choice is rarely that you find professionals that are desperately looking for difficult cases. Throughout my profession I remember two women at the age of 58 who wanted to have a baby, who were requesting ovocyte donation. One of them was a woman that had two kids killed in a car accident and she wanted to substitute them. The other one was completely mad and she needed psychiatric treatment not gynaecological treatment. This happened twice in 30 years of experience. So I really believe that these very rare cases that you read about in the tabloids are really negligible in terms of numbers and I think that they should be left really out from the circuit. What is important is that because of these very rare cases, you do not jeopardise that 99% of individuals are looking for something which is completely natural. If you have an internal protocol and if you go for diagnosis properly, I do not think that many people are keen to jump on this exercise, both from the professional but also from the patient point of view. Professionals are very well informed. They really do not believe that it is fun. 

THE CHAIRMAN:  It would be mandatory by law to have the patients well informed. (Interruzzjonijiet) 

PROFS MARK BRINCAT: Nowadays we have the obligation for informed consent, so this is it. And to just add a quick point, is to once and for all say that we cannot have our cake and eat it. In history, the story of natural cycle IVF has been fraught with very poor results, disaster, just because as Dr. Gianaroli said the other day, that you get one success and it is published generally by the person who is promoting it, does not mean that this is a universal policy. And I think I would like your comments on natural cycle IVF, in just some brief words, so that we know where we are heading. The embryo transfer is referring to “selected” and we have to understand what “selected” means. It does not mean the natural cycle IVF, where you get one egg and fertilise it. 

ONOR. MICHAEL FARRUGIA: For me it is the last important question which I am going to ask. Have their been comparative studies with regard to the success rates and the morbidity and mortality when it comes to freezing of embryos and freezing of ovocytes, and then let us say you hyperstimulate a woman, you freeze the ova, and then over a number of months you try to fertilise them. If you had to look at both scenarios, where in the second case you avoid freezing of the embryo, but you are freezing the egg, and then eventually fertilizing each individual frozen egg as you go along; if you had to look at both scenarios, when you come to success rates and morbidity and mortality in both cases, are there any studies which differentiate or is it basically on the same level?

THE CHAIRMAN: On the same wavelength, in your experience, when a couple have frozen embryos, does the interest in the frozen embryos normally decrease with time or would one obviously, especially if one will not have managed to give birth to a child. What I mean is this. Can one legislate to make it compulsory to have one’s embryos used throughout the gestational age of the lady?

And finally, regarding the framework that one could have as regarding enforcing standards through your organisation, the point that Prof. Brincat has made before. And I think we can conclude. 

DR LUCA GIANAROLI: First of all, once that fertilised eggs or the embryos are frozen, I am not aware of any legislation that make the use compulsory or that have an obligation that this genetic material is transferred back. You cannot really make this compulsory. What you can do, like other countries including UK, is that you give a term, so that if patients ask you, the centres have to keep a record, we do this also in Italy and in Switzerland, we look after them every year and we trace them to check if they want their embryos back, but it cannot be compulsory. 

To avoid that there is an economical interest, for instance in Italy, but we apply it also in other countries, we do not ask for money for freezing embryos, so embryos are kept at the cost of the single centre, and this is also helpful to avoid patients making a choice influenced by economic considerations. After a certain number of years ‑ in Switzerland, in the UK and in Belgium it is five years ‑ patients are allowed either to get their embryos back, or to allow them to be used for research or in some countries, they can also be donated to other couples. So these are the different regulations. 

Going back to your question, yes there is comparative data and here you have again data from our registry, the Italian registry. This a percentage of pregnancy rate on cycles with fresh ovocytes, with cryopreserved embryos and cryopreserved ovocytes. And this is the largest set of data around the world because in Italy we were pushed to do ovocyte cryopreservation. So you see the numbers, we are talking about thousands of pregnancies and thousands of cycles. So looking at this, there seems to be a slight difference. But when you look into the data properly, you see that there is a statistical difference in terms of fresh versus frozen embryos and versus frozen ovocytes. And there is no significance between ovocytes and embryos, but if you look at them for started cycles, then the difference is huge, and it is huge between embryos and eggs. Why is it huge? Because very few eggs survive, get fertilised, and go to transfer. So if you look as a percentage per embryo transfer, you do not see the difference, but if you look at the difference from start of cycles to when the patient is actually involved in the treatment and it goes to ovocyte recovery, which is a surgical procedure, then the difference is important, the statistical difference is huge. So again, it is a matter of how scientists, the community and politicians look at the data but we have to be clear about this. You can mask the result and say that there is not much difference between egg and embryo, so let us go for eggs. But actually if you look at the work, at the ovocyte collection and the stimulation as a protocol with the patients getting the hormones, then the difference is huge.

So that is the answer to your question and as you see, I think that you can see this very clearly because here we are talking about 40,000 cycles, 700 cycles, 3,000 cycles, so...

THE CHAIRMAN:  Frozen embryos are not as effective as fresh embryos.

DR LUCA GIANAROLI: That is the reason why is that if you transfer only one embryo and then you freeze and thaw all the others, you cannot expect, unless you go in very small number of young women with blocked tubes, what we call the simple case, otherwise … (Interruptions) Yes, the ideal patients. So that is the reason why in the majority of our patients you have to be flexible and transfer two embryos, maybe sometimes three. Embryo freezing is a need for the reasons that we have said, but it is not the aim of the treatment. Once again, the aim of the treatment is a pregnant woman. If you freeze embryos and you keep them frozen, you do not get what the patient wants and what the clinicians want. So it is a need but it is not the final goal. 

THE CHAIRMAN: But we have been reassured by paediatricians that congenital abnormalities do not increase with frozen embryos.

DR LUCA GIANAROLI: No, this for sure because now there are hundred thousand babies born by frozen embryos. So we are sure about that, but in fact if you think biologically what you do you just stop the biological watch of the cell cycles, you do not cause any chromosome problems, you do this in the egg maybe, because you are working at the time at which the fuse is still there. And that is probably the major problem that we are facing.

PROFS MARK BRINCAT: Please understand that the ideal perfect patient does not need IVF, they get pregnant on their own. And if you compare them to animal work, where there is not a case of an infertility problem, the success rates are astronomically high because the animals being treated, or in agriculture, there is nothing wrong with them. You have to understand that we have a mixed bag of pathologies here. 

DR LUCA GIANAROLI: Well, as you are aware, as a scientific society, we can assist if you like, if there is a need, in putting in place all the instruments for which an independent country can run these technologies, keeping in mind that international standards are now a must, because anyway, if you do not have them, the patients will look for that in other countries. So if you consider our help in any way, you can use it because the society is a society that brings together all the European colleagues and is there to serve the need of the individual and the country. So, it is only a matter of sitting together and seeing exactly what you want, what we can offer to you, and that will be done in a very friendly manner and very quickly. 

THE CHAIRMAN: Are there other countries, or maybe cities that have utilised your services.

DR LUCA GIANAROLI: For instance, three years ago we have been embarked with Montenegro, since Montenegro got fully independence, and they have a population of 700,000, they asked us to set up the reproductive magazine “Health Service” and to write down and to prepare a pipeline of guidelines and how to control. We also have set up their own national registries. So we are giving them suggestions or information how to set up a registry, how to keep a track of this treatment and how to present data to the parliament on an annual basis, or whatever is required by the Ministry of Health. There we have the knowledge and we have the people that can be useful for you of course. So it depends very much from the entire box, two slices of services. Yes, this is feasible if you like.

THE CHAIRMAN: Prof. Gianaroli, thank you very much for making yourself available, we have had a great opportunity to hear out also your ideas, your facts, your opinion and also coming from a larger country and in this way you have reinforced what we have heard from your colleague and other specialists in this Committee and also in the Social Affairs Committee in the past years, I think that what you have said today, will no doubt help us to legislate in the interest of society at large, but particularly couples who unfortunately cannot have children and I have no doubt that it is in everybody’s interest that these children will be healthy and will be just like all other children. I think that it is the aim of gynaecologists, paediatricians, politicians and this is something which is global. Thank you very much.

DR LUCA GIANAROLI: Thank you. For me it was a pleasure and an honour to be here and I really hope that I could be helpful and that maybe our society could be helpful for your country.

THE CHAIRMAN: Thank you very much.  
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