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UVOD

Zdravstvene delavce pri svojem delu zavezujejo visoke moralno-etične vrednote, izhajajoče iz tradicije preteklosti. 
Naša dolžnost in naša zaveza je, da svoje znanje, pridobljeno iz spoznanj preteklosti, bogatimo in nadgrajujemo s pri-
zadevnim in doslednim kliničnim delom, oplemenitenim z znanstveno-raziskovalno dejavnostjo in pedagoškim delom.

Kljub neizprosnemu ritmu današnjega sveta, ko se izgubljajo občečloveške vrednote, znamo in zmoremo priznati 
sebi in drugim pomen tradicionalnih medicinskih etičnih načel, ki so se izoblikovala skozi desetletja in stoletja trde-
ga dela naših predhodnikov ob delu s pacienti.

V obdobju računalniškega spletnega komuniciranja je še vedno prisotna dilema, ali življenje spreminjamo mi ali 
življenje spreminja nas in našo osebnost. Izoblikovane vrednote nam pomenijo merilo, s katerim ocenjujemo svoja 
ravnanja in ravnanja drugih. Pomenijo nam smernice, po katerih uravnavamo svoja dejanja. Ozaveščeno spoznanje 
o lastni ranljivosti je pogoj za sočutnost in razumevanje človeške stiske ter tudi bolnikove težave.

Zavedati se moramo, da je področje etike v ginekologiji in porodništvu občutljivo s stališča svetovnonazorske opre-
delitve, pa ne le z vidika intelektualne doslednosti, temveč tudi duhovnosti, predvsem pa z vidika velike mere 
odgovornosti in razumevanja realnih življenjskih okoliščin, ki nam jih poustvarja naše socioekonomsko in kulturno 
okolje. Vsi mi – zdravstveni delavci – se namreč pri vsakodnevnem kliničnem delu srečujemo z vprašanji klinične, 
medicinske narave, hitimo in prehitevamo sami sebe, saj stremimo po količini in izpolnjevanju zastavljenih delovnih 
načrtov. In prav ob izgorevanju moči in duha se izoblikuje naš odnos do življenja, do rojstva in smrti. Prav zato je 
pomembno in potrebno, da dileme in odprta vprašanja s tega področja obravnavamo sproti, s čutno analizo vzrokov 
in posledic našega dela. Temu pa je namenjen tudi današnji simpozij. Želim si, da bi se občutljiva vprašanja etike v 
naši dejavnosti detabuizirala in da bi vsi deležniki v odločanju med življenjem in smrtjo nastopali strokovno, enotno, 
odgovorno in v skladu s sprejeto medicinsko doktrino. Prihodnost naše dejavnosti je v nepopustljivi upornosti pri 
iskanju novega odnosa med zdravstvenim delavcem in bolnikom v okolju in obdobju nepredvidljivih ekoloških, go-
spodarskih in varnostno-političnih sprememb. Nekoč so modrovali: »Človek je nekaj lepega, če je človek!« (Pulchra 
res est homo, si homo est!) 

 

Adolf Lukanović
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INTRODUCTION

In their work, health professionals are bound by high moral and ethical values that arise from past tradition. It is there-
fore our duty and our pledge to expand and build upon the knowledge gained from past experience with proactive and 
consistent clinical work, enhanced by scientific research and pedagogical activity.

Despite the unrelenting pace of the world today where universal human values are being lost, we are able to acknowled-
ge to ourselves and to others the importance of the traditional principles of medical ethics which have been shaped over 
decades and centuries based on the hard work of our predecessors in their interactions with patients.

In this era of computer-based online communication, a constant dilemma is whether it us who are changing life, or if life 
is changing us and our personality. The values we have shaped over the years serve as a benchmark against which to 
evaluate our own and others’ conduct. They provide us with guidelines to manage our actions. The awareness of one’s 
own vulnerability is a prerequisite for compassion and for understanding human distress, as well as the patient's needs.

We need to be aware that in gynaecology and obstetrics, ethics is a sensitive issue in terms of a worldview definition of, 
one could say, intellectual consistency as well as spirituality, greater responsibility and above all, understanding real life 
situations which arise in our socio-economic and cultural environment. In fact, all of us health professionals face issues 
of a clinical, medical nature in our daily clinical work. We are overwhelmed by the rush for quantity and achievement in 
work objectives and plans, exhausting our energy and spirit. And in such conditions, we shape our attitudes towards life, 
birth and death. Therefore, it is important and necessary to address the relevant dilemmas and open issues promptly, 
with a sensual analysis of the causes and effects of our work. This is also the purpose of today's symposium. I wish for 
the sensitive ethical issues in our work to be rid of the taboos surrounding them and for all the stakeholders involved in 
the decisions concerning life and death to act professionally, coherently, responsibly and in accordance with the recogni-
sed medical doctrine. The future of our activity lies in a relentless persistence in shaping a new relationship between 
the health professional and the patient, in an environment and period where we are experiencing unpredictable changes 
to our ecology, economics and our security. As someone once said: Pulchra res est homo, si homo est – a human is a 
beautiful thing if he is human.

Adolf Lukanović
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PREDAVATELJI / SPEAKERS

Prof. dr. Adolf Lukanović, dr. med., višji svetnik, je zaposlen na Ginekološki kliniki Kli-
ničnega centra od 1982. Specialist ginekologije in porodništva od leta 1986. Leta 1988 
je postal vodja Oddelka za uroginekologijo na Ginekološki kliniki v Ljubljani in leta 2006 
predstojnik Kliničnega oddelka za ginekologijo Ginekološke klinike. Od leta 2008 je stro-
kovni direktor Ginekološke klinike UKC Ljubljana.

Podiplomski študij, smer uroginekologija, je zaključil na Medicinski fakulteti Sveučilišta 
v Zagrebu leta 1991 z magistrsko nalogo: Mikcijske motnje in urodinamske spremembe 
po radikalni histerektomiji. Leta 1998 je na Medicinski fakulteti Univerze v Ljubljani za-
govarjal doktorsko disertacijo z naslovom: Pomen ultrazvočne preiskave v diagnostiki in 
zdravljenju stresne urinske inkontinence in pridobil akademski naslov doktorja znanosti s 
področja medicinskih ved (ginekologija).

Leta 2000 mu je Ministrstvo za zdravstvo Republike Slovenije podelilo naziv svetnik za aktivni prispevek na stro-
kovnem, organizacijskem, pedagoškem in raziskovalnem področju, ter leta 2019 naziv višji zdravstveni svetnik. 
Leta 2017 je bil na Medicinski fakulteti Univerze v Ljubljani izvoljen v naziv rednega profesorja ginekologije in 
porodništva.

Ukvarja se z raziskovanjem novih metod kirurškega zdravljenja v ginekologiji, predvsem s stališča uvajanja minimal-
no invazivnega kirurškega pristopa, uroloških komplikacij po radikalnih ginekoloških operacijah in posebej z novimi 
načini zdravljenja nenadzorovanega uhajanja urina pri ženskah, v zadnjem času predvsem z uporabo laserske foto-
termalne terapije. V rutinsko klinično prakso za zdravljenje urinske inkontinence pri ženskah je v Sloveniji uvedel 
TVT operacijo in za zdravljenje povešenosti rodil rekonstrukcijske operacije z uporabo sintetičnih mrežic.

Kot gostujoči profesor je predaval na Medicinskih fakultetah: Sarajevo, Beograd, Skoipje, Reka, Videm/Udine, Nova-
ra, Pleven, London, Doha in Bahrein.

Je predsednik Združenja ginekologov in porodničarjev Slovenije, leta 2004 je ustanovil Društvo za uroginekologijo 
Slovenije in istega leta postal njegov prvi predsednik. Od leta 2007 je član upravnega odbora Slovenskega meno-
pavznega društva, dve mandatni obdobji je bil predsednik Republiškega strokovnega kolegija za ginekologijo in 
porodništvo, drugi mandat je član zdravstvenega sveta in in od leta 2015 član komisije za strokovna napredovanja 
pri Ministrstvu za zdravje.

Je ustanovni član The International society of Ultrasound in Obstetrics and Gynecology (ISUOG), član Mednarodne-
ga združenja za uroginekologijo (IUGA), kjer je bil en mandat Evropski predstavnik v izvršilnem odboru. Ustanovni 
član MIPS in predsednik Training Committee (Mediteranean Incontinece and Pelvic Floor Society).Generalni sekretar 
MIPS od decembra 2015. Od leta 2019 pa je predsednik akreditacijske komisije Evropskega združenja za urogine-
kologijo EUGA. Je član SZD, EBCOG, ICS, ESGE, EAGO.
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Prof. Adolf Lukanović, MD, PhD, has been employed at the Ljubljana University Medical Centre’s Depertment of 
Gynecology and Obstetrics since 1982. He has been a specialist gynecologist and obstetrician since 1986. In 1988 
he became Head of Urogynecology at the Ljubljana Division of Gynecology and Obstetrics, and Head of Gynecol-
ogy at the same department in 2006. He has served as Director of the Ljubljana Department of Gynecology and 
Obstetrics since 2008.

Lukanović completed a Master’s Degree in Urogynecology at the University of Zagreb’s Faculty of Medicine in 1991 
with his thesis Mikcijske motnje in urodinamske spremembe po radikalni histerektomiji (Micturition Disturbances 
and Urodynamic Changes after Radical Hysterectomy). In 1998 he earned a PhD in Gynecology at the University of 
Ljubljana’s Faculty of Medicine with his dissertation Pomen ultrazvočne preiskave v diagnostiki in zdravljenju stres-
ne urinske inkontinence (The Significance of Ultrasound in Diagnosing and Treating Stress Urinary Incontinence).

In 2000, the Slovenian Ministry of Health appointed him as advisor for his active professional, organisational skills, 
teaching, and research contributions, and became senior advisor in 2019. In 2017 he was appointed Full Professor 
of Gynecology and Obstetrics at the University of Ljubljana’s Faculty of Medicine.

Lukanović has been studying new gynecological surgery treatment methods (focusing on introducing minimal inva-
sive surgical techniques), urological complications following radical gynecological surgery, and first and foremost, 
new methods in treating female urinary incontinence and, most recently, laser photothermal therapy. He has in-
troduced the TVT procedure into routine clinical female urinary incontinence treatment practice in Slovenia and 
reconstructive surgery with synthetic mesh for treating pelvic organ prolapses.

He has taught as a visiting professor at medical schools in Sarajevo, Belgrade, Skopje, Rijeka, Udine, Novara, Pleven, 
London, Doha and Bahrain.

He is the Chair of the Slovenian Association of Gynecologists and Obstetricians. In 2004 he founded the Slovenian 
Urogynecology Society and became its first Chair. He has been a member of the Slovenian Menopause Society 
since 2007 and he served two terms as the Chair of the Slovenian College of Gynecologists and Obstetricians; he 
is now serving his second term as a member of the Slovenian Board of Health and has been a member of the Pro-
fessional Promotion Committee at the Slovenian Ministry of Health since 2015.

Lukanović is the founding member of the International Society of Ultrasound in Obstetrics and Gynecology (ISUOG), 
member of the International Urogynecological Association (IUGA) where he served one term on the International 
Advisory Board as the representative for Europe and he is the founding member of the Mediterranean Inconti-
nence and Pelvic Floor Society (MIPS) and was the Chair of its Training Committee. He has served as MIPS General 
Secretary since December 2015 and has been the Chair of the European Urogynecological Association’s (EUGA) 
Accreditation Committee since 2019. He is a member of the SZD, EBCOG, ICS, ESGE and EAGO.
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Mag. Peter Požun, dipl. ekon. (UN), viš. med. teh.

Poslovni direktor Ginekološke klinike in Kliničnega inštituta za genomsko medicino Uni-
verzitetnega kliničnega centra Ljubljana

Po zaključenem študiju na Višji šoli za zdravstvene delavce se je zaposlil v Univerzite-
tnem kliničnem centru Ljubljana, najprej v Kirurški kliniki na Inštitutu za anesteziologijo 
in intenzivno terapijo kirurških strok, nato v Mestni otroški bolnišnici ter kasneje na Pedia-
trični kliniki. Med prvimi nalogami sta bili uvedba nove metode nadomestnega zdravljenja 
otrok s stalno peritonealno dializo, ki je bila nato prvič uvedena v Sloveniji leta 1996, in 
prenova objekta za potrebe izvajanja hemodialize otrok. Uvedba prenovljenega programa 
zdravljenja z dializo in prenos dejavnosti v objekt otroške bolnišnice. Nadaljuje visoko-

šolski študij na Visoki šoli za management Univerze na Primorskem in zaključi univerzitetni študij na Fakulteti za 
management, kjer leta 2012 uspešno opravi magistrski študij z zagovorom magistrske naloge Management pravice 
ugovora vesti med slovenskimi medicinskimi sestrami in babicami, ki je prvo znanstveno delo na območju Slovenije, 
ki se ukvarja s tem vprašanjem.

V letu 2002 prevzame vodenje Oskrbovalnih služb UKC Ljubljana (595 zaposlenih), ki izvajajo celovito logistično 
podporo zdravstvenim procesom v bolnišnici. V letu 2006 je imenovan na mesto svetovalca generalne direktorice 
za področje organizacije in razvoja logistike. Med pomembnejšimi nalogami so bile koordinacija selitve Nevrološke 
klinike na novo lokacijo, koordinacija selitve Pediatrične klinike na novo lokacijo ter priprava in vodenje aktivnosti 
za sprejem pravilnika o organizaciji, pristojnostih, pooblastilih in odgovornostih v Univerzitetnem kliničnem centru 
Ljubljana, ki je prvi organizacijski akt v zavodu ter vključenost v več projektnih skupinah na nivoju zavoda.

Leta 2010 prevzame poslovno vodenje Ginekološke klinike, tretje največje klinike v okviru UKC Ljubljana.Aktiven 
je bil v mednarodnih združenjih, je član upravnega odbora Mednarodnega sveta medicinskih sester (ICN) in član 
vodstva Evropskega združenja direktorjev/direktoric zdravstvene nege ENDA. Ponosen je na najvišje priznanje 
DMSBZT Ljubljana Srebrni znak, ki ga je prejel leta 2002; prejel je tudi Spominsko priznanje Sindikata delavcev v 
zdravstveni negi Slovenije Človek in pol, leta 2009 pa najvišje stanovsko priznanje – Zlati znak

V letu 2007 je bil sprejet v Bank of Nurse Experts, of an ICN network in od leta 2008 je recenzent pri International 
Nursing Review, The Official Journal of the International Council of Nurses.Objavljenih ima več znanstvenih, stro-
kovnih in poljudnih člankov s področja managementa, zdravstvenih politik, kakovosti, regulacije, …
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Peter Požun, MA.

Business Director of the University Medical Centre Ljubljana’s Division of Gynaecology and Obstetrics and Clinical 
Institute of Genomic Medicine

After completing his studies at the Nursing College, he started working at the University Medical Centre Ljubljana, 
first at the Division of Surgery’s Institute of Anaesthesiology and Surgical Intensive Care, then at the Municipal 
Children’s Hospital and later at the Division of Paediatrics. One of the first tasks is the implementation of a new 
method of alternative treatment for children with permanent peritoneal dialysis, which was first introduced in Slo-
venia in 1996 and the renovation of the facility for paediatric haemodialysis, followed by the implementation of a 
revised dialysis treatment program and transfer of activities to the facilities of the children’s hospital. He continued 
his higher education at the Management College, University of Primorska, and completed his university studies at 
the Faculty of Management, where he successfully defended his master’s thesis in 2012 titled the Management of 
Conscientious Objection Rights among Slovenian Nurses and Midwives, which is the first scientific work in Slovenia 
to addresses this issue.

In 2002 he took over the management of the UMC Ljubljana’s Support and Utility Services (595 employees), which 
provide comprehensive logistical support to the hospital’s healthcare processes. In 2006, he was appointed Advi-
sor to the General Director for Logistics Organization and Development. His major tasks included coordinating the 
relocation of the Division of Neurology to a new location, coordinating the relocation of the Division of Paediatrics 
to a new location, preparing and conducting activities for adopting the rulebook on organization, competencies, 
authority, and responsibilities at the University Medical Centre Ljubljana, which is the first organizational act in the 
institution, and involvement in several projects at the top management level. In 2010 he took over the business 
management of the Division of Gynaecology and Obstetrics, the third largest division within the University Medical 
Centre Ljubljana.

He has been active in international associations, is a member of the board of directors of the International Council 
of Nurses (ICN) and a member of the board of the European Nurse Directors Association - ENDA. He is proud of the 
“Silver Sign”, the highest award by the Nurse and Midwifery Organisation of Ljubljana, received in 2002; he also 
received the Memorial Recognition “Outstanding Contribution” of the Union of Nursing Workers of Slovenia, and in 
2009 the highest professional recognition - the “Golden Sign”.

In 2007 he was accepted to the Bank of Nurse Experts, part of an ICN network and since 2008 he has been a 
reviewer for the International Nursing Review, The Official Journal of the International Council of Nurses.He is a 
published author of several scientific, professional and other articles in the field of management, healthcare poli-
cies, quality, regulation, …
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Irena Rahne Otorepec je študirala na Medicinski fakulteti v Ljubljani, kjer je leta 1988 
diplomirala in leta 1996 postala konzultantka na področju psihiatrije. Leta 1990 je začela 
delati na Univerzitetni psihiatrični kliniki v Ljubljani, leta 1997 pa se je začela ukvarjati s 
spolno medicino pod nadzorom profesorja psihiatrije Slavka Ziherla, ki je bil v tistem času 
edini slovenski strokovnjak na tem področju. Leta 2012 je opravila prvi evropski izpit in 
pridobila naziv Članica evropskega komiteja za spolno medicino – FECSM.

Leta 2013 se je v okviru Psihiatrične klinike v Ljubljani kot prva te vrste v Sloveniji odpr-
la Ambulanta za spolno zdravje, v kateri je Irena Rahne Otorepec zaposlena s polnim 
delovnim časom. Leta 2013 je postala predsednica Slovenskega interdisciplinarnega 
združenja za potrjevanje spolne identitete. Na Univerzitetni psihiatrični kliniki v Ljubljani 
je tudi ena od članic Profesionalnega združenja za spolno disforijo. 

Je aktivna članica ESSM – Evropskega združenja za spolno medicino, ISSM – Mednarodnega združenja za spolno 
medicino, EPS – Evropske federacije za seksologijo, WAS – Svetovnega združenja za seksologijo, EPATH – Evropskega 
profesionalnega združenja za transspolno zdravje in WPATH – Svetovnega profesionalnega za transspolno zdravje. 
V Sloveniji je aktivna članica SSMS – Društva za spolno medicino v Sloveniji in Slovenskega seksološkega društva.

Veliko je predavala za razne strokovne skupine in nastopala v različnih medijih.

Na področju transspolnega zdravja v Sloveniji sodeluje z različnimi nevladnimi organizacijami, predvsem s TransAk-
cijo in z Legebitro.

Irena Rahne Otorepec studied at the Medical Faculty of Ljubljana, Slovenia, graduating in 1988 and becoming 
consultant in psychiatry in 1996. She started working at the University Psychiatric Clinic Ljubljana in 1990. In 
1997, she started working in sexual medicine under the supervision of the Professor of Psychiatry Slavko Ziherl, 
who, at the time, was the only expert in this field in Slovenia. In 2012 she passed the first European exam and 
received a title of Fellow of the European Committee for Sexual Medicine – FECSM.

 In 2013, the Outpatient Clinic for Sexual Health opened at the University Psychiatric Clinic Ljubljana, being the 
first of its kind in Slovenia, where she now works on a full-time basis. In 2013, she became president of the Slove-
nian Interdisciplinary team for Gender Identity Confirmation. She is one of the members of the Gender Professional 
Team for Gender Dysphoria at the University Psychiatric Clinic, Ljubljana.

She is an active member of ESSM- the European Society for Sexual Medicine, ISSM – the International Society for 
Sexual Medicine, EFS – the European Federation of Sexology, WAS – the World Association for Sexology, EPATH – the 
European Professional Association for Transgender Health and WPATH – the World Professional Association for 
Transgender Health. In Slovenia, she is an active member of SSMS – the Society for Sexual Medicine in Slovenia and 
the Slovenian Society for Sexology. 

She has held many lectures on medicine for a variety of professional groups and through various media.

She also collaborates with various NGOs, mostly TransAkcija and Legebitra, in the field of transgender health in 
Slovenia. 
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Prim. Branko Cvjetićanin, dr. med. spec. ginekologije in porodništva, vodja Oddelka za 
ginekološko onkologijo na Kliničnem oddelku za ginekologijo, Univerzitetnega kliničnega 
centra Ljubljana.  

Rojen je bil 1964 v Banja Luki. Po končani medicinski fakulteti v Banja Luki je končal spe-
cializacijo ginekologije in porodništva na UKCL in od leta 1997 je zaposlen na Ginekološki 
kliniki. Opravljal je naloge vodje urgentne ginekološke ambulante in v enem mandatu 
bil član Sveta zavoda UKCL. Sodeloval je pri večjih terciarnih projektih ter kot avtor in 
soavtor objavil več strokovnih prispevkov v domači in tuji literaturi. Sodeloval je tudi na 
številnih kongresih, simpozijih in tečajih kot vabljeni predavatelj doma in v tujini. Je član 
domačih in mednarodnih strokovnih združenj (ZGO, Združenje ginekologov in porodničar-
jev Slovenije, Uroginekološko združenje Slovenije, ESGO, IUGA). 

Prim. Branko Cvjetićanin, MD, Head of the Unit of Gynaecologic Oncology at UMC Ljubljana’s Department of Gy-
naecology

He was born in 1964 in Banja Luka. After graduating from the Medical Faculty in Banja Luka, he completed his res-
idency in gynaecology and obstetrics at UMCL and has been working at the Division of Gynaecology and Obstetrics 
since 1997. He served as the head of the emergency gynaecology outpatient clinic and was a member of the Coun-
cil of the UMCL for one term. He has participated in major tertiary projects, and has published several professional 
contributions in domestic and foreign literature as an author and co-author. He has also participated in numerous 
congresses, symposia and courses as an invited lecturer both at home and abroad. He is a member of national and 
international professional associations (ZGO, Association of Gynaecologists and Obstetricians of Slovenia, Urogy-
naecological Association of Slovenia, ESGO, IUGA).
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Izr. prof. dr. Borut Kobal, dr. med., svetnik

Rojen je bil avgusta 1958 v Ljubljani. Diplomiral je na Medicinski fakulteti Univerze v Lju-
bljani, specialistični izpit iz ginekologije in porodništva je opravil leta 1993. Doktoriral je 
s področja medenične vnetne bolezni leta 1992, leta 2006 pa pridobil licenco s področja 
ginekološke onkologije.

Zaposlen je v Univerzitetnem kliničnem centru v Ljubljani na Kliničnem oddelku za gine-
kologijo, kjer je od leta 2008 tudi predstojnik. Habilitiran je v univerzitetnega učitelja v na-
zivom izredni profesor in predava ginekologijo na Medicinski fakulteti Univerze v Ljubljani. 
Je tudi gostujoči profesor na Universita La Sapienza v Rimu (Italija) in Medicinski fakulteti 
v Tuzli (BIH), kjer sodeluje v podiplomskem študiju in specializaciji iz ginekologije in porod-
ništva. Demonstrira in uči minimalno invazivne kirurške tehnike v več centrih v tujini.

Je aktiven član številnih evropskih združenj s področja medicine (ESGE, ESGO) ter Slovenskega združenja za gine-
kološko onkologijo, patologijo in citologijo. Od leta 2008 je skupaj s sodelavci v ginekološko onkologijo uvedel 
minimalno kirurško zdravljenje, metode ohranitve reproduktivne funkcije pri ginekoloških rakih ter izboljšal kirurško 
zdravljenje raka jajčnika prek ustanovitve multidisciplinarnega kirurškega tima.

Od leta 1985 sodeluje v številnih raziskovalnih projektih – tako mednarodnih kot domačih in je reden predavatelj 
na domačih mednarodnih konferencah. Redno objavlja znanstvene prispevke s področja ginekološke kirurgije in 
onkološke ginekologije. V zadnjem obdobju raziskuje potencialne nove označevalce pri raku jajčnika iz ascitesa in 
plazme, je nosilec več terciarnih projektov, ki jih financira UKC, ter sodeluje v evropskem projektu ‘Prometov’ sk-
upaj z Univerzo v Heidelbergu, kjer se določajo genomske in proteomske značilnosti raka jajčnika. V zadnjem letu 
je skupaj s sodelavci Onkološkega Inštituta v Ljubljani uvedel določanje somatske BRCA mutacije pri bolnicah z 
napredovalim rakom jajčnika.
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Assoc. Prof. Borut Kobal, MD, PhD. 

He was born in August 1958 in Ljubljana. He graduated from the University of Ljubljana’s Faculty of Medicine and 
passed his specialist examination in gynaecology and obstetrics in 1993. He received his doctorate in pelvic inflam-
matory disease in 1992 and in 2006 received a certification in the field of gynaecological oncology.

He is working at the University Medical Centre Ljubljana at the Department of Gynaecology. He has been the Head 
of the department since 2008. He is habilitated as an associate professor and teaches gynaecology at the Faculty 
of Medicine, University of Ljubljana. He is also a visiting professor at the Universita La Sapienza in Rome (Italy) 
and the Faculty of Medicine in Tuzla (BIH), where he participates in postgraduate studies and specialization in gy-
naecology and obstetrics. He demonstrates and teaches minimally invasive surgical techniques at several centres 
abroad.

He is an active member of many European associations in the field of medicine (ESGE, ESGO) and the Slovenian 
Association for Gynecologic Oncology, Pathology and Cytology. Since 2008, he and his colleagues have introduced 
minimally invasive surgical treatment in gynecological oncology, methods of preserving the reproductive function 
in gynecologic cancers, and improved surgical management of ovarian cancer through the implementation of a 
multidisciplinary surgical team.

Since 1985, he has been involved in numerous research projects - both international and domestic and has been a 
regular lecturer at national national and international conferences. He frequently publishes scientific papers in the 
field of gynecological surgery and oncological gynecology. Recently, he has been exploring potential new markers 
for ovarian cancer in ascites and plasma, is the head of several UMCL-funded tertiary projects, and is involved in a 
European project “Prometov” with the University of Heidelberg, aiming to identify genomic and proteomic features 
of ovarian cancer. In the last year, he and his colleagues at the Institute of Oncology in Ljubljana introduced the 
detection of somatic BRCA mutation in patients with advanced ovarian cancer.
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Prof. dr. Eda Vrtačnik Bokal, dr. med. je predstojnica Kliničnega oddelka za reprodukcijo 
Ginekološke klinike v Ljubljani. Je tudi redna profesorica s področja ginekologije in po-
rodništva na Medicinski fakulteti v Ljubljani. Bila je gostujoča profesorica na Medicinski 
fakulteti v Zagrebu, v Reki in Trstu. 

Specializacijo iz ginekologije in porodništva je zaključila leta 2000 v Ljubljani. Leta 1994 
pa je opravila podiplomsko izobraževanje iz Ultrazvoka v klinični praksi na Medicins-
ki fakulteti v Za-grebu. Naziv magistrice znanosti je pridobila leta 1995 na Medicinski 
fakulteti v Zagrebu. 

Doktorsko disertacijo z naslovom Vazoaktivne snovi in arterijski pretok v maternici po 
vzpodbu-janju jajčnikov z gonadotropini je uspešno zagovarjala leta 2000 na Medicinski 
fakulteti v Ljubljani.

Prof. Vrtačnik Bokal deluje predvsem na področju humane reprodukcije. Poglobljeno se ukvarja s postopki oploditve 
z biomedicinsko pomočjo in kirurgijo benigne patologije rodil.

Je članica več komisij pri Ministrstvu za zdravje in predsednica Nadzornega odbora Slovenske zdravniške zbornice. 

Dejavna je na področju raziskovanja. Je vodilna raziskovalka ali sodelujoča na več raziskovalnih projektih in program-
ih s področja humane reprodukcije.

Je avtorica ali soavtorica 76 člankov, citiranih v Pub Med.

Prof. Eda Vrtačnik Bokal, MD, PhD currently holds the position of Head of the Reproductive Unit, Department of 
Obstetrics and Gynecology in Ljubljana. She is also a Professor at the Faculty of Medicine, University of Ljubljana. 
In the past she has been a visiting professor at the Faculty of Medicine in Zagreb and Rijeka, Croatia and in Trieste, 
Italy.

In 1990 she finished her specialization in obstetrics and gynecology in Ljubljana and in 1994 she completed her 
postgraduate study on ultrasound in clinical practise at the Medical Faculty of the University of Zagreb.

She earned her MD degree at the Medical Faculty of the University of Zagreb, in 1995.

She successfully defended her PhD thesis on vasoactive substances and uterine arterial blood flow after gonado-
trophin ovarian stimulation in 2000 at the Medical Faculty of the University of Ljubljana.

Professor Vrtačnik Bokal is interested in many fields of human reproduction and in the surgery of benign pathology. 
She is a member of several expert committees at the Ministry of Health and president of the Supervisory Board of 
the Slovenian Medical Chamber.

She is an investigator on projects at the Slovenian Ministry of Education, Research and Sport (field – Human repro-
duction).

She has written 76 internationally peer-reviewed articles.
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Prof. dr. Jadranka Buturović Ponikvar, dr. med., je internistka in nefrologinja. Rodila se je 
v Puli (Hrvaška). Osnovno šolo, gimnazijo in srednjo glasbeno šolo je končala v Splitu (Hr-
vaška). Diplomirala je na Medicinski fakulteti v Beogradu (Srbija) kot najboljša študentka v 
generaciji (povprečna ocena 9,93) in dobila letno nagrado Srbskega zdravniškega društva. 
V letih 1982–1988 je bila zaposlena v Centru za transplantacijo in dializo Inštituta za 
urologijo in nefrologijo Univerzitetnega kliničnega centra Srbije v Beogradu. Od leta 1988 
do danes je zaposlena v Univerzitetnem kliničnem centru Ljubljana (UKCL), na Kliničnem 
oddelku za nefrologijo. Od 2015 do 2018 je bila predstojnica Kliničnega oddelka za nefro-
logijo. Od 3. januarja 2018 je strokovna direktorica UKCL.

Leta 1993 je doktorirala na Medicinski fakulteti Univerze v Ljubljani. V tujini je delovala 
leta 1998 na Northwestern University, Chicago. Od leta 2004 je redna profesorica za predmet interna medicina na 
Medicinski fakulteti Univerze v Ljubljani. Od leta 2017 je predsednica Habilitacijske komisije Medicinske fakultete 
Univerze v Ljubljani. Od leta 1995 do 1999 je bila vodja Centra za otroško dializo in transplantacijo (dokler se ni 
preselil na Pediatrično kliniko), od leta 1999–2015 pa je bila vodja Enote za ultrazvok Kliničnega oddelka za nefro-
logijo. Od leta 2011 je vodja raziskovalne skupine Oddelka za nefrologijo in članica Medicinskega sveta Agencije 
za raziskovalno dejavnost RS. Od 2011-2019 je bila nacionalna koordinatorica za nefrologijo na Zdravniški zbornici 
Slovenije. Od 2014 do 2. januarja 2018 je bila pomočnica strokovnega direktorja za raziskovalno dejavnost UKCL. 
Leta 2019 je bila izvoljena za predsednico Etične komisije Eurotransplanta. 

Glavni klinični in raziskovalni interesi so: hemodializa, transplantacija, Doppler ultrazvok, biopsija nativnih in tran-
splantiranih ledvic, antikoagulacija, citrat, žilni pristopi, ledvični registri. Je članica ERA-EDTA (European renal asso-
ciation – European dialysis and transplant association), ISN (Internatioan Society of Nephrology), ASN (American 
Society of Nephrology), NKF (National Kidney Foundation), ESOT (European Society for Organ Transplantation), 
AST (American Society for Organ Transplantation), IPTA (International Society for Pediatric Transplantation), VAS 
(Vascular Access Society), SZD – Slovensko nefrološko društvo, Slovensko društvo za uporabo ultrazvoka v medicini, 
Slovenska medicinska akademija (ustanovna članica).

Bibliografija je dostopna na Pubmed in Web of science pod imeni: buturovic j; buturovic-ponikvar j; ponikvar jb; bu-
turovicponikvar j ter na COBISS in SICRIS, številka 10649.
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Prof. Jadranka Buturović Ponikvar, MD, PhD, is an internist and nephrologist. She was born in Pula (Croatia).

She completed elementary school, grammar school and the  music high school in Split (Croatia). She graduated from 
the University of Belgrade Medical School as the best student in the class, receiving recognition by the Serbian 
Medical Association (GPA 9.93/10). She was first employed at the Centre for Transplantation and Dialysis, Institute 
of Urology and Nephrology, University Medical Centre Serbia, Belgrade, from 1982-1988. Since 1988 she has been 
employed at the University Medical Centre Ljubljana, Slovenia. She was Head of the Department of Nephrology 
from 2015 -2018. As of January 3, 2018 she has been Medical Director of the University Medical Centre Ljubljana.

In 1993 she received her PhD at the Medical School of the University of Ljubljana. In 1998, she spent a sabbatical 
year at the Northwestern University in Chicago, Illinois. Since 2004 she has been a Professor of Medicine at the 
Faculty of Medicine, University of Ljubljana, Slovenia. In 2017 she was elected President of the Habilitation Com-
mission at the Medical Faculty, University of Ljubljana.

She was Head of the Centre for Pediatric Dialysis and Transplantation from 1995-1999 (until the Centre was mo-
ved to the Department of Pediatrics), and since 1999 she has been Head of the Ultrasound Unit at the Department 
of Nephrology. In 2011 she was appointed Head of the Research Group at the Department of Nephrology and 
member of the Council of Medicine at the Slovenian Research Agency. She was a national coordinator for the 
nephrology fellowship program at the Medical Chamber of Slovenia from 2011-2019. She was Assistant Director of 
Research at the University Medical Center Ljubljana from 2014-January 2nd 2018. In 2019, she was elected Chair 
of the Eurotransplant Ethical Committee (ETEC).

Her main clinical and research fields of interest include: hemodialysis, kidney transplantation, Doppler ultrasono-
graphy, biopsies of native and transplanted kidneys, hemodialysis anticoagulation, citrate, vascular access and 
renal registries. She is a member of the ERA-EDTA (European Renal Association – European Dialysis and Transplant 
Association), ISN (International Society of Nephrology), ASN (American Society of Nephrology), NKF (National Ki-
dney Foundation), ESOT (European Society for Organ Transplantation), AST (American Society for Transplantati-
on), IPTA (International Pediatric Transplant Association), VAS (Vascular Access Society), the Slovenian Society of 
Nephrology, the Slovenian Society for the use of ultrasonography in medicine and the Slovenian Medical Academy 
(founding member).

Her bibliography is accessible on the PubMed and Web of Science websites under the names: buturovic j; buturovi-
c-ponikvar j; ponikvar jb; buturovicponikvar j, and on COBISS and SICRIS, code number 10649.



ETHICAL CHALLENGES IN GYNAECOLOGY, PERINATOLOGY AND REPRODUCTIVE MEDICINE    |    17

Dr. Urban Vrtačnik, univ. dipl. prav, je leta 2007 z odliko diplomiral na Pravni fakulteti 
Univerze v Ljubljani. Tekom absolventskega staža je v sodelovanju s katedro za Delovno 
pravo in pravo socialne varnosti Pravne fakultete v Ljubljani ter v okviru uredniškega 
odbora revije Slovenian Law Review objavil prva strokovna besedila s področja delovnega 
in civilnega prava. Po zaključku študija se je zaposlil v Odvetniški pisarni Miro Senica in 
odvetniki, kjer je do leta 2014 deloval kot odvetnik in partner, zadolžen za najzahtevnejše 
primere s področja ustavnega, kazenskega, gospodarskega in civilnega prava. V zadnjih 
letih se intenzivno posveča pravnim in etičnim vprašanjem, povezanim s spočetjem z bi-
omedicinsko pomočjo. Kot vodilni avtor je v letu 2014 v znanstveni reviji BioMed Rese-
arch International objavil članek z naslovom Cumulative delivery rate after providing full 
reimbursement in vitro fertilization programme: a 6-years survey, leta 2018 pa poglavje 

v monografiji Forenzička ginekologija in perinatologija (Medicinska naklada, Zagreb) z naslovom Postupci oplodnje 
biomedicinskom pomoći u Sloveniji – pohranjivanje spolnih stanica: forenzičko-medicinski i juristički pristup. Kot 
nacionalni strokovnjak sodeluje v evropskem projektu s področja primerjalnega prava človekovih pravic Univerze v 
Poitersu, Univerze Panthéon Sorbonne ter Univerze v Toulonu ter v projektu specifičnih rešitev v evropskem dru-
žinskem pravu (PSEFS) Univerze v Camerinu, Univerze na Reki, Univerze v Almerii, Univerze v Ljubljani ter Fundacije 
FSAF. Kot soavtor je sodeloval tudi pri treh aktualnih komentarjih zakonskih besedil, in sicer E-komentarju Zakona 
o delovnih razmerjih (ur. Polonca Končar, Luka Tičar, Tax-Fin-Lex, 2017), Velikem znanstvenem komentarju poseb-
nega dela Kazenskega zakonika (ur. Damjan Korošec, Katja Filipčič, Stojan Zdolšek, Uradni list RS − Pravna fakulteta 
v Ljubljani, 2018) ter Komentarju Družinskega zakonika (ur. Barbara Novak, Uradni list RS, 2019). Urban Vrtačnik je 
v letu 2014 ustanovil Odvetniško pisarno Vrtačnik, kjer se, skupaj s sodelavci, posveča zastopanju domačih in tujih 
strank na področju kazenskega, gospodarskega, delovnega, civilnega in upravnega prava. V letu 2019 je na Pravni 
fakulteti v Ljubljani z odliko zagovarjal disertacijo z naslovom »Pravni vidiki biomedicinske pomoči pri spočetju«.

Urban Vrtačnik, PhD, JD, graduated with honours from the Faculty of Law, University of Ljubljana in 2007. During 
his final year of studies, he cooperated with the Chair for Labour Law and Social Security as well as with the edito-
rial board of the Slovenian Law Review on the strength of his first publications in the fields of labour and civil law. 
After graduation, he was employed by the law firm Miro Senica in Odvetniki, for which, from 2014, he acted as the 
attorney-at-law and partner, responsible for highly complex matters in the fields of constitutional, criminal, corpo-
rate and civil law. Lately he has been involved in research in the fields of medical law and ethics, in relation to bio-
medical assistance in procreation. In 2014, he published, as a leading author, an article entitled Cumulative delivery 
rate after providing full reimbursement in the vitro fertilization programme: a 6-year survey in BioMed Research 
International, while the monography entitled Forensic gynaecology and perinatology (Medicinska naklada, Zagreb) 
included his chapter on Procedures of biomedically-assisted procreation in Slovenia: storage of reproductive cells: 
forensic and legal approach. As a national expert, he actively contributes to the European project in Comparative 
human rights law led by the University Panthéon Sorbonne and the University of Toulon, as well as in the European 
project of Personalized Solutions in European Family and Succession Law, led by the universities of Camerino, Rije-
ka, Almeria, Ljubljana and the FSAF Foundation. As a co-author, he has been engaged in three recent commentaries 
on Slovenian legislation, namely E-commentary of the Employment Relations Act (ed. Polonca Končar, Luka Tičar, 
Tax-Fin-Lex, 2017), Advanced Scientific Commentary on the Criminal Code - incrimination section (ed. Damjan Ko-
rošec, Katja Filipčič, Stojan Zdolšek, Uradni list RS - Pravna fakulteta v Ljubljani, 2018), as well as a Commentary on 
the Family Code (ed. Barbara Novak, Uradni list RS, 2019). In 2014, he founded the law firm Vrtačnik, in which he 
specializes, together with his colleagues, in the legal representation of domestic and foreign clients in the fields 
of criminal, corporate, labour, civil and administrative law. In 2019, he was awarded a PhD with honours, defending 
his dissertation entitled “Legal aspects of biomedical assistance in procreation”.
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Izr. prof. dr. Bojana Pinter, dr. med., spec. ginekologije in porodništva, mag. ekonom. in 
posl. ved je na Medicinski fakulteti v Ljubljani diplomirala leta 1988. Na Ginekološki kliniki 
UKC Ljubljana se je leta 1990 zaposlila kot mlada raziskovalka in leta 1992 magistrirala. 
Že ob začetku zaposlitve na UKC Ljubljana se je začela strokovno in raziskovalno ukvar-
jati z načrtovanjem družine, s spolnim zdravjem mladostnic in kontracepcijo ter kasneje 
z zdravljenjem neplodnosti, postopki oploditve z biomedicinsko pomočjo ter menopavzo. 
O tematiki načrtovanja družine se je leta 1994 izpopolnjevala na Netherlands School of 
Public Health, v Utrechtu na Nizozemskem, o področju ženskega reproduktivnega zdrav-
ja pa leta 1995 kot štipendistka ameriške Ford Foundation na University of California v 
Davisu, ZDA. Leta 1997 je opravila specialistični izpit iz ginekologije in porodništva, leta 
2000 pa doktorirala na Medicinski fakulteti Univerze v Ljubljani. Leta 2010 je zaključila 

magistrski študij upravljanja in poslovanja. Leta 1994 je osnovala multicentrično mrežo ginekologov – regijskih 
nosilcev varovanja spolnega in reproduktivnega zdravja mladostnikov v Sloveniji, s pomočjo katere se širita znanje 
in dobra praksa dela z mladostniki ter so se izvedle raziskave o spolnem vedenju slovenskih srednješolcev v letih 
1996, 2004 in 2012. Leta 2004 je bila pobudnica uvedbe rednih letnih strokovnih srečanj s področja reproduk-
tivnega zdravja v spomin akad. prof. dr. Lidije Andolšek – Jeras. Je pobudnica in vodilna avtorica številnih nacionalnih 
strokovnih priporočil o rabi kontracepcije ter izobraževalnih materialov za učence, dijake in učitelje o reproduktiv-
nem zdravju mladostnikov. Od leta 2001 vodi postopke darovanja spolnih celic na KO za reprodukcijo Ginekološki 
kliniki UKC Ljubljana. Objavila je številne strokovno-znanstvene in poljudne članke s področja načrtovanje družine. 
Je aktivna članica European Society of Contraception and Reproductive Health, International Federation of Profes-
sional Abortion and Contraception Associates in European Menopause and Andropause Society.   

 

Assoc. Prof. Bojana Pinter, MD, PhD, MA (Econ), graduated at the Faculty of Medicine in Ljubljana in 1988. She 
started her employment as a young researcher in 1990 at the Divison of Obstetrics and Gynaecology at the Uni-
versity Medical Centre Ljubljana and obtained her Master’s degree in 1992. Already at the beginning of her em-
ployment at the University Medical Centre Ljubljana, she began both professional and research work in family 
planning, adolescent sexual health and contraception, and later with general reproductive health, infertility treat-
ment, medically assisted fertility and the menopause. She extended her expertise in family planning in 1994 at 
the Netherlands School of Public Health, Utrecht, the Netherlands, and in 1995 in women’s reproductive health 
as a fellow of the Ford Foundation at the University of California, Davis, USA. In 1997, she became a specialist in 
gynaecology and obstetrics, and in 2000 received her PhD from the Faculty of Medicine, University of Ljubljana. 
In 2010 she completed her Master’s degree in Management and Business. In 1994, she established a multi-centre 
network of regional gynaecologists to help improve the sexual and reproductive health of adolescents in Slove-
nia, through which knowledge and good-practice of working with adolescents was expanded and surveys on the 
sexual behaviour of Slovenian secondary-school students were conducted in 1996, 2004 and 2012. In 2004, she 
initiated the introduction of regular annual expert meetings on reproductive health in memory of Acad. Prof. Lidija 
Andolšek - Jeras. She is the initiator and leading author of many national recommendations on the use of contracep-
tion and educational materials for primary and secondary school students and teachers on the reproductive health 
of adolescents. Since 2001 she has been in charge of gamete donation at the Dept. of Human Reproduction at the 
Divison of Obstetrics and Gynaecology of the University Medical Centre Ljubljana. She has published numerous 
professional-scientific and popular articles in the field of family planning. She is an active member of the European 
Society of Contraception and Reproductive Health, the International Federation of Professional Abortion and Con-
traception Associates and the European Menopause and Andropause Society.



ETHICAL CHALLENGES IN GYNAECOLOGY, PERINATOLOGY AND REPRODUCTIVE MEDICINE    |    19

Dr. Nina Jančar, dr. med. se je rodila leta 1978 v Ljubljani. Medicinsko fakulteto Uni-
verze v Ljubljani je zaključila oktobra 2003. Novembra 2004 se je zaposlila kot mlada 
raziskovalka na Ginekološki kliniki UKC Ljubljana. Podiplomski študij je zaključila z zag-
ovorom doktorske disertacije oktobra 2009. Specialistični izpit iz ginekologije in porod-
ništva je opravila februarja 2012. Od februarja 2012 je zaposlena na Kliničnem oddelku 
za reprodukcijo Ginekološke klinike UKC Ljubljana in od oktobra 2017 je vodja Oddelka 
za oploditev z biomedicinsko pomočjo. Oktobra 2014 je bila izvoljena v naziv docentka 
za področje Ginekologija in porodništvo na Medicinski fakulteti Univerze v Ljubljani. Je 
avtorica in soavtorica številnih člankov, ki so bili objavljeni v tujih in domačih revijah. Nje-
na strokovna in raziskovalna področja so predvsem: reprodukcija človeka, zunajtelesna 
oploditev, hranjenje genetskega materiala in predrakave bolezni materničnega vratu.  

Nina Jančar, M.D., PhD, was born in 1978 in Ljubljana. She graduated from the Faculty of Medicine at the Universi-
ty of Ljubljana in 2003. She defended her PhD thesis in October 2009. She has been working at the Department of 
Human Reproduction at the Division of Obstetrics and Gynecology, University Medical Center Ljubljana since 2012 
where she is a Senior Consultant and Head of the Department for IVF. She was habilitated as an associate professor 
of Obstetrics and Gynecology at the Faculty of Medicine at the University of Ljubljana in October 2014. She has 
published several scientific papers mainly in the field of human reproduction. Her main research interests include 
human reproduction, in vitro fertilization, fertility preservation and cervical precancerous lesions. 
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Asist. dr. Martin Štimpfel, univ. dipl. bioteh., je medicinski embriolog v Laboratoriju za 
oploditev z biomedicinsko pomočjo na Ginekološki kliniki UKC Ljubljana. Leta 2009 je na 
Biotehniški fakulteti Univerze v Ljubljani zaključil dodiplomski študij biotehnologije. Leta 
2010 se je v tujini dodatno izobraževal na področju dela s celičnimi kulturami na Inšti-
tutu za anatomijo, na Oddelku za eksperimentalno embriologijo v Tübingenu v Nemčiji. 
Leta 2010 je tudi pričel z volonterskim raziskovalnim delom v Laboratoriju za oploditev 
z biomedicinsko pomočjo na Ginekološki kliniki, kjer se je nato leta 2011 tudi zaposlil. V 
prvih letih je njegovo raziskovalno delo obsegalo predvsem preučevanje matičnih celic na 
področju humane reprodukcije, kar je bila tudi glavna tema njegove doktorske disertacije. 
Doktorski študij Biomedicine na Univerzi v Ljubljani je zaključil leta 2015. Od novembra 
leta 2018 je vodja Laboratorija za oploditev z biomedicinsko pomočjo na Ginekološki klini-

ki v Ljubljani. Od leta 2019 je z nazivom asistent habilitiran na Inštitutu za histologijo in embriologijo na Medicinski 
fakulteti v Ljubljani. Je član Evropskega združenja za humano reprodukcijo in embriologijo (ESHRE), pri katerem 
od leta 2017 opravlja prvi mandat kot nacionalni predstavnik Slovenije za področje temeljnih znanosti v odboru 
nacionalnih predstavnikov. V sklopu ESHRE društva je leta 2014 pridobil certifikat za kliničnega embriologija, leta 
2019 pa certifikat za senior kliničnega embriologa. Trenutno se raziskovalno usmerja predvsem v preučevanje 
različnih načinov selekcije spermijev za postopke oploditve z biomedicinsko pomočjo in na epigenetske dejavnike v 
spermijih, ki vplivajo na njihovo kakovost ter na kakovost zarodkov v postopkih oploditve z biomedicinsko pomočjo.  

Assist. Martin Štimpfel, B.Sc. Biotechnology, PhD, is a clinical embryologist in IVF Laboratory at the Department 
of Human Reproduction, Division of Obstetrics and Gynaecology, University Medical Centre Ljubljana. In 2009 he 
graduated from Biotechnology at the Biotechnical faculty, University of Ljubljana. In 2010 he undertook additional 
training in cell culture techniques at the Institute of Anatomy, Department of Experimental Embryology, Tübingen, 
Germany. After this training in 2010, he proceeded with volountary research work at the IVF Laboratory at the 
Department of Human Reproduction, Division of Obstetrics and Gynaecology, University Medical Centre Ljubljana. 
In the first year his research work focused mainly on studying stem cells in human reproduction and this subject 
was also the main focus of his PhD work. He finished his postgraduate study of Biomedicine at the University of 
Ljubljana in 2015. From November 2018 he has been head of the IVF Laboratory and from 2019 he hasbeen an 
assistant at the Institut of Histology and Embryology at the Medical Faculty of Ljubljana. He is a member of the 
European Society of Human Reproduction and Embryology (ESHRE), where he currently holds a primary mandate 
as the national representative for Slovenia in the position of basic scientist at the ESHRE Committee of National 
Representatives. In 2014, he also acquired the certificate for clinical embryology at ESHRE and in 2019 the senior 
clinical embryologist certificate. Currently his research is mainly focused on studying different sperm selection 
methods used in assisted reproduction and on the epigenetic factors in sperm influencing their quality and quality 
of preimplantation embryos in IVF. 
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Izr. prof. dr. Špela Smrkolj, dr. med. je na Medicinski fakulteti Univerze v Ljubljani diplomi-
rala leta 1998. Strokovni izpit iz urgentne medicine je opravila leta 1999, sekundariat pa 
zaključila leta 2000 z licenčnim izpitom iz splošne medicine. V šolskem letu 1999/2000 
je na Medicinski fakulteti Univerze v Ljubljani vpisala I. letnik Univerzitetnega znanst-
venega podiplomskega študija Biomedicine ter nato med prvimi tremi študenti v Sloveniji 
uspešno zaključila magistrski podiplomski študij Biomedicine, magistrsko diplomsko delo 
z naslovom »Ali obstoja hitro rastoči rak materničnega vratu« pa uspešno zagovarjala 
14. 06. 2001. Septembra 2002 je začela s specializacijo iz ginekologije in porodništva 
na Kliničnem oddelku za ginekologijo UKC Ljubljana in jo zaključila s specialističnim izpit-
om s pohvalo leta 2007. Že tekom specializacije se je klinično in raziskovalno usmerila 
v področje ginekološke onkologije. 06. marca 2006 je na Medicinski fakulteti Univerze 

v Ljubljani pridobila akademski naslov doktorja znanosti po uspešnem zagovoru doktorske disertacije z naslovom 
»Ocena napovednih dejavnikov pri načrtovanju zdravljenja raka materničnega vratu«. Julija 2009 ji je bila s strani 
Svetovnega združenja ginekologov in porodničarjev (FIGO) med vsemi prijavljenimi kandidati podeljena nagrada 
»FIGO/Chien-Tien Hsu Fellowship in Gynecologic Oncology«. Tako se je lahko dodatno izpopolnjevala na Gine-
kološko-onkološkem oddelku Univerzitetne bolnišnice Charles University and General Faculty Hospital v Pragi (Češ-
ka) pod mentorstvom prof. dr. Davida Cibule, dr. med. Od leta 2015 do 2018 je bila pomočnica strokovnega direk-
torja UKC Ljubljana za kakovost, od leta 2018 dalje pa je pomočnica strokovne direktorice UKCL za izobraževanje. 
Od leta 2010 je zaposlena na Univerzi v Ljubljani, Medicinski fakulteti, od leta 2019 pa je predstojnica Katedre 
za ginekologijo in porodništvo. Od leta 2012 je predsednica Združenja za ginekološko onkologijo, kolposkopijo in 
cervikalno patologijo Slovenskega zdravniškega društva (ZGO-SZD). Od leta 2013 je članica Strokovnega sveta za 
ginekologijo in porodništvo Slovenskega zdravniškega društva (SS za ginekologijo in porodništvo SZD) ter od leta 
2015 članica Razširjenega strokovnega kolegija (RSK) za ginekologijo in porodništvo. Od leta 2014 je tudi članica 
programskega sveta državnega programa ZORA ter vodja strokovne skupine za ginekologijo v državnem programu 
ZORA. Je zaprisežena sodna izvedenka za ginekologijo in porodništvo. Je tudi aktivna članica mednarodnih združenj 
ESGO, EFC, INCIP, CEEGOG ter IUGA.
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Assoc. Prof. Špela Smrkolj, MD, PhD, received her medical degree in 1998 at the Faculty of Medicine, University of 
Ljubljana. She passed the professional exam in emergency medicine in 1999 and completed her internship in 2000 
with a licensed general medicine exam. 

In the 1999/2000 school year she enrolled in the first year of the University scientific postgraduate study of 
Biomedicine at the Faculty of Medicine, University of Ljubljana, and then successfully completed her master’s post-
graduate study of Biomedicine being amongst the top three students in Slovenia. She successfully defended her 
Master’s thesis entitled “Is there a rapidly growing cervical cancer” on 14.06.2001. 

In September 2002, she began her specialization in gynecology and obstetrics at the Clinical Department of Gy-
necology at the University Medical Centre Ljubljana and completed her specialist examination with distinction in 
2007. During her specialization, she focused her clinical and research work in the field of gynecological oncology. 

On March 6, 2006, at the Faculty of Medicine, University of Ljubljana, she obtained the academic title of Doctor of 
Science after successfully defending her doctoral thesis entitled “Assessment of predictive factors in the planning 
of cervical cancer treatment”.

In July 2009, she was awarded the “FIGO/Chien-Tien Hsu Fellowship in Gynecologic Oncology” by the World Asso-
ciation of Gynecologists and Obstetricians (FIGO) for further training at the University of Gynecology and Oncology 
Unit at Charles University and the General Faculty Hospital in Prague (Czech Republic) under the mentorship of 
Prof. dr. David Cibula, MD; PhD.

From 2015 to 2018, she was Assistant to the UMCL Medical Director for Quality, and since 2018 she has been 
Assistant to the UMCL Medical Director for Education. Since 2010 she has been employed at the University of Lju-
bljana, Faculty of Medicine, and since 2019 she has been the Head of Chair for Gynecology and Obstetrics.

She has been the president of the Association for Gynecological Oncology, Colposcopy and Cervical Pathology of 
the Slovenian Medical Association (ZGO-SZD) since 2012. Since 2013 she has been a member of the Expert Council 
for Gynecology and Obstetrics of the Slovenian Medical Association (SS for Gynecology and Obstetrics SZD) and 
since 2015 she has been a member of the Extended Professional College (RSK) for Gynecology and Obstetrics.

Since 2014, she has also been a member of the program council on the ZORA national program and head of the 
expert group for gynecology on the ZORA national program. She is a sworn forensic expert in gynecology and ob-
stetrics. She is also an active member of the international associations ESGO, EFC, INCIP, CEEGOG and IUGA.
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Matic Gornik, dr. med.

Rodil se je 11. 7. 1989 v Postojni. Po končani osnovni šoli se je vpisal v naravoslovni razred 
na Gimnaziji Vič v Ljubljani. Leta 2008 je uspešno maturiral in se vpisal na Medicinsko 
fakulteto univerze v Ljubljani.

V začetku leta 2016 je diplomiral ter po šestmesečnem pripravništvu opravil strokovni 
izpit. Leta 2017 je začel specializacijo s področja ginekologije in porodništva, zanimata ga 
predvsem operativna ginekologija in onkološka ginekologija.  

Matic Gornik, MD, PhD

Matic Gornik was born on 11 July 1989. Afer finishing primary school, he enrolled at the Gimnazija Vič secondary 
school in Ljubljana. Having finished secondary school in 2008 he then enrolled at the Facutly of Medicine at the 
University of Ljubljana. 

He graduated in 2016 and successfully passed the professional examination after a 6-month internship. In 2017 
he began his residency in the field of Gynecology and Obstetrics. He is particulary interested in Surgical Gynecolo-
gy and Gynecological Oncology.
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Doc. dr. Tanja Premru Sršen, dr. med., je specialistka na področju porodništva in 
ginekologije. 

Leta 1998 je doktorirala z doktorsko disertacijo »Fetalna hipoksija in porod v medenični 
vstavi«; ima trideset let delovnih izkušenj na področju porodništva in ultrazvočne diag-
nostike v nosečnosti na Kliničnem oddelku za perinatologijo Ginekološke klinike Univer-
zitetnega kliničnega centra (UKC) v Ljubljani. 

V obdobju 2003–2004 je bila vodja perinatalnega dnevnega centra (PDC), po tem pa je 
postala predstojnica Kliničnega oddelka za perinatologijo Ginekološke klinike UKC v Lju-
bljani. 

Po prenehanju funkcije predstojnice Kliničnega oddelka za perinatologijo leta 2014 se 
doc. dr. Tanja Premru Sršen, dr. med., posveča raziskovalnemu delu. 

V obdobju 2007–2015 je bila doc. dr. Tanja Premru Sršen, dr. med., predsednica Slovenskega združenja za perinatal-
no medicino (SZPM), po letu 2015 pa aktivno sodeluje kot predsednica Odbora za izobraževanje SZPM. 

V obdobju 2013–2018 je bila članica Sveta strokovnjakov Slovenskega zdravniškega društva za ginekologijo in 
porodništvo. 

Po letu 2015 je postala članica, z letom 2017 pa predsednica Odbora strokovnjakov za ginekologijo in porodništvo 
znotraj Ministrstva za zdravje Republike Slovenije (MZ). 

Članstvo: 

•	 Mednarodna akademija za perinatalno medicino (MAPM)/International Academy of Perinatal Medicine (IAPM) 
(pridružena članica/associated fellow) 

•	 Znanstveni odbor kongresov Alpe Adria o perinatalni medicini/Scientific Committee of Alpe Adria Congresses of 
Perinatal Medicine 

•	 Svetovalni odbor Sredozemskega združenja o ultrazvočni diagnostiki v porodništvu in ginekologiji (SZUDPG)/
Advisory Board of Mediterranean Association of Ultrasound in Obstetrics and Gynecology (MEDUOG) 

•	 Izvršni odbor JV-evropskega združenja perinatalne medicine (JVEZPM)/Executive Board of South-East European 
Society of Perinatal Medicine (SEESPM) 

•	 Odbor Mednarodnega združenja o zarodkih kot pacientih/Board of International Society of the Fetus as a Patient
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Assist. Prof. Tanja Premru-Sršen, MD, PhD, is a specialist in obstetrics and gynecology.

She received her Ph.D. degree for her thesis entitled “Fetal hypoxia and breech delivery” in 1998 and has since 
accumulated over 30 years of experience working in the field of fetal-maternal medicine and ultrasound diagnostic 
in pregnancy at the Department of Perinatology, Division of Ob/Gyn, UMC Ljubljana. She also acted as Head of the 
Unit for Outpatient Clinic and Polyclinic Services from 2003 to 2004 at the department until she became Head of 
the Department of Perinatology, UMC Ljubljana. Tanja stepped down from her role as Head in 2014 to focus on 
research work. From 2007 to 2015, Tanja was the President of the Slovenian Association of Perinatal Medicine 
(SAPM). Since 2015 she has been active as President of the Educational Committee of the SAPM. 

From 2007 to 2015, Tanja was the President of the Slovenian Association of Perinatal Medicine (SAPM). Since 
2015 she has been active as the President of Educational Committee of SAPM. 

From 2013 to 2018, she was a member of the Council of Experts in the Slovenian Medical Society for Gynecology 
and Obstetrics. 

Since 2015 she has been a member, and from 2017,  the President of the Expert Committee for Gynecology and 
Obstetrics at the Ministry of Health, Republic of Slovenia. 

Membership:

•	 International Academy of Perinatal Medicine (IAPM) (associated fellow)
•	 Scientific Committee of Alpe Adria Congresses of Perinatal Medicine
•	 Advisory Board of Mediterranean Association of Ultrasound in Obstetrics and Gynecology (MEDUOG)
•	 Executive Board of South-East European Society of Perinatal Medicine (SEESPM)
•	 Board of International Society of The Fetus as a Patient



26    |    ETIČNI IZZIVI V GINEKOLOGIJI, PERINATOLOGIJI IN REPRODUKTIVNI MEDICINI

Dr. Lilijana Kornhauser Cerar, dr. med., je na Medicinski fakulteti v Ljubljani diplomirala 
leta 1984. Po strokovnem izpitu (1985) je dve leti obveznega dela v osnovnem zdravst-
venem varstvu opravila v otroškem in šolskem dispanzerju Zdravstvenega doma Ljubljana 
Vič, od marca leta 1987 pa je zaposlena na Ginekološki kliniki UKC Ljubljana. Specialistični 
izpit iz pediatrije je opravila leta 1993, leta 1994 še podiplomski študij iz Hospitalne hi-
giene na Medicinski fakulteti v Ljubljani. Magistrirala je leta 2000 na Medicinski fakulteti 
v Zagrebu z nalogo Zdravljenje anemije nedonošenčkov z rekombinantnim humanim er-
itropoetinom (mentorica prof. dr. Gorjana Gjurić). Doktorat znanosti je z raziskavo Vpliv 
položaja telesa na nasičenost krvi s kisikom in motnje dihanja med spanjem pri zdravih, 
donošenih novorojenčkih pod mentorstvom prof. dr. Davida Neubauerja z Univerze v Lju-
bljani in somentorstvom prof. dr. Bernarda Thomasa Kinaneja z univerze Harvard v Bos-
tonu opravila leta 2010. 

Njeno ožje področje dela je neonatologija, med leti 2001 in 2014 je bila vodja Enote za intenzivno nego in terapijo 
novorojencev, od leta 2014 vodi Službo za neonatologijo Kliničnega oddelka za perinatologijo. 

Aktivna je v slovenskih strokovnih združenjih – kot podpredsednica Združenja za perinatalno medicino Slovenije 
in podpredsednica Neonatalne sekcije Združenja za pediatrijo. Med leti 2012 in 2014 je bila članica Odbora za 
znanost, med leti 2014 in 2016 pa članica Odbora za izobraževanje Evropskega združenja za perinatalno medicino. 
Je aktivna članica strokovnega odbora Združenja perinatologov dežel Alpe Adria. Leta 2017 je bila imenovana za 
pridruženo članico Mednarodne akademije za perinatalno medicino. Je predsednica dobrodelnega Društva za pomoč 
prezgodaj rojenim otrokom.

Lilijana Kornhauser Cerar, MD, PhD finished Medical School at the University of Ljubljana in 1984. After taking 
the state exam in 1985 she completed two years of mandatory practice in primary healthcare service – at the 
Health Centre Ljubljana Vič. Since 1987 she has been working at the University Medical Centre Ljubljana, in the 
Department for Obstetrics and Gynecology. She is a specialist in pediatrics – passing the state exam in 1993, and 
consequently taking a postgraduate course in hospital infection control in 1994. She received her MSc (Prevention 
of anemia of prematurity with recombinant human erythropoietin) at the University of Zagreb, Croatia in 2000 
(mentor Prof. Gorjana Gjurić) and PhD (Influence of the body position on oxygen saturation and respiratory patterns 
during sleep in healthy term newborns) at the University of Ljubljana, Slovenia in 2010 (mentors: Professor David 
Neubauer from the University of Ljubljana and Professor Bernard Thomas Kinane from Harvard University, Boston, 
USA). 

Her field of work is in neonatology, as head of the Neonatal Intensive Care Unit between 2001 and 2014, and since 
2014 as head of Neonatal Services at the Department of Perinatology.

She is also active in profesional associations as Vice-President of the Slovenian Association of Perinatal Medicine 
and Vice-President of the Neonatology section in the Slovenian Pediatric Association. She is also a member of the 
European Association for Perinatal Medicine (EAPM) and member of the Scientific Committee (2012 - 2014) and 
Educational Committee (2014 - 2016). Lilijana is also an active member of the the Scientific Board of the Alpe Adria 
Perinatal Association. She has also been an associate member of the International Academy of Perinatal Medicine 
(IAPM) since 2017 and President of the Association for the Welfare of Preterm Born Children.
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Izr. prof. dr. Miha Lučovnik, dr.med., specialist ginekologije in porodništva in specialist 
intenzivne medicine

Medicinsko fakulteto v Ljubljani sem zaključil leta 2004. Leta 2011 sem zaključil special-
izacijo iz ginekologije in porodništva, leta 2015 pa subspecializacijo iz intenzivne medi-
cine. Trenutno sem zaposlen na Kliničnem oddelku za perinatologijo Ginekološke klinike 
UKC Ljubljana. Sem vodja Enote za intenzivno perinatalno medicino. Sem tudi izredni pro-
fesor za področje ginekologija in porodništvo ter sem zaposlen na Katedri za ginekologijo 
in porodništvo Medicinske fakultete Univerze v Ljubljani. 

Assoc. prof. Miha Lučovnik, MD, PhD, specialist in obstetrics and gynecology, specialist in intensive care

I graduated from the Medical School at the University of Ljubljana, Slovenia, with honours, in 2004. In 2011 I 
finished my training in Obstetrics and Gynecology in Ljubljana, Slovenia (programme accredited by the European 
Board and College of Obstetrics and Gynaecology). In 2015, I graduated after a two-year fellowship in Intensive 
Care Medicine (programme accredited by the European Society for Intensive Care Medicine). I am currently the head 
of the High-Dependency Perinatal Medicine Unit at the University Medical Centre Ljubljana, Slovenia; Department 
of Ob/Gyn, Division of Perinatology. I am also currently working as a Professor at the Medical Faculty, University 
of Ljubljana.  
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Prof. dr. Štefan Grosek, dr. med. 

Štefan Grosek je redni profesor pediatrije na Enoti za intenzivno nego in terapijo novo-
rojencev, Služba za neonatologijo, Klinični oddelek za perinatologijo, Ginekološka klinika 
UKC Ljubljana in na katedri za pediatrijo Medicinske fakultete, Univerze v Ljubljani na Uni-
verzitetnem medicinskem centru Ljubljana in Univerzi v Ljubljani, Medicinska fakulteta.

Diplomiral je na Medicinski fakulteti v Ljubljani leta 1980, magistriral leta 1998, doktoriral 
pa leta 2006. Je specialist pediatrije in specialist intenzivne medicine.

Leta 2002 je prejel študentsko nagrado za izjemno klinično delo s študenti medicine, leta 
2010 mu je Združenje za pediatrijo pri Slovenskem zdravniškem društvu podelilo Avčino-
vo nagrado za izjemno strokovno delo v pediatriji v Republiki Sloveniji. Leta 2014 mu je 

Medicinska fakulteta Univerze v Ljubljani podelila Lavričevo nagrado za izjemno delo asistenta pri pouku pediatrije 
s študenti medicine. Profesor Grosek je vodja znanstvenih projektov Univerzitetnega kliničnega centra Ljubljana 
ter član nacionalnih in mednarodnih znanstvenih projektov. Njegova glavna znanstvena in strokovna zanimanja so 
kritično bolni novorojenček in otrok ter medicinska etika.

V zadnjih letih je v Sloveniji vodil več projektov, ki so se ukvarjali z odnosom zdravstvenih delavcev do konca živl-
jenja in z odločitvami o prenehanju zdravljenja v intenzivni terapiji odraslih, otrok in novorojenčkov, pri katerih je 
zdravljenje postalo neutemeljeno. Profesor Grosek je vodil tudi skupino strokovnjakov s področja odrasle, otroške 
in neonatalne intenzivne terapije, paliativne nege, filozofije, medicinske etike in teologije, ki je v slovenščini in 
angleščini objavila knjižico etičnih priporočil z naslovom: »Etična priporočila za odločanje o zdravljenju in paliativni 
oskrbi bolnikov ob koncu življenja v intenzivni medicini«. Skupna izjava Slovenskega društva za intenzivno medici-
no in Slovenskega nacionalnega odbora za medicinsko etiko.

Prof. Štefan Grosek, MD, PhD

Štefan Grosek is Full Professor of Pediatrics at the Neonatal Intensive Care Unit, Nonatology Department, Depart-
ment of Perinatology, Divison of Gynecology and Obstetrics, and the Department of Pediatrcis, Faculty of Medicine, 
University of Ljubljana. He graduated from the University of Ljubljana, Faculty of Medicine in 1980, obtained his 
MSc in 1998, and PhD in 2006. He is a specialist in pediatrics and specialist in intensive care medicine. 

In 2002 he received the Medical Student Award for outstanding clinical work with medical students. In 2010 the 
Slovenian Pediatric Society awarded him the Avčin’s Award for outstanding professional work in Pediatrics in the 
Republic of Slovenia. In 2014 he received the Lavrič Award from the Faculty of Medicine, University of Ljubljana for 
outstanding professional student teaching at the Faculty of Medicine, University of Ljubljana

Professor Grosek is project leader for scientific projects at the University Medical Centre Ljubljana, and member of 
national and international scientific projects. His main scientific and professional interests are in the field of criti-
cally ill newborns infants and children, and medical ethics.

Over recent years, he has led several projects in Slovenia dealing with end-of-life attitudes and decisions in adult, 
paediatric and neonatal intensive care. Professor Grosek also led a group of experts in the field of adult, pediatric 
and neonatal intensive care medicine, palliative care medicine, philosophy, medical ethics and theology who also 
published an ethical recommendation in Slovene and English, entitled: “Ethical Recommendations for Decision-Mak-
ing on Treatment and Palliative Care of Patients at the End of Life in Intensive Care Medicine” A Joint Statement 
issued by the Slovenian Society of Intensive Medicine and the Slovenian National Medical Ethics Committee. 
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Prof. dr. Ksenija Geršak, dr. med., svet. je prodekanja Medicinske fakultete Univerze v 
Ljubljani za znanstveno-raziskovalno področje, redna profesorica za področje Ginekologije 
in porodništva ter vodja Enote za raziskovanje, izobraževanje in informatiko s knjižnico 
na Ginekološki kliniki Univerzitetnega kliničnega centra Ljubljana. Kot predavateljica in 
mentorica sodeluje na interdisciplinarnem doktorskem programu Biomedicina Univerze 
v Ljubljani, je vodja Enote za raziskovanje, izobraževanje in informatiko s knjižnico  na 
Ginekološki kliniki Univerzitetnega kliničnega centra Ljubljana, vključena je v raziskovalni 
program ter različne nacionalne in mednarodne projekte kot vodja ali sodelavka. 

Je nacionalna koordinatorica specializacije iz porodništva in ginekologije pri Zdravniški 
zbornici Slovenije ter glavna urednica medicinske revije Zdravniški vestnik (revija Sloven-
skega zdravniškega društva in Slovenske medicinske akademije). 

Kot predstavnica sveta Evropskega združenja za ginekologijo in porodništvo (EBCOG) sodeluje pri dejavnostih Ev-
ropske komisije za zdravila (EMA) in je evropski ekspert EMA za področje uporabe zdravil v nosečnosti.

Njeno raziskovalno delo zajema področje reproduktivne fiziologije in endokrinologije, klinične reproduktivne gene-
tike in teratologije. 

Prof. Ksenija Geršak, MD, PhD is a Full Professor of Obstetrics and Gynaecology and Vice Dean of Research at the 
University of Ljubljana, Faculty of Medicine and the Head of the Research Unit, Department of Obstetrics and Gy-
naecology, University Medical Centre Ljubljana. She is a lecturer, mentor and supervisor to PhD-students involved 
in the postgraduate Biomedicine education programme at the University of Ljubljana. She is also a principal inves-
tigator of national and international research projects, the National Coordinator of the specialisation in Obstetrics 
and Gynaecology at the Medical Chamber of Slovenia and Editor-in-Chief of the Slovenian Medical Journal (a na-
tional journal of the Slovenian Medical Association and the Slovenian Academy of Medical Science). As an EBCOG 
Council Representative (European Board & College of Obstetrics and Gynaecology), she is involved in EMA activities 
and is also an EMA European expert in the field of drug use during pregnancy.

Her main research is focused on the fields of reproductive physiology and endocrinology, clinical genetics and 
teratology.
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Doc. dr. Andreja Trojner Bregar je zdravnica na Kliničnem oddelku za perinatologijo 
Ginekološke klinike Univerzitetnega kliničnega centra Ljubljana. Po končani Medicinski 
fakulteti in sekundariatu je v času specializacije leta 2006 zagovarjala magistrsko tezo, 
leta 2008 je s pohvalo opravila specialistični izpit iz ginekologije in porodništva ter nekaj 
mesecev preživela v Arizoni v ZDA pri prof. Garfieldu, kjer se je raziskovalno ukvarjala z 
uporabo elektrohisterografije v nosečnosti in po porodu. Leta 2016 je opravila zagovor 
doktorske disertacije. Klinično delo je usmerjeno v skrb za zdrave in bolne nosečnice na 
oddelkih in v ambulantah ljubljanske porodnišnice ter delo v porodnem bloku. Deluje na 
področju sistema vodenja kakovosti in je od leta 2009 odgovorna oseba KOP za področje 
preskrbe s tkivi in celicami. Leta 2014 je prevzela vodenje Perinatalnega dnevnega cen-
tra. Leta 2015 je postala članica konzilija za obravnavo razvojnih nepravilnosti pri plodu, 

ki ga od leta 2016 tudi vodi. Leta 2018 je bila izvoljena v naziv docentke za področje ginekologije in porodništva, 
od leta 2019 je zaposlena tudi na Katedri za ginekologijo in porodništvo Medicinske fakultete v Ljubljani in aktivno 
sodeluje v pedagoškem procesu. Kot predavateljica je sodelovala na več domačih in mednarodnih srečanjih ter kon-
ferencah, šolah in delavnicah. Bibliografija je dostopna v bazi COBISS.

Assist. Prof. Andreja Trojner Bregar, MD, PhD, is a medical doctor at the Department of Perinatology at the Univer-
sity Medical Centre, Ljubljana’s Division of Gynaecology and Obstetrics. After graduating at the Faculty of Medicine 
and completing her internship, she started her residency in gynaecology and obstetrics. In 2006 she defended her 
Master’s thesis and in 2008 she finished her residency cum laude. She spent a few months in Arizona, USA, with 
Professor Garfield undertaking research on electromyography of the pregnant uterus. In 2016 she completed her 
PhD. Her clinical work focuses on both inpatient and outpatient care for pregnant women in the Ljubljana Mater-
nity Hospital while also undertaking duties in the labour ward. Her responsibilities include quality management 
and since 2009 she has also been responsible for tissue and cell supply at the Department of Perinatology. In 
2014 she became Head of the Perinatal Day Centre and since 2015 she has been a member of the Medical Council 
for the Management of Developmental Foetal Abnormalities and has been Head of the Council since 2016. Her 
tenure as an Assistant Professor of Gynaecology and Obstetrics at the Faculty of Medicine in Ljubljana dates back 
to 2018; she has been a Faculty staff member since 2019 where she is involved with pedagogical activities. She 
has participated at several domestic and international meetings, conferences, seminars and workshops. She is a 
published author.
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ETIČNE DILEME PRI DELU KOMISIJE II. STOPNJE  
ZA UMETNO PREKINITEV NOSEČNOSTI

Adolf Lukanović 1,2 

1 Ginekološka klinika, Univerzitetni klinični center Ljubljana;  2 Medicinska fakulteta, Univerza v Ljubljani

Uvod

Najpomembnejša življenjska odločitev je nedvomno odločitev o starševstvu. To je temeljna človekova pravica, ki 
posameznikom in parom omogoča, da v zamišljenem časovnem obdobju dosežejo želeno število potomcev, kar 
uravnavajo tudi z uporabo kontracepcije in z zdravljenjem neplodnosti. Govora je o socialni politiki, ki je del družbe-
nega načrtovanja in ki hkrati odraža politično ideologijo posameznega družbenega okolja. 

Zgodovinski razvoj

Začelo se je pred 100 leti, ko je leta 1920 z dekretom Vladimirja Iljiča Lenina Sovjetska zveza postala prva država na 
svetu, ki je legalizirala splav na zahtevo ženske. V našem okolju je že leta 1933 Angela Vode na sestanku Ženskega 
pokreta podala pobudo za organizacijo zborovanja za legalizacijo splava iz socialnih razlogov. Nadaljnje korake za li-
beralizacijo odnosa do splava je povzel dr. Pavel Lunaček, ko je leta 1951 kot poslanec zvezne skupščine Federativne 
ljudske republike Jugoslavije (FLRJ) dal pobudo za izglasovanje novega kazenskega zakonika, ki v svojem 140. členu 
določa, da se kaznuje le izvršilec dejanja, medtem ko se ženske, ki je naredila ilegalni splav ali je dopustila, da se ji 
ga naredi, ne kaznuje. Zaradi pritiskov na populacijsko politiko je bila na Kongresu ginekologov in porodničarjev FLRJ 
leta 1953 podana zahteva, da se splav kot družbeno škodljiv pojav prepove. Preteklo je nekaj let, preden je bila leta 
1960 sprejeta Uredba o pogojih in postopku za dovolitev splava. To je čas, ko je bil v Sloveniji splav dovoljen na pod-
lagi socialnih indikacij. Leto kasneje, torej leta 1961, je Svet za zdravstvo Socialistične republike Slovenije ustanovil 
Oddelek za vprašanje splava in kontracepcije kot posebno enoto Klinične bolnišnice za porodništvo in ginekologijo, 
ki jo je vodila dr. Lidija Andolšek Jeras. Ta oddelek se je leta 1967 preimenoval v Inštitut za načrtovanje družine, ki 
se je pod vodstvom prof. Andolškove razvil v institucijo, katere temeljni cilj je bil varovanje reproduktivnega zdravja 
žensk v Sloveniji. Prof. Andolškova je bila pobudnica sprejetja Resolucije o planiranju družine v zvezni skupščini FLRJ 
aprila 1969. Istega leta je bil sprejet tudi Splošni zakon o prekinitvi nosečnosti, ki ureja splošne pogoje, pod katerimi 
se lahko izvrši poseg umetne prekinitve nosečnosti. Napredna je bila definicija indikacije, ki v 2. točki 3. člena določa, 
da je splav dovoljen, ko je po znanstvenih spoznanjih mogoče pričakovati, da se bo otrok zaradi bolezni staršev rodil 
s hudimi telesnimi in duševnimi hibami. Prav tako je bila napredna določba 4. člena, ki določa socialne indikacije, po 
kateri je bila na zahtevo noseče ženske prekinitev nosečnosti dovoljena, če bi utegnila ženska med nosečnostjo ali 
po porodu zaiti v hude osebne, družinske, materialne ali druge neživljenjske razmere. (1)

Svobodno odločanje o rojstvu otrok kot ustavna pravica je bilo potrjeno s 191. členom Ustave Socialistične fe-
derativne republike Jugoslavije (SFRJ), ki je bila sprejeta leta 1974. Kar tri leta je moralo preteči, da se je politika 
poenotila, kaj pravzaprav pomeni načrtovanje družine. In končno je bil 26. aprila 1977 razglašen Zakon o zdravstve-
nih ukrepih pri uresničevanju pravice do svobodnega odločanja o rojstvu otrok. (2) Umetna prekinitev nosečnosti 
je prepoznana kot individualna pravica posameznice in ne pravica para ali zakoncev. Upoštevajo se medicinske, 
kazenskopravne in socialne indikacije za prekinitev nosečnosti. Umetni prekinitvi nosečnosti je namenjenih 13 
členov tega zakona (od 17. do 30. člena). 17. člen določa, da je umetna prekinitev nosečnosti medicinski poseg, ki 
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se opravi na zahtevo nosečnice, če njena nosečnost ne traja več kot 10 tednov. Če je iz izvidov nosečnice razvidno, 
da so podani zdravstveni razlogi zoper umetno prekinitev nosečnosti, se nosečnico napoti na komisijo I. stopnje. V 
Republiki Sloveniji (RS) imamo 14 takih komisij. Prvi odstavek 21. člena tega zakona določa, da se komisije I. stopnje 
ustanovijo za območje ene ali več občin glede na območje zdravstvene organizacije, ki opravlja umetno prekinitev 
nosečnosti. Sestavo komisije potrdi občinski upravni organ. (3, 4) Zakon temelji na ustavni določbi 233. člena Usta-
ve Socialistične republike Slovenije (SRS), ki jo je spremenil 55. člen Ustave RS (svobodno odločanje o rojstvih otrok) 
iz leta 1991. Po tem ustavnem jamstvu je odločanje o rojstvih otrok svobodno, država pa mora zagotoviti možnosti 
za uresničevanje te svoboščine in ustvarjati razmere, ki staršem omogočajo, da se odločajo za rojstvo svojih otrok 
(2. odstavek 55. člena Ustave RS). (5) Vendar ima država legitimni interes varovanja tako ženskega zdravja kot po-
tencialnega življenja. Pravica do umetne prekinitve nosečnosti nikakor ni nekaj samoumevnega. Evropske države 
imajo do prekinitve nosečnosti različen odnos, pa tudi različno tradicijo in zakonodajo. Temeljni konflikt pri vpraša-
nju umetne prekinitve nosečnosti je pravica do razpolaganja z lastnim telesom na eni strani in pravica do življenja 
na drugi. Obe pravici sta zagotovljeni z Evropsko konvencijo o človekovih pravicah, in sicer v 8. členu pravica do 
zasebnosti in v 2. členu pravica do življenja. Nekateri pravniki tolmačijo ustavno zajamčeno pravico do zasebnosti 
v tako širokem obsegu, da omogoča ženski pravico do samostojne reproduktivne izbire brez posredovanja države, 
torej odločitev za umetno prekinitev nosečnosti. Iz tega je mogoče sklepati, da se Evropska konvencija o človekovih 
pravicah še ni dokončno opredelila glede definicije pravice do življenja. 

Komisija II. stopnje za umetno prekinitev nosečnosti

Istega meseca in leta, ko je bil sprejet Zakon o zdravstvenih ukrepih pri uresničevanju pravice do svobodnega odlo-
čanja o rojstvu otrok, je bila junija 1977 ustanovljena komisija II. stopnje za umetno prekinitev nosečnosti, ki deluje 
vse do danes in ima sedež na Ginekološki kliniki Univerzitetnega kliničnega centra Ljubljana. Sestavljajo jo socialni 
delavec in trije zdravniki, od katerih so en ginekolog porodničar, en internist in en psihiater. Predsednik komisije je 
specialist ginekologije in porodništva. Sestavo in imenovanje komisije potrdi minister za zdravje RS. (6) Komisija II. 
stopnje je v letu 2018 obravnavala 42 vlog za umetno prekinitev  nosečnosti. 7 zahtev je bilo zaradi medicinske 
indikacije pri plodu. 8 zahtev je bilo zavrnjenih zaradi previsoke nosečnosti. Med njimi sta bili 2 dijakinji. Ena je imela 
16 let, druga pa 19 let. Preostalih 27 vlog je bilo odobrenih zaradi psihosocialne indikacije. V 3 primerih imajo doma 
otroka, mlajšega od 12 mesecev, v 1 primeru je šlo za spolno nasilje. Večina prosilk je bila nezaposlena, z nižjo ali 
poklicno izobrazbo. V povprečju je komisija v zadnjih desetih letih prejela 35–59 vlog letno, od katerih je bilo odo-
brenih 25–48 vlog.

Etične dileme 

Ko je govora o etičnih dilemah pri našem delu, je potrebnih nekaj besed o sami etiki. Etika je v osnovi filozofska 
disciplina, ki se ukvarja s tematiko človekovega hotenja in ravnanja z vidika dobrega in zlega, moralnega in nemo-
ralnega. Analizira vse pomembne kategorije in probleme življenja: dobro, srečo, duševni mir, smisel človekovega 
bivanja, življenjske nravstvene vrednote, osebnost, vest, svobodo volje in še kaj. O absolutnosti etičnih norm so 
bili v glavnem prepričani misleci, ki so etiko povezovali z religijo. V srednjem veku so se etične filozofske ideje v 
glavnem izoblikovale v okviru krščanske religije in njej ustrezajoče morale. Šele po Kantu so etiko transformirali v 
nauk o vrednotah, ki ga danes poznamo pod pojmom aksiologija. (8) Gre torej za filozofsko področje, ki se ukvarja 
z nravstvenimi in življenjskimi vrednotami ter je ena izmed najmlajših filozofskih disciplin. Vrednote so izrazi os-
mišljanja človekovega življenja in snovanja, so predvsem nravstvena vsebinska določila človečnosti in družbenosti. 
Vzporedno z naslavljanjem na etiko radi dodamo pojem moralno. (9) Kaj je pravzaprav morala? Je tisti vidik človeš-
kega ravnanja in delovanja, ki izhaja iz dejstva, da se človek ne sprašuje samo, kaj je res, temveč tudi in enako ali še 
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bolj močno, kaj je dobro in prav, kaj je treba storiti in česa se ne sme narediti. Morala je toliko bolj učinkovita, kolikor 
bolj je ponotranjena, kolikor bolj jo oseba posvoji. Morala zapoveduje, kar je dobro, prepoveduje, kar je zlo, vendar 
to dobro in zlo variirata od družbe do družbe, iz obdobja v obdobje, v razredni družbi od razreda do razreda. Morala 
je dinamično ravnovesje družbe. Tu moramo poudariti, da si mora družba najprej priznati, da moralno ni kos človeš-
kemu napredku. Vrednote in norme bi morala prilagajati tehnološkemu razvoju. Morala je močno determinirana s 
prisotnostjo vpliva lokalne veroizpovedi. V slovenskem prostoru se je ob zadnjem popisu prebivalstva leta 2002 
za krščansko veroizpoved opredelilo 57,8 % prebivalstva. (10) Ta moralno-etična stališča zato opredeljujemo kot 
stališča tradicionalne etike, ker govorijo o svetosti življenja, o notranji vrednosti človeškega življenja, in to ne glede 
na njegovo naravo ali kakovost. Razvpito encikliko o preprečevanju in prekinitvi nosečnosti je papež Pavel VI. leta 
1968 začel z besedami: »HUMANAE VITAE TRADENDAE MUNUS GRAVISSIMUM.« (Skrajno resna naloga je človeško 
življenje prenašati naprej.)

Papež Janez Pavel II. je leta 1979 nadaljeval z besedami: »Če osebi kratimo pravico do življenja v samem trenutku, 
ko je spočeta v maternici svoje matere, posredno zadamo udarec celotnemu moralnemu redu, ki zagotavlja ne-
dotakljivost dobrobiti človeka.« Med takimi dobrobitmi zaseda življenje prvo mesto. Hipokratova prisega dodaja: 
»Prav tako pa ne bom nobeni ženski dal sredstva za uničenje telesnega plodu.« Katoliška vera uveljavlja institut 
odpuščanja: TE ABSOLVO. (11)

Prav to je bistvo dileme, ker se je s spremembami družbenih odnosov in tehnološkim napredkom razvila nova znan-
stveno-filozofska disciplina, ki jo imenujemo bioetika. Ta se ukvarja z vprašanji dobrega in zla predvsem na mejnih 
področjih naravoslovnih znanosti. Kot prvo pravo in temeljno delo s področja bioetike je opredeljena knjiga Morals 
and Medicine Josepha Fletcherja iz leta 1954. Ta tako imenovana nova etika ali bioetika uvaja spremenjeno gleda-
nje na rešitve temeljnih vprašanj prava in etike v zvezi s prostovoljnimi in neprostovoljnimi odločitvami o preneha-
nju življenja. Socioekonomsko in kulturno okolje, ki se spreminja, vpliva na spremembo življenjskih ciljev, idealov in 
vrednot. (11, 12) Te spremembe nam pomenijo merilo, s katerim ocenjujemo svoje ravnanje in ravnanje drugih, pa 
ne samo to, pomenijo nam tudi smernice, po katerih uravnavamo svoje odločitve in svoja dejanja. Zavestna, načrto-
vana prekinitev življenja, ki nosi v sebi težo odločitve in odgovornost izpolnjevanja življenjskih vrednot ob hkratni 
zahtevi upoštevanja skladnosti z veljavno zakonodajo, je odprto vprašanje. Čeprav nas tudi tukaj zgodovina uči: »SI 
IPSUM SUPERAVISSE PULCHERRIMA VICTORIA EST.« (Najlepša zmaga je premagati samega sebe.) A ker je Cicero 
učil: »HISTORIA EST MAGISTRA VITAE« (zgodovina je učiteljica življenja), moramo sprejeti še Seneko, ki nas poduči: 
»AUDIATUR ET ALTERA PARS (poslušati je treba drugo stran). (13)

Tako lahko razumemo pestrost pogledov na osnovna vprašanja o življenju in smrti v okolju, kjer prevladujejo religije 
z milijonskimi populacijami, kot so krščanstvo, islam, hinduizem, budizem itd. Vsem tem religijam pa je skupno to, 
da se v njih samih zaradi spremenljivosti človeških in družbenih pojavov, protislovnosti in konfliktnosti v njihovem 
pojmovanju zrcali družbeno-zgodovinski razvoj. Razumska in čustvena stran religije vplivata na obnašanje ljudi. 
Religija je vedno povezana z moralo, čeprav se moralni sistemi v različnih deželah močno razlikujejo. Človek si ob-
likuje moralo in nravstvene nazore v lastnem osebnem, medosebnem in socialnem izkustvu. Norm ne sprejema na 
temelju mišljenja, logičnega pojmovanja, temveč tako, da v življenju, vsakdanjosti in praksi uvideva, kaj je za obstoj 
nje same in skupine (družbe) bolje ali celo nujno. Hkrati pa je nenaravno in zato duševno neskladno, da človek z ra-
zumom ne bi nič ne mislil in s čustvi nič čustvoval. Kakor hitro mislimo, pa ob stvareh že čustvujemo. Tako sta vsako 
iskanje zadnjega smisla življenja in vsak sistem vrednot, ki integrira dano skupnost, v nekem pomenu religiozna 
in tako tudi proces socializacije posameznika. Vprašanja smisla in obstoja življenja so neločljivo prepletena. Albert 
Einstein je modroval: »Človek, ki meni, da njegovo življenje nima smisla, ni le nesrečen, temveč tudi komajda spo-
soben živeti.« O pomenu potomstva za uresničitev smisla življenja se je v verzih izrazil tudi George Bernard Shaw: 
»Življenje je plamen, ki v lastnem ognju izgoreva, vendar vedno znova vzplamti, ko dete se rodi.« (14, 15)  
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Zaključek

Indijski pesnik in Nobelov nagrajenec Rabindranat Tagore je rekel: »Reka resnice teče čez prekope zmot.« Zmote, v 
katere zahaja človeštvo, so prav tako odprte v neskončnost. Ali ni morda »zmota vseh zmot« večja kot vsota vseh 
resnic, ki jih je človeštvo doslej dognalo? Zavedati se moramo, da gre pri našem delu za dejanja in odločanja, ki 
izžarevajo naš odnos do življenja, do rojstva in smrti, ter da gre hkrati za stanje našega duha in naše notranjosti, ki 
izkazuje stanje naše vesti, ki se utrjuje z ravnanjem po njej, ravnanjem, za katerega moramo prevzeti vso odgovor-
nost. Mohamed Ikbal je dejal: »Smrt je surova, življenje pa še bolj.«              

Za konec pa še nekaj resnic iz davne preteklosti:

•	 “Nihče ne živi brez krivde.” (NEMO SINE CRIMINE VIVIT.)

•	 “Ni dovoljeno vsega vedeti.” (NEC SCIRE FAS EST OMINA.)

•	 “Pošten človek dela vse prav.” (HOMO FRUGI OMNIA RECTE FACIT.)
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Introduction  

The most important decision in life is undoubtedly the decision about becoming a parent. It is a fundamental hu-
man right and enables individuals and couples to produce the desired number of offspring over a period of time of 
their choice, through the use of contraception and infertility treatment. It is a question of social policy, which is part 
of social planning and simultaneously reflects the political ideology of a particular social environment.

Historical development 

It all began 100 years ago when, in 1920, by a decree issued by Vladimir Ilyich Lenin, the Soviet Union became 
the first country in the world to legalise abortion at the request of the woman. In our territory, the initiative to 
organise a rally to legalise abortion for social reasons was presented as early as 1933 by Angela Vode at a meeting 
of the Women’s Movement. Further steps to liberalise attitudes towards abortion were taken by Dr. Pavel Lunaček, 
member of the Federal Assembly of the Federal People’s Republic of Yugoslavia who, in 1951, proposed to vote on 
a new Penal Code. In Article 140 it declared that ‘only the person who performed the abortion was to be punished, 
while the woman who had the illegal abortion, or allowed it to be undertaken, would not be punished’. Owing to 
demographic pressures on policy, the Yugoslav Congress of Gynaecologists and Obstetricians in 1953 prohibited 
abortion on the grounds of it being a socially harmful phenomenon. It took a few years for the Decree on the Con-
ditions and Procedure for the Authorisation of Abortion to be adopted in 1960. This was the time when abortion in 
Slovenia was permitted on the basis of social factors. A year later, in 1961, the Health Council of the Socialist Re-
public of Slovenia established a special unit within the Clinical Hospital for Obstetrics and Gynaecology to deal with 
abortion and contraception, headed by Dr. Lidija Andolšek Jeras. Renamed the Family Planning Institute in 1967, 
this institute, led by Prof. Andolšek, evolved to become an institution primarily aimed at protecting the reproductive 
health of women in Slovenia. Prof. Andolšek also instigated the adoption of the Resolution on Family Planning at 
the Federal Assembly of the Federal People’s Republic of Yugoslavia in April 1969. In the same year, the General 
Act on Pregnancy Termination was adopted, regulating the general conditions under which an artificial termination 
of a pregnancy could be undertaken. According to Section 2 of Article 3 in this Act, abortion was permitted when, 
according to scientific knowledge, there were grounds to believe that a child could be born with severe physical 
and mental defects due to a parent’s illness. Another advanced provision was established in Article 4, whereby ter-
mination of a pregnancy, at the request of the pregnant woman, would be permitted if, during pregnancy or after 
childbirth, the woman could find herself in a difficult personal, family, financial or other situation (1).

Freedom of choice in childbearing became a constitutional right with the amendment of Article 191 in the Con-
stitution of the Socialist Federal Republic of Yugoslavia, which was adopted in 1974. It took three years for the 
politicians to agree on what family planning actually meant. Finally, on 26 April 1977, the Health Measures in Ex-
ercising Freedom of Choice in Childbearing Act was adopted (2). Artificial pregnancy termination is now recognised 
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as an individual right of the woman, and not as a right of the (married) couple. The medical circumstances, criminal 
legislation and social factors in respect of the termination of a pregnancy are all considered. Artificial pregnancy 
termination is the subject of 13 articles of the above Act (Articles 17 to 30). According to the provisions of Article 
17, artificial pregnancy termination is a medical procedure carried out at the request of the pregnant woman if 
she is less than ten weeks pregnant. If medical documents point to the existence of medical reasons for artificial 
pregnancy termination, then the pregnant woman is referred to a First Stage Commission. There are 14 First Stage 
Commissions in Slovenia. Article 21(1) of the Act provides that First Stage Commissions are established for the 
territory of one or several municipalities depending on the area covered by the healthcare organisation performing 
the abortion. The composition of the Commission is approved by a municipal administrative body (3 and 4). The Act 
is based on Article 233 of the Constitution of the Socialist Republic of Slovenia, as amended by Article 55 (Free-
dom of Choice in Childbearing) of the new Slovenian Constitution adopted in 1991. According to this constitutional 
provision, everyone is free to decide whether to bear children, while the state guarantees the opportunities for 
exercising this freedom and creating such conditions as to enable parents in their decision on bearing children (5). 
However, the state has a legitimate interest in protecting both the woman’s health and potential life.

The right to artificial pregnancy termination should not be taken for granted. European countries have different 
attitudes, traditions and laws in such regard. The fundamental conflict relates to the right to freely dispose of one’s 
body on the one hand and the right to life on the other. Both rights are guaranteed by the European Convention on 
Human Rights, namely Article 8 on the right to respect private and family life and Article 2 on the right to life. Some 
lawyers interpret the constitutionally guaranteed right to privacy on such a broad scale that they claim it allows a 
woman the right to make independent reproductive choices without the intervention of the state, i.e. to decide to 
terminate her pregnancy. It can be concluded that the European Convention on Human Rights has not yet taken a 
final stand regarding the definition of the right to life.

The Second Stage Commission on artificial pregnancy termination

In the same month of the year when the Health Measures in Exercising Freedom of Choice in Childbearing Act was 
adopted, i.e. June 1977, the Second Stage Commission on artificial pregnancy termination was established, which 
still operates today at the Gynaecological Clinic of the Ljubljana University Medical Centre. It consists of a social 
worker and three medical doctors: a gynaecologist/obstetrician, an internist, and a psychiatrist. The Commission is 
chaired by the specialist in gynaecology and obstetrics. The composition and appointment of the Commission are 
approved by the Slovenian Minister of Health (6). Last year, the Second Stage Commission considered 42 applica-
tions for artificial pregnancy termination. Seven requests related to medical factors concerning the foetus. Eight 
applications were rejected due to the pregnancy having progressed too far; among these, two involved secondary 
school students, one was 16 and the other one was 19 years old. The other 27 applications were approved on psy-
chosocial grounds. Three of the applicants had a child under the age of 12 months and one case involved sexual 
violence. Most of the applicants were unemployed, with lower or vocational education. On average, over the last 
ten years, the commission received 35 to 59 applications per year and approved 25 to 48 applications per year.

Ethical dilemmas 

Speaking of ethical dilemmas in our work, a few words should be mentioned about ethics itself. Ethics is basically 
a philosophical discipline that deals with human desire and conduct in terms of good and evil, moral and immoral. 
It analyses all the relevant categories and problems of life: goodness, happiness, peace of mind, the purpose of 
human existence, life’s moral values, personality, conscience and free will etc. The absoluteness of ethical norms 
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was largely promoted by thinkers who linked ethics to religion. In the Middle Ages, ethical philosophical ideas were 
shaped mainly within the framework of Christian religion and its corresponding morality. It was only after Kant 
that ethics was transformed into a study of values, known as axiology (8). It is therefore a philosophical field that 
deals with moral and life values and is one of the youngest philosophical disciplines. Values give meaning to human 
life and creation and are, above all, the moral substantive determinants of humanity and sociality. We often tend 
to add the term ‘morals’ to ethics (9). What does morality actually mean? It is that aspect of human conduct and 
action that arises from the fact that one not only considers what is true but also, and equally or even more, what is 
good and right, what may be done and what may not be done. Morality is more effective when it is internalised and 
incorporated by a person. Morality commands what is good and forbids what is evil, yet good and evil vary from so-
ciety to society, from period to period, and – in a class society – from class to class. Morality represents the dynamic 
balance of a society. Yet, it needs to be stressed that society should first acknowledge that, in terms of morality, it 
hardly copes with human progress and consequently adapts its values and norms to technological developments. 
Morality is strongly influenced by local religion. In Slovenia, at the last census in 2002, 57.8% of the population de-
clared themselves to be Christian (10). Their moral and ethical views are thus defined as traditional ethical views, 
advocating the sanctity and intrinsic value of human life, regardless of its nature or quality. Pope Paul VI began 
his well-known encyclical on the prevention and termination of pregnancy in 1968 with the words: Humanae vitae 
tradendae munus gravissimum – the transmission of human life is a most serious role.

In 1979, Pope John Paul II continued: “If a person’s right to life is violated at the moment in which he is first con-
ceived in his mother’s womb, an indirect blow is also struck at the whole of the moral order, which serves to en-
sure the inviolable goods of man. Among those goods, life occupies first place”. Considering the Hippocratic Oath: 
“Similarly, I will not give a pessary to a woman to cause abortion”, the Catholic religion asserts the institution of 
forgiveness: Te absolve (11). 

This is, in fact, the very essence of the dilemma. The changing social relations and technological progress led to 
the development of a new scientific and philosophical discipline known as bioethics which deals with questions 
of good and evil, particularly in the marginal spheres of natural sciences. The very first and, consequently, most 
fundamental work on bioethics is Joseph Fletcher’s ‘Morals and Medicine’, published in 1954. These ‘new ethics’ or 
bioethics introduce a changed view of the solutions to the fundamental questions of law and ethics in connection 
with voluntary and involuntary decisions to end life. The changing socioeconomic and cultural environment also 
changes life goals, ideals and values (11 and 12). These changes serve as a benchmark against which we evaluate 
others’ conduct, and provide us with guidelines to manage our decisions and actions. Intended and planned ter-
mination of life, which carries the weight of decision and responsibility to live up to life values while demanding 
compliance with applicable legislation, remains an open question. Yet, here too, history teaches us: Si ipsum su-
peravisse pulcherrima victoria est – the most satisfactory victory comes from conquering ourselves. But as Cicero 
taught us that Historia est magistra vitae – history is life’s teacher, we also need to accept Seneca’s Audiatur et 
altera pars – listen to the other side (13).

This allows us to understand the diversity of views on the basic issues of life and death in an environment domi-
nated by religions with millions of believers, such as Christianity, Islam, Hinduism and Buddhism etc. The common 
denominator of all of these religions is that they, through the variability of human and social phenomena, con-
tradictions and conflicts, reflect social and historical developments. The rational and emotional sides of religion 
influence the behaviour of the people. Religion is always associated with morality, although moral systems vary 
widely in different countries. People shape their morality and moral principles through their personal, interpersonal 
and social experiences. They do not accept norms based on rational or logical thinking, but rather by understand-
ing what is better or even necessary for the existence of themselves as individuals and of the group (society). At 
the same time, it is unnatural and therefore spiritually inconsistent for a person with intellect and emotions not 
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to think or feel anything. And as soon as people think they already become emotional. Thus, any search for the 
ultimate meaning of life and any value system that integrates a given community is, in a sense, religious, just like 
the very process of socialisation of the individual. The questions of meaning and existence of life are inextricably 
intertwined. As Albert Einstein noted: “The man who regards his life as meaningless is not merely unhappy but 
hardly fit for life”. The importance of offspring for the realisation of the meaning of life was expressed in verse by 
George Bernard Shaw: “Life is a flame that is always burning itself out, but it catches fire again every time a child 
is born” (14 and 15).

Conclusion

The Indian poet and Nobel Prize winner Rabindranath Tagore once said: “The river of truth flows through the canals 
of delusions”. The delusions of humanity are also open towards infinity. But isn’t the ‘ultimate delusion’ greater 
than the sum of all the truths that humanity has so far come to know?

We need to be aware that our work implies actions and decisions that reflect our attitudes towards life, birth and 
death, while also showing our state of mind and our inwardness, the state of our conscience, strengthened by our 
actions for which we must take full responsibility. As Muhammad Iqbal said: “Death is cruel, but life is worse”. 

To end with some truths from the ancient past:

•	 NEMO SINE CRIMINE VIVIT – no one lives without crime  

•	 NEC SCIRE FAS EST OMNIA – we are not allowed to know all things  

•	 HOMO FRUGI OMNIA RECTE FACIT – an honest man does everything right 
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Izvleček:

Prispevek podaja temeljne informacije o ugovoru vesti, namenjene zdravstvenim delavcev, pacientom ter zdra-
vstvenemu managementu. Ugovor vesti v zdravstvu je umeščen med človekove pravice. Naloga zdravstvenega 
managementa je, da ustrezno usklajuje pravico posameznega izvajalca do ugovora vesti ter pravico pacienta do 
zdravstvene storitve. Področja, kjer se najpogosteje uveljavlja ugovor vesti so: splav, odvzemu organov mrtvim 
dajalcem, genetsko svetovanje, in vitro fertilizacija, kontracepcija, nega AIDS pacientov, Zdravstveni delavec lahko 
uveljavlja ugovor vesti v neposredni zdravstveni ali babiški negi, ne more ga uveljavljati v posredni zdravstveni 
negi; študentje ga ne morejo uveljavljati pri pouku, razen neposrednega prisostvovanja postopkom. Kodeksi in za-
koni prepovedujejo ugovor vesti v nujnih primerih.

Uvod 

V zadnjih letih je vedno več objav, ki napovedujejo povečanje števila zdravstvenih delavcev, ki se bodo sklicevali na 
ugovor vesti in zavračali izvedbo določenih del in nalog v zdravstveni  oskrbi pacienta. 

O aktualnosti vprašanja govori tudi dejstvo, da je Svet Evrope na 35. zasedanju 7. oktobra 2010, na pobudo poslan-
ke Christine McCafferty iz Združenega kraljestva razpravljal o poročilu o dostopnosti žensk do zakonite zdravstvene 
oskrbe – problemu neurejenosti uporabe ugovora vesti (Svet Evrope, 2010).

Ugovor vesti se pojavi na področju zdravstvenega varstva, ko izvajalec zdravstvenih storitev zavrne izvajanje do-
ločenih zdravstvenih storitev na podlagi verskih, moralnih ali filozofskih ugovorov. Medtem ko Komite za socialne 
zadeve, zdravje in družino priznava pravico posameznika, do ugovora vesti, je obenem globoko zaskrbljen zaradi 
vse pogostejšega in neurejenega pojava prakse uveljavljanja ugovora vesti, zlasti na področju reproduktivnega 
zdravstvenega varstva, v mnogih državah članicah Sveta Evrope. Potrebno je najti ravnotežje med pravico do ugo-
vora vesti posameznika, da ne izvede določenega postopka v procesu zdravljenja ali diagnostike in med poklicno 
odgovornostjo in pravico vsakega pacienta, do pravočasne in zakonite zdravstvene oskrbe (Svet Evrope, 2010).

Zdravstveni delavci imajo dolgoletno tradicijo ugovora vesti. Njihova strokovna združenja so v tem času sprejela 
ustrezne politike ravnanja profesionalcev v teh primerih, zapisane v profesionalnih kodeksih ali poklicnih standardih. 
Politike, vključno s standardi Joint Commission on the Accreditation of Healthcare Organizations (Joint Commission 
on the Accreditation of Healthcare Organizations, 2010) so osredotočene na to, da se bolnikom zagotovi ustrezna 
nadomestna zdravstvena oskrba. Ti standardi so do sedaj dobro učinkovali v smislu, da se posamezni izvajalec lahko 
izloči iz postopka, medtem, ko je pacientom dostopna vsa zdravstvena oskrba, kar se šteje za družbeno sprejemljivo 
in je izraženo v zakonodaji in socialno zdravstveni politiki. Vendar se v zadnjih letih opaža ogrožena dostopnost pa-
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cientov do teh sprejetih postopkov. Obstajata dve nevarnosti. Prva je, da bo zdravljenje preprosto zavrnjeno, kot je 
to v primeru zavrnitve farmacevtov, da izvršijo naročilo na receptu, druga nevarnost je bolj zahrbtna, saj vključujejo 
stigmatizacijo do sedaj družbeno sprejemljivega posega – zdravljenja (Olsen, 2007).

Ugovor vesti – širši družbeni kontekst

Evropska konvencija o varstvu človekovih pravic in temeljnih svoboščin, ki jo je sprejel Svet Evrope1 v 9. členu – Svo-
boda mišljenja, vesti in vere določa, da se pravica do ugovora vesti prizna v skladu z nacionalnimi zakoni, ki urejajo 
uresničevanje te pravice (Listina Evropske unije o temeljnih pravicah, 2007). 

Ugovor vesti je ugovor glede lastne uresničitve, opravljanja kakšnega dejanja, službe, izvirajoč iz vesti (Kravos, 
2002). Ugovor vesti sodi med oblike t.i. neposlušnosti z določenimi pravnimi in/ali političnimi akti. Pri ugovoru 
vesti posameznik ravna v skladu s svojo individualno vestjo, to je praviloma ne-javno dejanje, praviloma zasnovano 
na moralnem, religioznem ali drugačnem prepričanju posameznika. Pravo lahko ugovor vesti v omejenem obsegu 
dopusti. Omejiti pa ga mora z opredelitvijo področja njegovega uveljavljanja ter s prepovedjo oporečnikovega pose-
ganja v pravice drugih subjektov (Šelih, 2001). 

Razlogi za ugovor vesti so po Zupančič - Žnidaršič (1998) moralno – etični, religiozni, strokovno – deontološki ali 
demografski. Cerar (2007) navaja, da je ugovor vesti v nekaterih vidikih podoben državljanski neposlušnosti, po-
dobnost je v posameznikovem nestrinjanju s pravnimi zapovedmi ali prepovedmi ter v tem, da ugovor vesti posa-
meznik uveljavlja zavestno, praviloma nenasilno in v »skrajnem primeru«, tj. ko nima (več) na voljo nobenih pravnih 
sredstev za uveljavitev svojih moralnih stremljenj, pri čemer pristaja tudi na možnost, da ga doletijo pravne sankcije. 
Toda za razliko od državljanske neposlušnosti je za ugovor vesti značilno, da posameznik tu ravna zgolj v skladu s 
svojo osebno moralo in se torej ne sklicuje na večinski občutek za pravičnost ali katero drugo občo vrednoto. S tem 
je povezana tudi druga posebnost ugovora vesti, in sicer ta, da tu ne gre za javno dejanje ali delovanje posamezni-
ka. To sicer ne pomeni nujno, da ostane javnosti takšno dejanje prikrito, pač pa pomeni, da posameznik z ugovorom 
vesti pač zavestno uveljavlja le svoje individualno moralno prepričanje, ne glede na to, ali mu pri tem kdo sledi ali 
ne. Prav ta moralna pogojenost posameznikovega ugovora vesti pa je tudi dodaten razlikovalni znak v razmerju do 
državljanske neposlušnosti, kajti ugovor vesti ni izraz nekih (splošnih) političnih načel in zahtev.

Ugovor vesti v zdravstvu – normativni vidik

Ugovor vesti v zdravstvu je lahko definiran kot zavrnitev katerega koli člana zdravstvenega tima, da sodeluje v 
posameznih postopkih oskrbe pacienta na osnovi svoje vesti (Dickens 2001). Ugovor vesti ima med zdravniki daljšo 
veljavo in prepoznavnost, kot med babicami in medicinskimi sestrami. Vendar imajo te enako pravico, da se odrečejo 
sodelovanju med samim postopkom (Kane 2009). 

Večina profesionalnih združenj zdravstvenih delavcev je sprejelo lastne etične kodekse, kot usmeritve svojim čla-
nom o standardih ravnanja. Na podlagi teh načel so sprejeta stališča, ki se razlikujejo glede na to, ali primarno nas-
lavljajo pravice pacientov v primerjavi s pravicami izvajalcev (Beal & Cappiello, 2008). 

V Sloveniji ima po Zakonu o zdravstveni dejavnosti (Državni zbor R Slovenije, 2019) zdravstveno osebje (člen 56) 
pravico do ugovora vesti, če sodi, da poseg ni v skladu z njegovo vestjo in mednarodnimi pravili medicinske etike. 

1 	 Svet Evrope jo je sprejel 4. novembra 1950, v veljavo pa je stopila 3. septembra 1953, Slovenija pa je konvencijo podpisala, 4. maja 1993 in ratificirala 28. junija 
1994.
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V državah članicah EU, zdravstveno osebje ne more zavrniti opravljanja nujne medicinske pomoči. Nekatere države 
članice imajo tudi ustrezne nadzorne mehanizme, da olajšajo ženskam dostop do legalnih zdravstvenih storitev. 
Ukrepi zahtevajo, da tisti zdravstveni delavci, ki uveljavljajo ugovor vesti, to prijavijo svojemu delodajalcu ter da 
morajo zdravstvene institucije zagotoviti razpoložljive usposobljene in voljne izvajalce storitev (EUNIEFR 2005).

Ugovor vesti – pravica ali dolžnost?

S pravnega vidika govorimo najpogosteje o pravici do ugovora vesti. Na ravni prava se ugovor vesti, kolikor ga pra-
vo dopušča, resnično kaže in opredeljuje kot pravica, tj. kot pravno zavarovana možnost nekega ravnanja – v tem 
primeru ravnanja, ki pomeni izjemen in dopusten odstop od splošne pravne ureditve, in sicer zgolj na podlagi po-
sameznikovega sklicevanja na lastno vest. To praktično pomeni, da posameznik v primeru, ko mu vest nalaga neko 
protipravno dejanje, čuti in ozavešča moralno dolžnost, da to dejanje tudi stori. Ker pa je pri tem v konfliktu s pravom 
in tako torej tudi s svojo pravno zavestjo, bosta pač njegova dokončna odločitev in ravnanje odvisna od tega, kaj bo 
v njem prevladalo: ali občutek in zavest o njegovi moralni dolžnosti, ali zavest o tem, da je zavezan spoštovati pravo, 
ali pa seveda zgolj strah pred pravno sankcijo (Cerar 2007).

Ugovor vesti je označba za dejanje, ki je v načelu protipravno. Razlog oziroma motiv za takšno protipravno ravnanje, 
ki izvira iz posameznikove osebnostne in moralne razsežnosti, postane s priznanjem pravice do ugovora vesti tudi 
pravno upoštevan. Dolžnosti, ki jo posamezniku narekuje pravna norma, ta zaradi svojega subjektivnega odnosa do 
nje zavestno ni pripravljen izpolniti. Pravica do ugovora vesti »de iure« dopušča možnost, da v določenem primeru 
posameznikov moralni imperativ, ki mu ga narekuje njegova vest ali drugo prepričanje, prevlada nad imperativno 
pravno normo (Vernik 2000).

Ugovor vesti v odnosu do drugih

Človek z uveljavljanjem ugovora vesti posega v širši krog, kot pa je njegova intimna zasebnost. Vernik (2000) meni, 
da posameznik z njenim izvrševanjem ne ostaja več zgolj na ravni svoje osebne sfere, ampak iz razlogov, ki iz nje 
izvirajo, posega v javno sfero, s tem, da se ne pokori pravni normi. Hkrati pa lahko upravičenec do ugovora vesti ob 
uresničevanju te pravice zadane tudi ob pravne interese ali pravice drugih posameznikov. 

Kravos (2002) in Dickens (2009) pravita, da so vse svoboščine omejene s pravicami in svoboščinami drugih in 
zakonsko omejene. Martinez (2007) pravi, da ugovor ni absolutna pravica biti oproščen več dolžnosti, temveč je 
potrebno vzeti v ozir tudi profesionalne dolžnosti ter dolžnosti, ki jih imajo institucije do prebivalstva.

Strokovne meje uveljavljanja ugovora vesti

Ugovoru vesti, ki ga uveljavljajo zdravstveni delavci je potrebno ugoditi, toda zdravstveni delavci ne smejo ugo-
varjati izvajanju indirektne zdravstvene oskrbe. Študenti medicine in zdravstvene nege ne smejo zavračati izobra-
ževanja o postopkih, v katerih ne želijo sodelovati, toda lahko uveljavljajo ugovor vesti za njihovo izvajanje pod 
nadzorom mentorja (Dickens in Cook 2000).V izrednih razmerah, ali če obstaja neposredna nevarnost za življenje 
bolnika, morajo zdravstveni delavci zagotoviti potrebno pomoč in dati na stran vsa nasprotja z njihovimi lastnimi 
moralnimi sodbami ali etiko (Sasso 2008). 

V Sloveniji zakon o zdravstveni dejavnosti ugovor vesti absolutno prepoveduje na področju nudenja nujne medicin-
ske pomoči (Požun 2012).
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Delodajalci in ugovor vesti

Bolnišnice ne morejo uveljavljati ugovora vesti kot institucija niti ne smejo diskriminirati zaposlenih kandidatov za 
zaposlitev, ki bi uveljavljali ugovor vesti (Dickens in Cook 2000).

Standardi Joint Commission za akreditacijo bolnišnic (2010) določajo, da morajo imeti bolnišnice sprejete standarde 
za priznanje pravic zaposlenim, da ne sodelujejo v določenih aktivnostih zdravstvene oskrbe pacientov, ter da imajo 
izdelane politike in postopke za ravnanje v teh primerih, ki zagotavljajo, da zdravstvena oskrba pacientov ne bo 
prizadeta (Beal in Cappiello 2008). V poglavju priporočil JCAHO navaja, da naj bo vprašanje ugovora vesti tudi del 
zaposlitvenega intervjuja s kandidatom. Če kandidat pričakuje odobritev ugovora vesti, pa to s strani delodajalca 
ni možno, potem lahko delodajalec kandidatu svetuje drugo možnost zaposlitve2. Prav tako je potrebno kandidata 
seznaniti, da bo v primeru nujnih postopkov, od njega zahtevano, da izvede postopke ali oskrbo pacienta, ne glede 
na njegova kulturna, etična ali verska verovanja (Joint Commission on Acreditationn of Healthcare Organisations 
2010). 

Bolnišnica, ki ima akreditacijo mora imeti napisane politike, ki navajajo področja zdravstvene oskrbe oziroma po-
stopke, ki bi lahko bili v konfliktu z verskimi, moralnimi ali etičnimi prepričanju zaposlenih in navedena dovoljenja za 
izključitev iz teh postopkov. Akreditirana bolnišnica mora imeti izdelane protokole, po katerih je prošnja za uveljavi-
tev ugovora vesti obravnavana in postopke ravnanja, ko je prošnja odobrena, da se pacientom zagotovi kakovostna 
zdravstvena oskrba (Joint Commission on Acreditationn of Healthcare Organisations 2010).

Razprava

Področja, kjer se najpogosteje uveljavlja ugovor vesti so po pregledu tuje in domače literature najpogosteje pri 
splavu, pri odvzemu organov mrtvim dajalcem, nato pri prenatalnem in genetskem svetovanju, pri oploditvi z bi-
omedicinsko pomočjo, pri predpisovanju tablet za kontracepcijo, pri zdravljenju obolelih za AIDS-om, pri plastičnih 
– estetskih operacijah, ki niso posledica poškodb ali bolezni.

Zdravstveni delavec lahko uveljavlja ugovor vesti samo v neposredni zdravstveni negi, medtem, ko ugovora vesti 
ne more uveljavljati v posredni zdravstveni oskrbi. Prav tako študentje ne morejo uveljavljati ugovora vesti v pouku, 
razen neposrednega prisostvovanja postopkom. Vsi kodeksi in zakoni pa vsem zdravstvenim delavcem prepovedu-
jejo uveljavitev ugovora vesti v nujnih primerih.

Nekateri medicinski postopki, ki jih izvajajo zdravniki, zahtevajo tudi sodelovanje medicinske sestre, za katero pa je 
tak poseg v nasprotju z njeno vestjo. Večina zakonodaje omogoča medicinskim sestram uveljavljanje ugovora vesti 
za neposredno sodelovanje v postopkih splava in sterilizacije, morda celo sodelovanje v takojšnji pooperativni zdra-
vstveni negi ali urejanje operacijske dvorane, kjer se je izvedel splav. Ne sme pa jim biti dovoljeno, da nasprotujejo 
skrbi za bolnike, ko se ti pripravljajo za operacijo, npr. serviranje hrane ali zagotavljanje stabilizacije pacientovega 
stanja pred operacijo ter zavračanje nadaljnje po-operativne oskrbe.

Pri iskanju zaposlitve v bolnišnici ali kliniki, kjer se opravljajo splavi in sterilizacije, lahko bodoči delodajalec kandi-
date vpraša, če so pripravljeni sodelovati pri vseh medicinskih postopkih, ki se tam opravljajo; negativen odgovor 
ima lahko za posledico nezaposlitev. Bolnišnice ali klinike v politiko zaposlovanja ne morejo vključevati sistemsko 
diskriminacijo na podlagi verskih ali drugih razlogov, vendar je njihova primarna dolžnost zagotavljati, da bolniki 
prejmejo ustrezno in potrebno zdravstveno oskrbo. Če tako npr. velik del njihovih uslužbencev uveljavlja ugovor 
vesti, morajo zaposlovati nove medicinske sestre, ki nimajo ugovora vesti. To pomeni, da postane pripravljenost 

2	 V besedilu standarda ni določeno ali pri njem ali drugje.
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kandidata, sodelovati v teh postopkih »bona fide« zahteva, ki upravičuje zavrnitev drugih, sicer ustreznih kandida-
tov za zaposlitev, ki uveljavljajo ugovor vesti (B. Dickens 2001).

Management je zavezan upoštevati zakonodajo, ki ureja razmerja med delavci, delodajalci in managementom, saj 
gre pri delu zaposlenih v organizacijah za vodeno in odvisno dejavnost, ki je urejena s pravili delovnega prava, ki 
pa ne sme biti ovira za učinkovito izvajanje dejavnosti, s katero se ukvarja organizacija v kateri se delo opravlja 
(Vodovnik 2001). 

Za medicinske sestre in management je pomembno da, ko pride do konflikta med potrebno zdravstveno oskrbo 
pacienta in individualnimi pravicami in dolžnostmi medicinske sestre, da poznajo zakonske osnove in posledice 
ugovora vesti,. Obstaja veliko razlogov, zakaj bi lahko zdravstveni delaveczavrnila, da skrbi za bolnika. Manager se 
mora zavedati povezave med moralnimi dilemami na področju zdravstvenega varstva in pravico izvajalcev, da zavr-
nejo sodelovanje v nekaterih, za njih, spornih postopkih, kakor tudi drugih strokovnih in etičnih razlogov, ki so lahko 
vzrok zavrnitvi, kot so pomanjkanje usposabljanja ali utrujenosti, ki lahko vodi do tega, da zdravstveni delaveczavr-
ne dodelitev oskrbe pacienta (Cady 2008). 

Zaključek

Glede na literaturo je število zdravstvenih delavcev, ki uveljavljajo ugovor vesti v porastu. 

Tako kot so narodi postali bolj etnično in versko raznoliki, kot sta tudi znanost in medicina razvili nove zdravstvene 
intervencije, tako se pojavljajo tudi nove oblike ugovora vesti. Ugovor vesti ni samo vprašanje posameznikov, je 
vprašanje profesije in širše družbe. Preučevanje tega pojava in institucionalni odzivi so potrebni za zaščito pacien-
tov, da bi ne nosili bremen opravičevanja profesionalcev, ki ne želijo več opravljati svojih običajnih storitev.

Udejanjanje zakonske obveznosti managementa do zaposlenih na eni strani ter obveznosti, da uporabnikom zago-
tavljajo pravice do zdravstvenih storitev, lahko to v bodoče pripelje do večjih težav, morda celo do bolj ostrih zakon-
skih opredelitev pravice do ugovora vesti v odnosu do pravice posameznika do ustrezne, pravočasne in kakovostne 
zdravstvene storitve.

Zaščita pravice ugovora vesti izvajalcev zdravstvene dejavnosti, uravnotežena z zaščito pravice pacientov do do-
stopa do informacij ter do storitve, lahko varuje obe pravici. Ali bo to tudi v prihodnje politično in družbeno spreje-
mljivo, bomo še videli.
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Abstract:

The paper provides basic information on conscientious objection for healthcare professionals, patients and health-
care management. Conscientious objection in healthcare is a human right. The task of healthcare management is to 
adequately coordinate the right of a provider to conscientious objection and the patient’s right to healthcare. Areas 
most commonly claimed by conscientious objectors are: abortion, deceased organ donation, genetic counselling, 
ART procedures, contraception and AIDS patient care. Students cannot exercise this in classes with the exception 
of direct attendance during procedures. Codes and laws prohibit conscientious objection in emergency situations.

Introduction

In recent years there have been a growing number of publications announcing an increase in the number of health-
care providers who have invoked conscientious objection and refuse to perform certain jobs and tasks in patient 
care.

The relevance of the issue is also reflected in the fact that on the 7 October, 2010, at the 35th session on the 
initiative of MEP Christine McCafferty (UK), the Council of Europe discussed a report on women’s access to lawful 
medical care - the problem of unregulated use of conscientious objection (Council of Europe, 2010).

A conscientious objection arises in the field of healthcare when a healthcare provider refuses to provide certain 
medical services on the basis of religious, moral or philosophical objections. While the Social, Health and Family 
Affairs Committee of the Council of Europe recognizes one’s right to conscientious objection, it is also deeply 
concerned at the increasing and wide occurrence of conscientious objection practices, especially in the field of 
reproductive healthcare, in many EU member states. It is necessary to strike a balance between the right of consci-
entious objection of an individual not to perform a particular procedure in the process of treatment or diagnosis 
and between the professional responsibility and the right of each patient to access lawful medical care in a timely 
manner (Council of Europe, 2010).

Healthcare professionals have a long tradition of conscientious objection. During that time their professional asso-
ciations have adopted appropriate policies for professional conduct in such cases, written in professional codes or 
standards. Policies, including the Joint Commission on Accreditation of Healthcare Organizations Standards (2010), 
focusing on providing patients with adequate alternative healthcare. These standards have so far worked well in 
the sense that an individual provider can be excluded from the procedure, while the patient is still provided with 
comprehensive healthcare services which is considered socially acceptable and is reflected in legislation and so-
cial healthcare policy. However, in recent years, there has been a threat to patients’ access to these established 
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procedures. There are two types of risk. The first is that treatment will simply be refused, as is the case with the 
refusal of pharmacists to dispense a prescription, the second is more indirect since it involves the stigmatization of 
a socially acceptable intervention - treatment (Olsen, 2007).

Conscientious objection - the broader social context

The European Convention for the Protection of Human Rights and Fundamental Freedoms, adopted by the Coun-
cil of Europe3 in Article 9 - Freedom of thought, conscience and religion provides that the right of conscientious 
objection is recognized in accordance with national laws governing the exercise of that right (Charter of Fundamen-
tal Rights of the European Union, 2007).

Conscientious objection is an objection to one’s own realization, provision of an act, a service, originating from 
conscience (Kravos, 2002). Conscientious objection is one of the forms of so-called disobedience in respect of cer-
tain legal and/or political acts. When exercising a conscientious objection, the individual acts in accordance with his 
or her own conscience, which is generally a non-public act, generally based on one’s moral, religious or other beliefs. 
Legislation can, to a limited extent, allow conscientious objection. However, it should limit it by defining the scope 
of its enforcement and by prohibiting the objector’s interference with the rights of other entities (Šelih, 2001).

The reasons for conscientious objection are, according to Zupančič - Žnidaršič (1998), morally - ethical, religious, 
professionally – deontological or demographic. Cerar (2007) states that conscientious objection is, in some respects, 
similar to civil disobedience and similar to one’s disagreement with legal requirements or restrictions, and that one’s 
conscientious objection is asserted knowingly, usually non-violently, and only as a “last resort” i.e., when he/she (no 
longer) has any legal resources to enforce his/her moral aspirations and also accepts the possibility of being subject 
to legal sanctions. However, unlike civil disobedience, conscientious objection is characterized by the fact that the 
objector acts solely in accordance with his or her personal morals and, therefore, does not appeal to the majority’s 
sense of justice or any other common value. Another associated feature of conscientious objection is that it is not a 
public act or an act of an individual. This does not necessarily signify that such an act is concealed before the public, 
however, it does mean that an individual exercising a conscientious objection consciously asserts only his or her 
individual moral belief, regardless of whether or not it has a following. It is precisely this moral conditionality of the 
individual’s conscientious objection that constitutes an additional distinctive sign in relation to civil disobedience, 
because conscientious objection is not an expression of some (general) political principles and requirements.

Conscientious objection in healthcare – normative aspect

Conscientious objection in healthcare can be defined as the refusal of any member of the healthcare team to par-
ticipate in the provision of a patient’s healthcare process based on their conscience (Dickens 2001). Conscientious 
objection has long been recognized as the domain of physicians as opposed to midwives and nurses. However, they 
have the same right to refuse to cooperate during the procedure itself (Kane 2009).

Most professional associations in healthcare have adopted their own codes of ethics that serve their members as 
guidelines on standards of conduct. On the basis of these principles, positions have been adopted that differ de-
pending on whether they primarily address patients’ rights or those of providers (Beal & Cappiello, 2008).

3	 It was adopted by the Council of Europe on 4 November 1950, and entered into force on 3 September 1953; Slovenia signed the Convention on 4 May 1993 
and ratified it on 28 June 1994.
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In Slovenia, according to the Health Services Act (National Assembly of the Republic of Slovenia, 2019), healthcare 
providers (Article 56) have the right to raise a conscientious objection if it is considered that the intervention is not 
in accordance with his/her conscience and international rules regarding medical ethics.

In EU member states, healthcare providers cannot refuse to provide emergency medical care. Some member states 
also have appropriate monitoring mechanisms in place to facilitate women’s access to lawful healthcare services. 
These measures require that healthcare professionals who raise a conscientious objection report this to their 
employer and that healthcare institutions have to ensure qualified healthcare providers willing to provide care 
(EUNIEFR 2005).

Conscientious objection - right or duty?

From a legal point of view, we are, in most cases, referring to the right of conscientious objection. A conscientious 
objection is legally, as far as legislation permits, indeed manifested and defined as a right, i.e., as a legally covered 
possibility of conduct - in this case, conduct that constitutes an exceptional and permissible deviation from the 
general legal system, based solely on one’s reference to his/her own conscience. In practice this means that in the 
event when one’s conscience imposes an unlawful act, he/she feels and raises awareness of the moral duty to act 
accordingly. However, since this implies being in conflict with the law, and therefore, also with one’s legal conscio-
usness, the person’s final decision and conduct will depend on what will prevail: either the feeling and awareness 
of the moral duty, or the awareness that he/she is obliged to respect the law or, of course, merely the fear of legal 
sanctions (Cerar 2007).

Conscientious objection signifies an act that is in principle unlawful. The reason or motive for such unlawful con-
duct, which stems from one’s personal and moral dimension, becomes legally taken into account by recognizing the 
right to conscientious objection. The right of conscientious objection “de iure” allows for the possibility that in a 
particular case, one’s moral imperative, dictated by his/her conscience or other belief, may prevail over the impera-
tive legal norm (Vernik 2000).

Conscientious objection in relation to others

By invoking conscientious objection, a person influences a wider circle than just his/her intimate seclusion. Vernik 
(2000) believes that by exercising it, the individual no longer remains merely at the level of his or her personal 
sphere, but for reasons that derive from it, interferes with the public sphere by disobeying the legal norm. At the 
same time, the objector may, in exercising this right, also prejudice the legal interests or rights of other individuals.

Kravos (2002) and Dickens (2009) state that all freedoms are restricted by the rights and freedoms of others and are 
also legally restricted. Martinez (2007) says that an objection is not an absolute right to be exempted from further 
obligations, and that professional and institutional obligations to the population also have to be considered.

Professional limitations of invoking conscientious objection

Conscientious objection raised by healthcare professionals must be adhered to, but healthcare providers should not 
object to the provision of indirect health care. Medical and nursing students must not refuse education concerning 
procedures/interventions in which they do not wish to participate, but they may raise conscientious objections 
to perform them under the supervision of a mentor (Dickens and Cook 2000). In an emergency, or if there is an 
imminent threat to a patient’s life, healthcare professionals must provide all necessary care and put aside any con-
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tradictions to their own moral judgments or ethics (Sasso 2008).

In Slovenia, the Health Services Act absolutely prohibits conscientious objection in the field of emergency medical 
care (Požun 2012).

Employers and conscientious objection

Hospitals cannot raise any conscientious objections as an institution, nor discriminate against job applicants who 
would invoke a conscientious objection (Dickens and Cook 2000).

The Standards of the Joint Commission on Accreditation of Healthcare Organisations (2010) stipulate that hospitals 
must have standards in place to recognize employees’ rights not to participate in specific patient care activities, 
and to have policies and procedures in place in such cases to ensure that patient care will not be affected (Beal and 
Cappiello 2008). Under recommendations, JCAHO states that the issue of conscientious objection should also be a 
part of the job interview with a candidate. If the candidate expects conscientious objection to be permitted where 
it is not possible on the part of the employer, then the employer may advise the candidate on another employment 
opportunity4. The candidate should also be advised that, in an emergency, he or she will be required to perform 
procedures or care for the patient, regardless of their cultural, ethical or religious beliefs (Joint Commission on the 
Accreditation of Healthcare Organizations 2010).

An accredited hospital must have written policies that specify areas of healthcare or procedures/interventions that 
may conflict with employees’ religious, moral or ethical beliefs, and provide permissions to be exempt from their 
provision. An accredited hospital must have protocols in place when a request for conscientious objection is being 
considered, along with conduct procedures when the request is granted in order to provide patients with quality 
healthcare (Joint Commission on the Accreditation of Healthcare Organizations 2010).

Discussion

As established by a review of foreign and domestic literature, the areas where conscientious objection is most com-
monly raised are abortions, deceased organ donation, prenatal and genetic counselling, ART procedures, prescripti-
on contraception – the pill, AIDS treatment, and in plastic - aesthetic procedures that are not the result of injury or 
disease. 

A healthcare professional can only raise a conscientious objection in direct nursing care, while a conscientious 
objection cannot be invoked for the provision of indirect care. Similarly, students cannot raise a conscientious 
objection in class unless they are physically present when observing a procedure/intervention. All codes and laws, 
however, prohibit all healthcare professionals from raising a conscientious objection in an emergency.

Some medical procedures performed by physicians also require the participation of a nurse, for whom such inter-
vention conflicts with his/her conscience. Most legislation allows nurses to raise a conscientious objection to par-
ticipate directly in abortion and sterilization procedures, perhaps even to participate in immediate post-operative 
nursing care, or to arrange an operating theatre where the abortion is to be performed. However, they should not 
be allowed to object to patient care in preoperative surgery activities, e.g. serving food or providing stability in a 
patient's condition before surgery or to refuse continued post-operative care.

When seeking employment at a hospital or clinic providing abortions and sterilisations, a prospective employer may 
ask candidates if they are willing to participate in all the medical procedures performed there; a negative response 

4	 The standard does not specify whether with the employer or elsewhere.
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may result in unemployment. Hospitals or clinics cannot include systematic discrimination in employment policies 
on religious or other grounds, but it is their primary duty to ensure that patients receive adequate and necessary 
healthcare. If, for example, a large proportion of their staff members raise a conscientious objection then they 
must employ new nurses who do not have any conscientious objection issues. This means that the willingness of 
a candidate to participate in these procedures is a »bona fide« requirement that justifies the rejection of other, 
otherwise appropriate job applicants who raise any conscientious objections (B. Dickens 2001).

The management is obliged to comply with the legislation governing relations between employees, employers and 
management, since the work of employees in organizations is a managed and dependent activity regulated by the 
rules of labour law which should not be an obstacle for the effective provision of the activity by the organization 
where it is performed (Vodovnik 2001).

It is important for both nurses and management that when a conflict arises between the required medical care of a 
patient and the individual rights and duties of the nurse, that they are familiar with the legal bases and consequ-
ences of conscientious objection. There are many reasons why a healthcare professional might refuse to care for a 
patient. The manager should be aware of the link between moral dilemmas in healthcare and the right of providers 
to refuse to participate in some procedures they consider controversial, as well as other professional and ethical 
reasons that may lead to the refusal, such as lack of training or tiredness that may lead healthcare professionals to 
refuse to provide patient care (Cady 2008).

Conclusion

According to the literature, the number of healthcare professionals raising  conscientious objections is on the rise.

While nations have become more ethnically and religiously diverse, so have science and medicine developed new 
healthcare interventions, along with new forms of conscientious objection. Conscientious objection is not only a 
matter concerning individuals, it is a question of the profession and of society in general. The study of this pheno-
menon and institutional responses are needed to protect patients so that they do not carry the burden  of profe-
ssionals’ justifications, who no longer wish to perform their usual services.

Implementing the management’s legal obligation to employees on the one hand, and the obligation to provide 
users with their right to healthcare services, may in the future lead to greater problems, perhaps even more rigo-
rous legal definitions of the right to conscientious objection in relation to one’s right to appropriate, timely and 
quality healthcare services.

Protecting the right of conscientious objectors, balanced by protecting patients’ right to access information and 
services, can safeguard both rights. Whether this will remain politically and socially acceptable in the future rema-
ins to be seen.
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RAZUMEVANJE TRANSSPOLNOSTI IN  
OBRAVNAVI OSEB S SPOLNO DISFORIJO
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Izvleček

Transspolno zdravje ni duševna bolezen, vendar sta obravnava in skrb za kakovostno in celostno duševno zdravje 
integralen del skrbi za transspolno osebo. Transspolne osebe imajo v različni meri izražen simptom spolne disforije, 
lahko želijo pomoč pri raziskovanju spolne identitete, ali pa imajo tudi pogosto pridružene psihiatrične motnje, kot so 
depresija, samomorilna razmišljanja, tesnoba ter zloraba psihoaktivnih snovi, zlasti alkohola. Psihične stiske se običaj-
no pojavljajo v povezavi s predsodki družbe, kot so odklonilnost, izključenost, tudi sovražnost do ranljive transspolne 
manjšine. Nerazumevanje in nezmožnost prepoznavati spolno identiteto transspolne osebe tudi s strani zdravstvene-
ga osebja lahko bistveno poslabša duševno zdravje, medtem ko sprejemanje spolne raznolikosti pomembno zvišuje 
kakovost življenja. Vloga zdravstvenega osebja je, da pridobi ustrezno znanje na področju terminologije, veščine spol-
ne anamneze in izkušnje na področju transspolne medicine, pri tem pa je izredno pomembno poznati klinična priporo-
čila oziroma standarde skrbi. Obravnava je vedno interdisciplinarna z upoštevanjem bio-psiho-socialnega modela, ne 
samo pri spolni anamnezi, pač pa tudi pri nadaljnjih postopkih zdravljenja.

Ključne besede: Transspolno zdravje, spolna disforija, spolna identiteta, komorbiditeta, družbeni predsodki, stan-
dardi skrbi, interdisciplinarna obravnava in zdravljenje, bio-psiho-socialni pristop.

Uvod

Transspolno zdravje in skrb zanj sta v današnjem času veliko bolj odprti temi. V zadnjem desetletju so postale tran-
sspolne osebe in njihove kompleksne stiske bolj prepoznane. Spolno protislovnost na področju spolne identitete in 
izraznosti ter umeščenosti v socialno okolje danes še vedno vidimo kot edinstveno, vendar zelo slabo razumljeno po-
dročje. V družbi so transspolne osebe s psihičnimi stiskami še vedno stigmatizirane in patologizirane. Ker sta prisotni 
senzacionalnost s strani medijev in napačna predstavljivost celo s strani različnih strokovnjakov na področju medicine, 
posamezne osebe, ki jim ni udobno v biološkem spolu in ki iščejo možnosti modifikacije njihovih teles, da bi dosegle 
zadovoljivo stopnjo identitetnega ravnovesja, pogosto ne najdejo medicinskega zavezništva.

Izrazoslovje

Večina ljudi predvideva, da se različni vidiki spola in spolnosti razvijajo po predvidljivi poti in specifično; da torej genet-
ski spol določa telesne vidike osebe, kar vodi v za spol nedvoumen biološki spol, ta pa vodi v za ta spol konzistentno 
spolno identiteto, v spolno privlačnost do nasprotnega spola in končno v družbeno sprejemljivo spolno vedenje (1).

Večina ljudi verjame, da dobro ve, kaj je spol, vendar se ne zavedajo, da je spol odvisen od številnih dejavnikov. Spol 
namreč ni binaren; binarnost pomeni, da obstajata zgolj dva spola: moški in ženski spol (2). Osebe se lahko nahajajo na 
različnih mestih kontinuuma spola, lahko pa o sebi razmišljajo tudi izven teh okvirjev. Izrazoslovje mira biti natančno 
in znanstveno osnovano (2).
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Spolna identiteta je posamezničina in posameznikova notranja izkušnja ter osebno doživljanje lastnega spola, ki lah-
ko ustreza ali ne ustreza na zunaj razpoznavnim spolnim značilnostim. Če se osebna identiteta osebe ujema s spolom, 
ki ji je bil predpisan ob rojstvu, je oseba cis-spolna. Cis-spolna sta torej dva spola: ženska oziroma feminilna oseba in 
moški oziroma maskulina oseba. Transspolna oseba pa doživlja neujemanje med lastno spolno identiteto in tisto, ki ji 
je bila predpisana ob rojstvu (2, 3). 

Spolni izraz je vidna zunanja predstavitev lastne spolne identitete. Govorimo o feminilnem in maskulinem spolnem 
izrazu. Spolni izraz se uresničuje z oblačili, ličili, frizuro, (ne) britjem poraščenih delov telesa, telesno držo in mimiko, 
vedenjem v javnih in zasebnih družbenih okoljih (2, 3).

Spol, pripisan ob rojstvu je ustreznejša oznaka kot pa biološki spol, katerega raba se opušča. Spolni znaki so tudi 
geni, kromosomi, hormonska zgradba, višina glasu, oblika bokov ipd. Na splošno tako označujemo biološki spol, ki se 
pojavlja pri različnih živalskih vrstah in pri človeku ter se ločuje kot ženski spol (ang. female sex) in moški spol (ang. 
male sex), kot že rečeno večinoma na osnovi bioloških značilnosti spolnega/reproduktivnega sistema. Najenostavnej-
ša definicija biološkega spola bi lahko bila, da je to »matrica« (2. 3. 4).

Genitalije pa predstavljajo samo enega izmed spolnih znakov, to je telesnih značilnosti, s katerimi se rodimo ali se 
razvijajo v odraščanju, in so različne med posameznicami ter posamezniki. Pri interspolnih osebah spolni znaki odsto-
pajo od stereotipnih medicinskih in družbenih pričakovanj, na podlagi katerih se pripiše ženski ali moški spol (2, 3).

Spolna usmerjenost je čustvena, romantična in/ali spolna privlačnost do drugih oseb. Če je spolna privlačnost do 
osebe drugega spola, govorimo o heteroseksualni spolni usmerjenosti (moškega do žensk ali feminilnosti, ženske 
do moških ali maskulinosti). Če pa je privlačnost do istega spola, je spolna usmerjenost istospolna (homoseksualna 
– geji in lezbijke), če je do obeh spolov, je biseksualna, če ni do nobenega spolna, je spolna usmerjenost aseksualna 
(2,3)

Spolna neskladnost (inkongruenca) pomeni neskladje med osebi lastno spolno identiteto in spolom, pripisanim ob 
rojstvu. Ločimo lahko dva vidika: družbeno (med spolno identiteto in spolom, ki ga drugi prepoznavanju kot spol, pripi-
san ob rojstvu). Druga pa je telesna, med spolno identiteto in primarnimi ter sekundarnimi spolnimi značilnostmi (5).

Spolni stereotipi so ideje, vezane na določeno družbo, kulturo in čas, v katerem oseba živi, o različnih značilnostih, ki 
jih moški in ženske imajo ali naj bi jih imeli. Veliko transspolnih oseb se v družbi sooča z zavrnitvijo, sovražnostjo, ker 
odstopajo od spolnih stereotipov (5).

Spolna disforija pomeni nelagodje in stres oziroma trajajočo in izrazito psihično stisko zaradi razhajanja med biološko 
spolno danostjo (zunanji in notranji spolni organi) in notranjim, subjektivnim občutenjem (2,3,4,5,6).

Spolna tranzicija je lahko družbena, kot so sprememba zunanjega videza, vključno s stilom oblačenja ter osebnih 
dokumentov in /ali medicinska: sprememba telesnih značilnosti (2,3,4,5).

Prevalenca in incidenca 

Podatki iz novejše raziskave na populaciji Nizozemske kažejo na prevalenco za transseksualizem, ki je 1 na 11.900 
moških in 1 na 30.40    0 žensk (6).

Iz dosedanjih raziskav sklepamo, da je glede spolne identitete negotovih od 0,5 % do 1,3 % oseb s pripisanim moškim 
spolom ter od 0,4 % do 1,2 % s pripisanim ženskim spolom. Če to prenesemo na celotno človeško populacijo 5,1 bili-
jonov ljudi, starih 15 let in več, pridemo do podatka, da je na svetu 25 milijonov transspolnih oseb (5). Na te podatke 
vplivajo interakcije med biološko danostjo ter vrednotami in normami določene družbe, ki lahko zavrejo proces tran-
zicije (5).
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Etiološke teorije

Sodobne, z dokazi podprte raziskave, se usmerjajo na biološke dejavnike, predvsem na hormone, genetiko in mož-
gane, ki so pomembni za izoblikovanje spolne identitete, manjši pa je poudarek na družbenih dejavnikih (družina, 
starševstvo, vzgoja, vrstniki), vendar se spolna identiteta vedno razvija v družbenem okviru. Raziskave niso potrdile 
neposrednih povezav med vzgojo in spolno neskladnostjo (5).

Pri transspolnih ženskah je bil odkrit polimorfizem gena, ki kodira androgeni receptor, in sklepamo lahko, da imajo te 
osebe atipičen odgovor na testosteron. Atipično nizek testosteron »in utero« naj bi vplival na ključno spolno diferen-
ciacijo možganov (5, 6). Raziskave cerebralne lateralizacije živčnih poti so pokazale višjo prevalenco levo ročnosti pri 
transspolnih osebah v primerjavi z cis-spolno populacijo (5, 6). Glavna področja, ki so vpletena v spolno diferenciacijo 
so hipotalamus, septum »bed nucleus striae terminalis« − BSTc (ki je večje pri moškem), preoptično področje ter 
amigdala (6). Raziskave »post-mortem« pri transspolnih osebah so pokazale na podobnost velikosti možganskega 
jedra BSTc pri transspolnih moških in cis-moških (5,6). Možganske preiskave pri transspolnih moških, ki še niso začeli 
hormonskega zdravljenja, so pokazale na maskulinizirajoče živčne poti, ki so zelo podobne tistim, ki jim je ob rojstvu 
pripisan moški spol (5).

Iz opisanih najnovejših dognanj je torej razvidno, da je nevrobiologija možganov pomemben predispozicijski dejavnik 
za spolno neskladje. 

Transspolno zdravje 

Transspolne osebe menijo, da njihova spolna identiteta ni »motena«; njihova percepcija je, da je transspolnost 
preprosto stanje, ne pa zdravstven problem ali psihiatrična motnja. Trdijo tudi, da raba tega izraza krepi lažne negativ-
ne stereotipe o ljudeh z nelagodjem spola ter jih tako dodatno stigmatizira (7, 8). Transspolne osebe so izpostavljene 
večjemu tveganju, da se jim v zgodnji dobi pripiše diagnozo druge duševne motnje v primerjavi s splošno populacijo, 
zlasti motnjo iz avtističnega spektra ali čustveno nestabilno osebnostno motnjo, preden zmorejo »odkriti« jezik in po-
gum, da ustrezno opišejo konfliktnost spola (7, 8). Veliko jih ima dobro duševno zdravje. Težave z duševnim zdravjem 
se obravnavajo enako kot v splošni populaciji (7, 8). Sodobna klasifikacijska sistema (APA DSM V (ameriškega psihia-
tričnega združenja) in MKB – 11 bolj ustrezno opišeta stiske transspolnih oseb,

V ameriški klasifikaciji duševnih motenj ameriškega psihiatričnega združenja DSM V (American Psychiatric Associa-
tion – APA: Diagnostic and Statistical Manual of Mental Disorders) je bila prejšnja diagnoza Motnja spolne identitete 
(Gender Identity Disorder - GID) nadomeščena z diagnozo Spolna disforija (Gender Dysphoria – GD (10). Oseba ima to 
diagnozo, dokler traja klinično ugotovljena duševna stiska oz. distres v družbeni tranziciji in/ali medicinski tranziciji. 
Predviden je tudi označevalec posttranzicija, tj. po genitalnih operacijah, ko poteka naprej hormonsko zdravljenje 
(9, 10). GD vključuje tudi nebinarne osebe. Identiteta/e in tranzicija nista nujno vezani na »nasprotni spol«, pač pa 
na katero koli identiteto na spektru spola (gender), vključujoč samoidentifikacijo kot nebinarna oseba ali brezspolna 
(agendered) oseba (9, 10). Iz Mednarodne klasifikacije bolezni MKB – 11 (2018) je odstranjena diagnoza Transseksua-
lizem, v 17. poglavju pa je zapisano: Stanja, povezana s spolnim zdravjem, nadomeščena s Spolna inkongruenca, ki tudi 
vsebuje nebinarne spolne identitete. Omenjeno stanje pa mora trajati obdobje več mesecev (9, 10).

Diagnoza torej ne bi smela povzročati dodatne stigmatizacije ali kratenja človekovih pravic transspolni h oseb. Leta 
2010 je Svetovno združenje za transspolno zdravje – WPATH (World Professional Association For Transgender Health) 
sprejelo dokument, v katerem se zavzema za »depsihopatologizacijo« spolne neprilagojenosti. Strokovnjaki so po-
udarili, da je »izraznost spolnih značilnosti, vključno s spolnimi identitetami, ki niso stereotipno povezane s spolom, 
pripisanim ob rojstvu, običajen in kulturološko raznolik človeški fenomen, ki ne bi smel biti obsojan kot patološki ali 
negativen (11, 12).
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Razrešitev spolne disforije se vedno razvijajo v interakciji specialista duševnega zdravja. Najprej so potrebna podrobni 
anamneza, ocena stresa in morebitnih komorbidnih stanj, ki jih je potrebno zdraviti (5, 7, 8, 13). Evalvacija raziskav 
30-letnega sledenja (follow-up) po kirurški rekonstrukciji genitalij je pokazala, da so učinkovitost in ugodni izidi vezani 
na multidisciplinarno obravnavo in zdravljenje (14).

Komorbidne motnje so depresija, tesnobna stanja, bolezni odvisnosti in samomorilno vedenje. Prevalenca samopo-
škodbe, samomorilnih poskusov in samomora je višja med transspolnimi osebami v primerjavi s splošno populacijo. Ne-
uspeli samomorilni poskus je lahko prvi pokazatelj spolne disforije in ga je potrebno obravnavati z vso odgovornostjo 
(15, 16, 17,18). Tako imenovane »konverzijske« terapije z namenom prepričati transspolne osebe, da se odpovedo 
svoji spolni identiteti in se identificirajo s spolom, pripisanim ob rojstvu, predstavljajo psihološko nasilje in lahko nada-
lje pospešijo samomorilne tendence (15).

Vloga psihiatra je, da postavi pravo diagnozo osebi s izraženo spolno disforijo, da pravilno diagnosticira komorbidna 
psihiatrična stanja in jih ustrezno zdravi, da svetuje osebi glede terapevtskih možnosti in njihovih izidov, da se do-
govori glede psihoterapevtskega procesa, da oceni primernost in pripravljenost osebe za hormonsko in/ali kirurško 
zdravljenje, da pripravi priporočilna pisma za ostale člane interdisciplinarnega konzilija, da je član profesionalnega 
tima, da izobražuje družinske člane, zdravstvene institucije, medije in javnost ter da spremlja osebo po končanem 
kirurškem zdravljenju (16, 17, 18, 19, 20).

Raba jezika 

Primerna raba jezika (imena, zaimkov) je za transspolne osebe zelo občutljiva zadeva in je vedno vezana na samo-i-
dentifikacijo. Pomen besed je lahko relacijski, situacijski in odvisen od konteksta in kulture. Jezik ima močno vlogo pri 
javnem nastopu in psihološkem vplivu na ljudi. V pogovoru z osebami z različnimi spolnimi identitetami in izrazi, torej 
tudi z nebinarnimi osebami, je še posebej pomembno, da je besedišče spoštljivo, nepatologozirajoče, upoštevajoče 
potrebe posamezne osebe ter v skladu s standardi človekovih pravic. Transspolne osebe žal (pre)pogosto poročajo, da 
v družbenem okolju doživljajo komunikacijo, ki je diskriminatorna, marginalizirajoča, zlorabljajoča, ki jih potisne v hudo 
psihično stisko in čustveno nestabilnost (21, 22, 23, 24).

Da bi presegli to danost, je potrebno upoštevati priporočila WPATH, ki promovirajo spoštovanje, spoštljivost in enakost 
za transspolne, transseksualne in spolno raznolike osebe v določeni kulturi. da se mora uporabljati afirmativen jezik, 
kot so spolna in telesna raznolikost, trans ljudje, oseba z diagnosticirano spolno disforijo, ne sme uporabljati besed, 
kot so motena, abnormalna, transseksualna oseba, cis-spolna oseba, oseba, ki se identificira kot ženska ali moški, 
posmehljivih navednic »punca«, »fant«, nikoli vnaprej ne smemo sklepati o spolni identiteti in /ali spolni usmerjenosti 
(21, 22, 23, 24).

Smernice zdravljenja za osebe s spolno disforijio 

Smernice upoštevajo epidemiološke izsledke, diagnostično nomenklaturo, vlogo specialistov s področja zdravja, obrav-
navo odraslih, otrok in mladostnikov, psihoterapevtsko obravnavo, kriterije za hormonsko in kirurško fazo zdravljenja 
(dojke, genitalije), učinke teh zdravljenj, tranzicijo, obdobje po tranziciji ter pooperativno sledenje. Kriteriji za primer-
nost in pripravljenost posamezne transspolne osebe za postopke zdravljenja so minimalen standard, saj je potrebno 
upoštevati specifično anatomsko, psihološko in družbeno situacijo posamezne osebe (11, 12). 
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Otroci in mladostniki s spolno disforijo

V zadnjem času narašča število otrok in mladostnikov oz. mladostnic z dilemami o konvencionalnih spolnih pričako-
vanjih, ki in iščejo prepoznavanje in sprejetje njihovih spolnih raznolikosti in ki si želijo »razvijati« telo, ki je skladno 
njihovim občutkov glede spola. Strokovnjaki jim moramo zagotoviti sprejemajoč odnos, spodbudo pri raziskovanju 
spolne identitete in izraznosti, z vso resnostjo zdraviti pridružene psihiatrične motnje ter poleg tega nujno vključiti in 
izobraževati družino, ki se znajde v zelo stresni situaciji (25, 26). 

Etični vidiki ohranjanja reproduktivnih funkcij 

Etična komisija Ameriškega združenja za reproduktivno medicino je v publikaciji o dostopnosti informacij glede mož-
nosti ohranjanja plodnosti pri transspolnih osebah podala mnenje, da izključno dejstvo transspolne identitete oz. 
statusa avtomatično ne izključuje transspolne oseb, da so seznanjene z možnosti ohranjanja plodnih celic in zlasti pri 
transspolnih moških ohranjanja ali donorstva le-teh (28, 29, 30, 31). Raziskave niso potrdile neustrezne vzgoje otrok, 
katerih starši so transspolne osebe (32, 33).

Pravno priznanje spola 

Pravno priznanje spola je postopek spremembe imena ter uradnih podatkov o spolu v uradnih dokumentih in registrih 
z namenom priznanja spolne identitete posamezne osebe. Pravno priznanje spola naj bi temeljilo na enem samem 
izhodišču: samoidentifikaciji osebe in osebni odločitvi za ta postopek. Tak postopek je reverzibilen, saj ni pogojen z 
ireverzibilnimi medicinskimi posegi. Tako je dostopen tudi osebam, ki ne želijo potrditi svojega spola na tesni ravni 
z medicinskimi posegi, in osebam, pri katerih ti posegi niso mogoči, npr. zaradi določenih kroničnih bolezni in stanj 
(34-44). Postopek pravnega priznanja spola ne sme ustvarjati konflikta med človekovo pravico do pravnega priznanja 
spola (človekova pravica do zasebnega življenja) in drugimi temeljnimi pravicami (človekove pravice do osebnega 
dostojanstva, nedotakljivosti telesne in duševne celovitosti, zasebnosti, varnosti in zdravja) (33-43).

Zaključek

Obravnava transspolnih oseb s spolno disforijo je kompleksen in multidisciplinaren proces, ki mora biti dovolj struk-
turiran, da omogoča natančno diagnostiko in diferencialno diagnostiko ter smiselno izpeljavo vseh terapevtskih po-
stopkov, katerih cilj je usmerjen ne le v zmanjšanje disforije same, ampak omogoča tudi celosten osebnostni razvoj ob 
ustreznem psihoseksualnem razvoju. Po drugi strani pa mora biti ves postopek dovolj individualiziran, saj osebe s spol-
no disforijo pot v različni meri predhodno že same ter s pomočjo različnih podpornih skupin predelujejo svoje stiske in 
si do različne mere želijo medicinske pomoči. Pri tem je nujno potrebno, da ima vso zdravstveno osebje do transspolnih 
oseb spoštljiv odnos ter ustrezno znanje in izkušnje na področju transspolne medicine (11). Celostno razumevanje 
kompleksnih bio-psiho-socialnih procesov, ki botrujejo razvoju spolne disforije in jo spremljajo ter pogosto podpirajo, je 
nujno, da kot strokovnjaki tem osebam pomagamo ne le pri raziskovanju samih sebe in celovitejšem umeščanju v širši 
družbeni kontekst, temveč z edukacijo v širši skupnosti širimo znanje in razumevanje za te morda še do nedavnega 
manj razumljene ali celo tabuizirane pojave.
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Uvod

Etika je filozofska veda o dobrem in zlu, je skupek moralnih principov in moralnega vrednotenja o tem, k čemu naj bo 
človek zavezan pri moralnih presojah in odločitvah. Opredeljuje sposobnost človeka, da postavlja vrednostne sodbe 
na osnovi razuma, kako človek z zavedanjem o »prav« in »narobe«, o »dobrem in zlu« deluje v družbi, odnosu do 
soljudi, okolja in sebe (1). V stari Grčiji so o etiki pisali Sokrat, Platon, Aristotel, pozneje pa Rousseau, Kant, Fromm, 
Beuchamp, Childress ... Znan je Frommov postulat, da nobena institucija ali stvar ni višja od katerega koli posame-
znika (2). 

Etika v medicini (bioetika)

Začetek normativne etike v medicini predstavlja Hipokratova prisega iz 5. stoletja pr. n. št. Od takrat do danes je bilo 
napisanih in sprejetih veliko priporočil, kodeksov in deklaracij o etiki v medicini. Poleg Ženevske deklaracije, sprejete 
na skupščini Svetovnega zdravniškega združenja 1948 in nazadnje posodobljene 2006, imamo v Sloveniji sprejeta 
kodeksa zdravniške etike Slovenskega zdravniškega društva in zdravniške zbornice Slovenije ter iz leta 2016 ko-
deks Medicinske deontologije Slovenije. V pomoč pri etičnih vprašanjih in dilemah imamo tudi številne priročnike, 
kot so »Priročnik zdravniške etike« Svetovnega zdravniškega društva, »Etična priporočila za odločanje o paliativni 
oskrbi bolnika ob koncu življenja v intenzivni medicini« Slovenskega združenja za intenzivno medicino in komisije 
RS za medicinsko etiko ter številne druge. Etična vprašanja obravnavajo tudi komisije za strokovna etična vprašanja 
v Kliničnih centrih, inštitutih, bolnišnicah ter na državni ravni Komisija RS za medicinsko etiko. Na žalost nam pripo-
ročila, kodeksi in deklaracije ne morejo rešiti etične dileme, pri kateri moramo izbirati med dejanji, od katerih nobeno 
ni brez neželenih posledic (3). 

Model štirih temeljnih etičnih načel

Tom L. Beuchamp in James F. Childress sta zasnovala model štirih temeljnih etičnih načel.

1.	Neškodovanje (zdravnik naj bolniku ne aktivno in ne pasivno z opustitvijo vkrapanja ne škoduje);
2.	Dobronamernost (zdravnik deluje v interesu bolnika za ohranjanje ali povrnitev zdravja, zmanjšanja bolečin in 

trpljenja);
3.	Pravičnost (zagotovljena enaka in nepristranska obravnava vseh bolnikov);
4.	Avtonomija (pravica bolnika, da sam odloča in se opredeljuje glede izbire zdravljenja).

Navajata še druga pravila in dolžnosti, kot so držanje obljub, zaščita zasebnosti, dolžnost sporočanja resnice (res-
nicoljubnost), predvsem pomembna za izpolnitev načela avtonomije (4 in 5). Navedena načela so sicer obvezujoča 
in smo jih dolžni spoštovati, razen ko so med seboj v neposrednem konfliktu. Pogosto sta namreč lahko sporočanje 
resnice in avtonomija bolnika v nasprotju z neškodovanjem in dobronamernostjo. Zdravnik lahko oceni, da popolno 
poznavanje resnice ni v interesu bolnika (bojazen, strah, upanje, samomorilnost ...) (4 in 5). Takemu etičnemu pristo-
pu reševanju konflikta resnicoljubnosti in dobronamernosti smo nagnjeni tako pri nas kot tudi v večjem delu Evrope, 
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za razliko od ZDA, kjer večji pomen dajejo avtonomiji bolnika ter zelo odkritem pogovoru o zdravstvenem stanju in 
prognozi bolezni (6).

Ginekološki raki 

V ožjem pomenu v ginekološke rake prištevamo rak zunanjega spolovila (vulve 4 %), rak nožnice (vagine >1 %), rak 
materničnega vratu (cerviksa uterusa >10/100000), rak materničnega telesa (endometirja 21/100000), rak jajčni-
ka, jajcevoda in peritoneja (ovarija, tube uterine 16-18/100000) (7). Za določitev stadija bolezni uporabljamo FIGO 
klasifikacije (stadiji od 1A do 4B) in TNM klasifikacijo. Načeloma napredovale oblike bolezni klasificiramo v FIGO 
stadije od 3 do 4. Da bi zagotovili etično načelo pravičnosti, vse bolnice z ginekološkim rakom obravnavamo timsko 
(ginekologi, onkointernisti, radioterapevti, patologi ...) na ginekološko-onkoloških konzilijih v terciarnih zdravstvenih 
ustanovah. Ginekološko-onkološki konzilij UKCL skupaj z OI poteka na Kliničnem oddelku za ginekologijo (KOG – 2. 
nadstropje UKCL), vsak ponedeljek od 9. ure dalje. Na konziliju povprečno pregledamo okoli 15 bolnic in več kot 30 
dokumentacij z namenom določitve diagnoze stadija bolezni, preiskav ter načina zdravljenja in sledenja. Zdravljenje 
bolnic z ginekološkim rakom je kompleksno in zahtevno. V Sloveniji so nam na voljo vse sodobne oblike zdravljenja 
za vse bolnice, ki tako zdravljenje potrebujejo. Pri določitvi načina zdravljenja upoštevamo smernice in priporočila 
za zdravljenje ginekoloških rakov Evropskega združenja ginekološke onkologije (EZGO) ter Slovenske smernice in 
priporočila za obravnavo ginekoloških rakov (smernice za obravnavo bolnic z rakom materničnega vratu v Sloveniji, 
smernice za obravnavo bolnic z rakom jajčnika, jajcevoda in primarnim seroznim peritonealnim rakom, priporočila za 
obravnavo bolnic z rakom materničnega telesa). Z namenom izobraževanja organiziramo vsakoletne šole ginekolo-
škega raka na OI. 

Zdravljenje ginekoloških rakov je kirurško, sistemsko (kemoterapija, hormonska terapija, terapija z biološkimi in 
tarčnimi zdravili, imunoterapija), z obsevanjem (radioterapija), pogosto kombinirano in paliativno. Prvo zdravljenje 
ima za cilj ozdravitev. Pri tem je tudi iz etičnega vidika potrebno upoštevati starost bolnic, pridružene bolezni, sploš-
no stanje bolnic (WHO klasifikacija) ter želje in pričakovanja bolnic. S tako obravnavo poskušamo zadostiti etičnim 
načelom dobronamernosti in kot je le možno tudi načelu neškodovanja. Posebne etične dileme pa odpirata diagno-
stika in zdravljenje starejših bolnic z ginekološkim rakom, ker so prisotne številne pridružene bolezni, ki omejujejo 
ali celo onemogočajo specifično zdravljenje. Z etičnega vidika je velikokrat vprašljiva uporaba invazivne diagnosti-
ke, če specifično zdravljenje ni možno. V takih primerih se konzilij primarno odloča ter priporoča simptomatsko in 
paliativno zdravljenje.   

Ponovitev rakaste bolezni je neozdravljiva in je zdravljenje vedno paliativno. Cilja sta zazdravitev bolezni ter po-
daljšanje in dvig kakovosti življenja. Paliativno zdravljenje ponovitve ginekološkega raka je lahko enako tistemu 
pri prvem zdravljenju bolezni. Kirurško paliativno zdravljenje je lahko zelo mutilantno (egzeteracija) s formiaranjem 
črevesne in/ali urostome, s ciljem zazdravitve. S ciljem razreševanja znakov in simptomov napredovanja bolezni in 
zmanjšanja bolečine in trpljenja pa uporabljamo manj radikalne kirurške posege (pleuralna punkcija in plevrodeza – 
če je pričakovana življenjska doba več kot 3 mesece, razreševanje ileusa, punkcija in drenaža ascitesa, zdravljenje 
maligne rane ...) (8). Neprecenljiva je vloga medicinske sestre v oskrbi maligne rane, uro in/ali črevesne stome s 
ciljem zmanjševanja sekrecije in vonja. Tako kot za zdravnika je tudi za medicinsko sestro pomembno, da premore 
veliko empatije do bolnic z rakom. Ves čas, sočasno s specifičnim zdravljenjem, z zdravili, prehranskimi dopolnili in 
po potrebi parenteralno prehrano ter fizioterapijo zdravimo spremljajoče znake in simptome (bolečina, VTE, anemija, 
slabosti, bruhanje, oslabelost, dispnea, osteoporoza ...). 
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Paliativna obravnava

Paliativna obravnava je celostna obravnava bolnic z neozdravljivo boleznijo, podpora njihovih bližnjih in je standar-
dni del oskrbe bolnic z rakom. Zvišuje možnost za kakovostnejše in daljše življenje. Paliativna oskrba obsega palia-
tivno medicino in paliativno nego ob psihosocialni in duhovni podpori (9 in 10). Paliativna obravnava je timsko delo, 
ki ga sestavljajo zdravnik specialist in medicinska sestra z znanji iz paliativne oskrbe ter vključuje še patronažno 
medicinsko sestro, kliničnega psihologa, fizioterapevta, dietetika, socialnega delavca, prostovoljce in druge. S ciljem 
razvoja in napredka paliativne obravnave se formirajo paliativni timi in oddelki v zdravstvenih ustanovah. Formiran 
je tudi Državni program paliativne oskrbe Slovenije, ki je umestil paliativno oskrbo v državni program obvladovanja 
raka, sprejet na Vladi RS 2010 (11).

Ko ni več moč pričakovati ozdravitve ali zazdravitve bolezni, nam je na voljo le paliativna oskrba z lajšanjem simpto-
mov in znakov bolezni s ciljem zmanjšanja trpljenja. Nikoli ni etično ali sprejemljivo opustiti ali odtegniti paliativno 
oskrbo. Zdravljenje, ki je bolniku bolj v breme kot v korist, etično ni utemeljeno in takrat postane prednostna naloga 
omogočiti takemu bolniku dostojno slovo brez trpljenja (12).

Zaključek 

Obravnava in zdravljenje bolnic z napredovalim ginekološkim rakom poteka po visokih strokovnih in etičnih standar-
dih, upoštevajoč štiri temeljna etična načela dobrodelnosti, neškodovanja, pravičnosti in avtonomije (4 in 5). Pod 
enakimi pogoji je najsodobnejše specifično zdravljenje po Evropskih in domačih strokovnih smernicah in priporočilih 
dostopno vsem bolnicam, zbolelim za ginekološkim rakom. Več je še potrebno postoriti za večjo dostopnost do 
celovite paliativne obravnave za vse bolnice z ginekološkim rakom. V ta namen je potrebno povečati kadrovske, 
prostorske in organizacijske zmogljivosti. Za reševanje etičnih vprašanj in dilem so nam poleg številnih priročnikov, 
kodeksov in deklaracij na voljo še mnenja komisij za strokovna in etična vprašanja v zdravstvenih ustanovah ter 
Komisije za medicinsko etiko RS. 
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Introduction

Ethics is a philosophical science of good and evil and is a set of moral principles and moral evaluations to which 
one should be bound by moral judgments and decisions. It defines a person's ability to make value judgments on 
the basis of reason, how a person, with an awareness of »right« and »wrong«, of »good and evil«, operates in 
society in relation to people, the environment and himself (1). In ancient Greece, Socrates, Plato, Aristotle, and later 
Rousseau, Kant, Fromm, Beauchamp and Childress wrote about ethics ... Fromm's postulation states that that no 
institution or thing is higher than any individual (2).

Ethics in Medicine (Bioethics)

The beginning of normative ethics in medicine is represented by the Hippocratic Oath of the 5th century BC. Since 
then, many recommendations, codes and declarations on ethics in medicine have been written and adopted. In ad-
dition to the Geneva Declaration, adopted at the World Medical Association Assembly in 1948 and last updated in 
2006, Slovenia has adopted the codes of medical ethics of the Slovenian Medical Association, the Medical Chamber 
of Slovenia and the 2016 Code of Medical Deontology of Slovenia. We also have a number of guidelines to help 
with ethical issues and dilemmas, such as the »Medical Ethics Handbook« published by the World Medical Society, 
»Ethical Recommendations for Deciding Palliative Care of Patients at the End of Life in Intensive Care« issued by 
the Slovenian Intensive Medicine Association and the RS Ethics Commissions, and many others. Ethical issues are 
also discussed by committees for professional ethical issues at clinical centres, institutes, hospitals and at national 
level by the Commission of the Republic of Slovenia for Medical Ethics. Unfortunately, recommendations, codes and 
declarations cannot resolve the ethical dilemma of choosing actions that are not without undesirable consequen-
ces (3).

Model of Four Ethical Principles

Tom L. Beauchamp and James F. Childress designed a model of four fundamental ethical principles.

1. Non-harming (the doctor should not harm the patient, neither actively or passively, by omitting implantation)
2. Benevolence (the physician acts in the patient's interest by maintaining or restoring health, reducing pain and suffering)
3. Equity (equal and impartial treatment of all patients ensured)
4. Autonomy (patient's right to decide and also decide on choice of treatment)

They cite other rules and obligations, such as keeping promises, protecting privacy, the obligation to tell the truth 
(truthfulness), especially important when fulfilling the principle of autonomy (4 and 5). These principles are, howe-
ver, binding and we are obliged to respect them, except when they are in direct conflict with one another. Often, 



62    |    ETIČNI IZZIVI V GINEKOLOGIJI, PERINATOLOGIJI IN REPRODUKTIVNI MEDICINI

truth-telling and patient autonomy can often be at odds with the notion of harm and benevolence. A doctor may 
consider that full knowledge of the truth is not in the patient's interest (fear). Fear and benevolence is also present 
in our case, as well as in much of Europe, as opposed to the US where greater emphasis is placed on patient auto-
nomy where health issues and disease prognoses are treated very frankly (6).

Treating Patients with Gynaecological Cancer

In its narrower sense, gynaecological cancers include external genital cancer (vulva 4%), vaginal cancer (vagina> 
1%), cervical cancer (cervix of the uterus > 10/100000), endometrial cancer (endometrium 21/100000), ovarian 
cancer, fallopian tube and primary peritoneal cancers (ovary and uterine tubes 16-18 / 100000) (7). To determine 
the stage of a disease, we use the FIGO classification (stages 1A to 4B) and the TNM classification. In principle, 
advanced forms of the disease are classified in FIGO stages 3-4. In order to ensure the ethical principle of justice, 
all gynaecological cancers are treated by teams (gynaecologists, onco-internists, radiotherapists and pathologists), 
by the Gynaecologic Oncology Board in tertiary health care institutions. The  UMCL Gynaecologic Oncology Board, 
together with the Institute of Oncology Ljubljana (OI), is held at the Clinical Gynaecology Unit (KOG - 2nd Floor 
UKCL), every Monday from 9am. On average, the Board examines about 15 patients and more than 30 files determi-
ne the diagnosis of the stage of the disease, and recommends particular treatment and follow-up procedures. The 
treatment of gynaecological cancer patients is complex and demanding. In Slovenia, all modern forms of treatment 
are available for all patients who require such treatment. When determining the method of treatment, we follow 
the guidelines and recommendations for the treatment of gynaecological cancers stipulated by  the European Soci-
ety of Gynaecologic Oncology (ESGO), as well as the Slovenian guidelines and recommendations for the treatment 
of gynaecological cancers (guidelines for the treatment of patients with cervical cancer in Slovenia, guidelines for 
the treatment of patients with ovarian cancer, fallopian tube and primary serous peritoneal cancers and recommen-
dations for the treatment of patients with uterine cancer). For educational purposes, we organize annual schools 
in gynaecological cancer at the Ol.

The treatment of gynaecological cancers is surgical, systemic (chemotherapy, hormone therapy, biological and tar-
geted drug therapy and immunotherapy), with radiation (radiotherapy) and often combined and palliative. The first 
aim of the treatment is to heal. Ethical considerations also need to take into account the age of the patient, any 
associated diseases, the general status of the patient (WHO classification), and the wishes and expectations of the 
patient. Such treatment seeks to satisfy the ethical principles of benevolence and, as far as possible, the principle 
of causing the least possible harm. Specific ethical dilemmas open up the diagnosis and treatment of older patients 
with gynaecological cancer because there are many associated diseases that limit or even prevent specific tre-
atment. From an ethical point of view, the use of invasive diagnostics is often questionable if specific treatment is 
not possible. In such cases, decisions and recommendations are primarily for symptomatic and palliative treatment.

The recurrence of cancer is incurable and treatment is always palliative. The goal is to cure the disease and to 
extend and improve the quality of life. Palliative treatment for the recurrence of gynaecological cancer may be 
the same as that for the initial treatment of the disease. Surgical palliative treatment can be highly mutilating 
(exenteration) with bowel and / or urostomy formation, with the aim of healing. In resolving signs and symptoms of 
disease progression and to reduce pain and suffering, less radical surgery is used (pleural puncture and pleurodesis 
- if life expectancy is more than 3 months, resolution of ileus, punctures and drainage of ascites and treatment of 
malignant wounds etc.) (8). The role of the nurse in the care of malignant wounds, urinary and / or intestinal stoma 
is invaluable in order to reduce secretion and odour. As with doctors it is also important for nurses to have a lot of 
empathy for cancer patients. At all times, complementary with specific treatment, medications, nutritional supple-
ments and, where appropriate, parenteral nutrition, and physiotherapy, accompanying signs and symptoms (pain, 
VTE, anaemia, nausea, vomiting, weakness and dyspnea, osteoporosis etc.) are treated.
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Palliative Care

Palliative care is the holistic treatment of patients with incurable diseases and the support of their loved ones 
and is an integral part of care for cancer patients. This increases the chances for a better quality and longer life. 
Palliative care comprises palliative medicine and palliative care with psychosocial and spiritual support (9 and 10). 
Palliative care means teamwork consisting of a specialist doctor and a nurse with skills in palliative care, and in-
cludes a community nurse, a clinical psychologist, a physical therapist, a dietitian, a social worker, volunteers and 
others. With the aim of developing and advancing palliative care, palliative teams and departments are formed in 
healthcare facilities. A National Palliative Care Programme of Slovenia has been established and this has placed 
palliative care in the national cancer control programme which has been adopted by the Government of the Repu-
blic of Slovenia 2010 (11).

When it is no longer possible to expect a cure, only palliative care is available to relieve the symptoms and signs of 
the disease with the aim of reducing suffering. It is never ethical or acceptable to abandon or withhold palliative 
care. Treatment that is more of a burden than beneficial to the patient is not ethically justified, and it then becomes 
a priority to allow such a patient a decent departure without causing any suffering (12).

Conclusion

The treatment, and treatment of patients with advanced gynaecological cancer, is of a high professional and ethical 
standard, taking into account the four fundamental ethical principles of charity, harm, justice and autonomy (4 and 
5). Under the same conditions, state-of-the-art specific treatment is available to all patients with gynaecologic 
cancer, in accordance with European and national expert guidelines and recommendations. More needs to be done 
to improve access to comprehensive palliative care for all gynaecologic cancer patients. To this end, it is necessary 
to increase staff, space and organisational capacities. In addition to numerous manuals, codes and declarations, the 
Ethics Committee and the Medical Ethics Committee of the Republic of Slovenia are available to resolve any ethical 
issues and dilemmas.
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Uvod

Absolutni uterini vzrok neplodnosti kot posledica odsotnosti ali nefunkcionalnosti maternice je bil do sedaj edini 
vzrok neplodnosti, ki ga ni bilo možno zdraviti. Lahko je posledica popolne odsotnosti maternice zaradi kongenital-
nega ali kirurškega vzroka, lahko pa gre za anatomske ali funkcionalne nepravilnosti, ki onemogočajo ugnezdenje 
zarodka ali donositev. Presaditev maternice je edino možno zdravljenje žensk z absolutnim materničnem vzrokom 
neplodnosti. Obstaja tudi možnost nadomestnega materinstva, ki pa v Sloveniji ni dovoljeno. Čeprav je to novo 
zdravljenje neplodnosti še vedno v fazi raziskovanja in v kliničnih preizkušanjih, se kljub kirurški zahtevnosti hitro 
razvija.

Najpogostejša je kongenitalna odsotnost maternice zaradi Müllerjeve agenezije, znana kot Mayer-Rokitansky-
-Küster-Hauser sindrom.

Kirurška odstranitev maternice je v reproduktivnem obdobju redka, izjemoma pa se lahko opravi zaradi simpto-
matskih, neoperabilnih velikih miomov, raka materničnega vratu ali endometrije, sarkoma ali zaradi življenja ogroža-
jočih porodniških krvavitev, kot so atonija po porodu, ruptura maternice ali po komplikacijah placentacije.

V prihodnosti je možno pričakovati, da se bo presaditev maternice lahko opravila tudi pri ženskah s hipoplastično 
maternico in z enorogo ali dvorogo maternico z ireverzibilno neplodnostjo. Drugo skupino bodo lahko predstavljale 
ženske z obsežno adenomiozo, intrauterinimi adhezijami ali po obsevanju male medenice. Možna je še skupina pa-
cientk z uterinim vzrokom neplodnosti s številnimi neuspelimi prenosi zarodkov v postopku zunajtelesne oploditve 
(1).

Kirurške tehnike in rezultati presaditve maternice

Prva presaditev maternice pri človeku žive darovalke je bila izvedena leta 2000. Zaradi suboptimalnih kirurških 
rešitev je prišlo do nekroze maternice in jo je bilo potrebno odstraniti. Kljub neuspešni prvi transplantaciji se je za-
nimanje nadaljevalo in številne raziskovalne skupine so pričele izpopolnjevati kirurške tehnike na živalskih modelih. 
Hkrati so se usmerili tudi v raziskave izboljšanja imunosupresivne terapije, preprečevanja zavrnitvene reakcije in 
izboljšanja izhoda nosečnosti. 

Leta 2011 so opravili drugo presaditev maternice mrtve darovalke. Kljub temu, da je bila operacija kirurško 
uspešna in se je po presaditvi vzpostavila spontana menstruacija, ni prišlo do zanositve.

Najbolj sistematično se je lotila presaditve maternice švedska skupina. Po številnih etičnih dilemah je bila odo-
brena klinična raziskava in opravili so 9 presaditev maternic živih darovalk. Kirurški postopki so bili v celoti financi-
rani iz sredstev zasebnih donatorjev.

Pri vseh darovalkah so opravili mediano laparotomijo z disekcijo globokih ovarijskih – materničnih ven in materničnih 
arterij, vključno s segmenti notranjih iliakalnih žil. Pridobitev žilnega peclja je kirurško zelo zahteven postopek, zato 
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je odvzem maternice z žiljem potekal 10 do 13 ur. Kljub dolgo trajajoči operaciji ni bilo resnih pooperativnih zapletov 
in darovalke so bile odpuščene 6. dan po operaciji. V enem primeru so poročali o zapletu z ureterovaginalno fistulo 
14. dan po operaciji, ki so jo oskrbeli in v prihodnosti darovalka ni imela trajnih posledic.

Pri prejemnicah so opravili termino-lateralne anastomoze štirih segmentov notranjih ilikalnih žil na zunanje iliakal-
ne žile prejemnice, vaginalno anastomozo in fiksacijo presadka na sakrouterini, lastni jajčnikov in široki maternični 
ligament (2).

Operativni postopek pri prejemnicah je trajal 4 do 6 ur. Iz bolnišnice so bile odpuščene med 4. in 9. dnem po opera-
ciji. Uspešnost kirurškega posega, ki se je merila s preživetjem presadka po enem mesecu, je bila 89 % (8 od 9 pri-
merov). Pri eni prejemnici je bilo potrebno presadek odstraniti zaradi obojestranske arterijske in venozne tromboze, 
kjer ni bilo možno napraviti kirurške odstranitve trombov.

Pri naslednji prejemnici je prišlo do intrauterine okužbe s prisotnim abscesom dva meseca po presaditvi. Kljub zdra-
vljenju z antibiotiki in kirurški drenaži je bilo potrebno opraviti histerektomijo zaradi septičnega stanja pri bolnici (2).

Sedem od devetih prejemnic je vzpostavilo redne menstruacijske cikluse v prvem letu. Prenos zarodkov so opravili 
12 mesecev po presaditvi. To je tudi sicer priporočeno obdobje zaradi povečanega tveganja zavrnitve presadka in 
visokih odmerkov imunosupresivne terapije v prvem letu po presaditvi (3).

Septembra 2014 je bil rojen prvi otrok po presaditvi maternice in temu so nato sledila nova rojstva (4), tudi 
rojstvo v Braziliji po presaditvi maternice mrtve darovalke (1 %)

(5). Rezultat Švedskega projekta je 8 zdravih otrok pri 6 ženskah, od 9 vključenih. Do sedaj so v svetu poročali o 30 
presaditvah maternice, ocenjujejo pa, da jih je bilo opravljenih približno 60 (6). 

Večji projekt je bil izveden tudi na Češkem, kjer so presaditev maternice živih darovalk opravili pri 5 ženskah. 
Uporabili so tehniko, ki jo je razvila švedska skupina (7). Operacije pri darovalkah so trajale med 5,5 in 7 urami, kar 
je nekoliko manj kot pri švedski skupini (2). Presaditev maternice pa so opravili med 3,5 in 5 urami. Presaditev je 
bila uspešna pri 4 od 5 bolnic, vendar je pri 2 prišlo do stenoze na mestu vaginalne anastomoze. Pri vsaki od dveh 
prejemnic so trikrat opravili prenos zarodkov in v enem primeru je prišlo do rojstva zdravega otroka (7).

Nadaljnji 2 presaditvi maternice so opravili v Nemčiji (Tübingen). Prejemnici sta bili 23-letni bolnici z Mayer-Roki-
tansky-Küster-Hauser sindromom. Tako za darovalko kot prejemnico so uporabili enako kirurško tehniko kot švedska 
skupina. Za odvzem maternice so potrebovali 9 in 12 ur, za presaditev pa 4,5 in 6 ur. Presaditev je bila uspešna in 
normalne menstruacije so nastopile po 6 tednih, rodila sta se dva zdrava otroka (8).

Deveto rojstvo na svetu po presaditvi so poročali iz ZDA novembra 2017 (9).

Obstajajo tudi medijske vesti o rojstvu zdravega otroka v Italiji. V tem primeru je presaditev opravila švedska sku-
pina v Srbiji (10). V Indiji se je rodil otrok po presaditvi maternice leta 2018, kjer je bil odvzem maternice opravljen 
z laparoskopskim pristopom (11). V letu 2019 pa so mediji poročali še o dveh rojstvih, na Kitajskem (12) po presa-
ditvi maternice mrtve darovalke in na Švedskem (13), kjer so pri darovalki uporabili tehniko robotsko asistiranega 
odvzema.

Presaditev maternice se nekoliko razlikuje od presaditve drugih solidnih organov, ker v tem primeru ne gre za reše-
vanje življenjsko ogroženih bolnikov, ampak za vzpostavitev reproduktivne sposobnosti ženske. Razliko predstavlja 
tudi dejstvo, da se presajena maternica odstrani po zaključenih rojstvih, kar je v povprečju približno 5 let. S tem se 
obdobje imunosupresivnega zdravljenja skrajša in tako se preprečijo tudi tveganja dolgotrajnih stranskih učinkov.

Za uspešno presaditev se šteje rojstvo zdravega otroka, za kar je pričakovan čas približno leto do leta in pol po 
presaditvi (1).
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Izvajalci presaditve maternice

To področje pripada ginekologiji in porodništvu iz naslednjih razlogov: ginekologi so tisti, ki prepoznajo pri pacientki 
indikacijo za presaditev, opravijo presejalne teste tako pri prejemnici kot darovalki, opravijo postopek zunajtelesne 
oploditve, kirurške postopke pri prejemnici in darovalki, prenos zarodkov po presaditvi ter so odgovorni za spremlja-
nje nosečnice in poroda. Gre pa za izrazito dodatno multidisciplinarno sodelovanje s kirurgi za transplantacijsko 
dejavnost, nefrologi, anestezisti in psihologi.

Ginekologi, vključeni v projekte presaditve maternice, morajo imeti dolgoletne izkušnje s kirurgijo ginekoloških 
rakov ali hudih oblik endometrioze ter z dobrim poznavanjem žiljne anatomije male medenice in znanjem ekstraperi-
tonealne disekcije žil. V prihodnosti se tudi pričakuje znanje robotsko asistirane laparoskopije z namenom izvajanja 
minimalne invazivne kirurgije pri presaditvah maternice. To je še posebej pomembno za žive darovalke (6,14).

Področje presaditve maternice se hitro razvija in na vseh kontinentih se začenjajo izvajati projekti, ali pa se bodo v 
bližnji prihodnosti. Sedaj je pomembno, da se to znanje širi na osnovi objavljenih izsledkov v literaturi, z izvajanjem 
timskega učenja na živalskih modelih ter izmenjevanjem podatkov in obiskov skupin z uspešno izvedenimi presadit-
vami maternice. Ta prenos znanja na skupine, ki začenjajo s programi presaditve maternice, je izredno pomemben 
za varno in učinkovito zdravljenje materničnega vzroka neplodnosti.

Postopki zunajtelesne oploditve pri kandidatkah za presaditev maternice

Postopke zunajtelesne oploditve je potrebno opraviti pred presaditvijo maternice.

Prejemnice morajo imeti dobro ovarijsko rezervo, z dobrim odzivom na spodbujanje jajčnikov z gonadotropini. Slaba 
odzivnost na spodbujanje z gonadotropini in hud moški vzrok neplodnosti predstavljata izključitveni kriterij za po-
stopek presaditve maternice.

Namen spodbujanja z gonadotropini je pridobiti zadostno število jajčnih celic in zarodkov, sposobnih za ugnezdenje. 
V ta namen se lahko ponovi več ciklusov spodbujanja jajčnikov. Zarodke je potrebno gojiti do stopnje blastocist in 
nato opraviti selektivni prenos enega zarodka v izogib večplodnim nosečnostim (15). Priporočljivo je tudi izvesti 
predimplantacijsko genetsko testiranje na anevploidije. S prenosom ene euploidne blastociste dosežemo enako 
stopnjo nosečnosti kot z dvema netestiranima (16).

Priprava endometrija za prenos zarodka

Endometrij postane funkcionalen in menstruacija se obnovi približno v 1 do 2 mesecih. Praviloma se nato prenos 
odmrznjenih zarodkov opravi 10 mesecev po presaditvi maternice, če ne pride do zavrnitvene reakcije, ki se potrdi 
s ponavljajočimi biopsijami materničnega vratu (17).

Če je možno in potrebno, lahko po presaditvi opravimo tudi ponovno spodbujanje jajčnikov. Vedno prenesemo samo 
en zarodek, običajno v spontanem menstruacijskem ciklusu.

Zaključek

Presaditev maternice sodi med eksperimentalne metode in je primerna za ženske z absolutnim materničnem vzro-
kom neplodnosti, ki želijo zanositi in roditi. Vsa prizadevanja so usmerjena v to, kako bi postopek odstranitve ma-
ternice darovalke poenostavili, saj je ta del celotnega postopka najbolj kompliciran in nevaren. Predvideva se, da bo 
znaten napredek dosežen z uporabo robotsko asistirane laparoskopije. 
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Introduction 

Absolute uterine factor infertility (AUFI) due to the absence or non-function of the uterus is one of the few major 
subgroups of infertility that has remained without any treatment. Absolute uterine factor infertility is due to either 
uterine absence (congenital/surgical) or uterine abnormality (anatomic/functional) that prevents implantation of 
an embryo or completion of a viable pregnancy.

Uterus transplantation (UTx) is the only available treatment for absolute uterine factor infertility. Live births have 
been reported after transplantation of uteri both from live and deceased donors. Although this novel infertility tre-
atment is still at its experimental stage, with human attempts performed within clinical trials, there is a rapid develo-
pment in the field. The only other possibility for these patients is surrogate motherhood, which is illegal in Slovenia.

The most important cause of absolute uterine factor infertility is congenital uterine absence as a part of the Mayer-
-Rokitansky-Küster-Hauser syndrome (MRKH) also named Müllerian agenesis.

Surgical uterine absence in women of reproductive age is caused by a hysterectomy due to symptomatic and 
inoperable large leiomyoma, cervical/endometrial cancer, sarcoma or because of life-threatening obstetric bleeding 
from uterine atony, uterine rupture or malplacentation. 

In future, UTx could be offered to women with a hypoplastic, unicornuate and bicornuate uterus who are irre-
versibly infertile. Other groups with uterine presence and AUFI could be women with adenomyosis or intrauterine 
adhesions and women after pelvic radiotherapy. There is also the cohort of women with unexplained uterine factor 
infertility who experience many repeated implantation failures after in vitro fertilization (IVF) (1).

Surgical techniques and results of uterine transplantation

The first attempt of human UTx was performed in 2000. This was a live donor case, but due to suboptimal sur-
gical solutions it resulted in a necrotic uterus which had to be removed. This first human case, although a failure, 
inspired several research groups around the globe to initiate animal-based studies to investigate UTx in relation to 
surgery, immunosuppression, rejection and pregnancy outcome. 

The second UTx attempt was performed in 2011 and involved a deceased donor procedure. Although the case was 
surgically successful with resumed menstruation, clinical pregnancy with live birth could not be achieved. 

The Swedish group had the most systematic approach to UTx and the first clinical trial was initiated in 2013.  It 
involved nine live donor procedures. The trial was funded by a private grant.

A midline laparotomy with bilateral retrievals of deep uterine veins and uterine arteries with segments of the 
internal iliac vessels was performed in a donor surgery. Graft retrieval proved to be surgically challenging and the 
average duration of the donor surgery was 10 to 13 hours. Despite the long duration of the procedure, there were 
no perioperative injuries and hospital discharge was at postoperative day 6. One donor was diagnosed with a 
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ureteric-vaginal fistula on postoperative day 14. This was later repaired with no further problems for the patient. 

Recipient surgery included end-to-side anastomosis of the four segments of the internal iliac vessels to the reci-
pient's external iliac vessels, vaginal anastomosis and fixation of the graft to the sacrouterine, round, and cardinal 
ligaments (2). Average duration of the recipient surgery was 4 to 6 hours and the patients were discharged betwe-
en postoperative day 4 and 9. Surgical success (viable graft after one month) was established in 8 out of 9 cases 
(89 %); one graft was removed because of bilateral arterial and venous thrombosis with no possibility to perform 
thrombectomy. Another recipient developed an intrauterine infection around two months after UTx and an abscess 
was formed. Despite repeated treatments with antibiotics and surgical drainage, a hysterectomy had to be perfor-
med when septicemia developed (2). 

Seven out of 9 patients had regular menstruation cycles during the initial year and were scheduled for embryo 
transfer (ET) 12 months after UTx. This is a recommended time interval from UTx to pregnancy attempt, which is in 
accordance with international guidelines for solid organ transplantation. Pregnancy should be avoided during the 
first post-transplantation year due to a high risk of rejection and high doses of immunosuppression (3). 

The world's first live birth was reported from that trial in September 2014 and this was followed by several more 
births (4), including one after a deceased donor UTx from a Brazilian case (5). From a Swedish clinical trial, 8 healthy 
babies were born from 6 out of 9 women that were included. Since then, births after UTx have also been reported 
by other centres in Europe, North America, Latin America and Asia. Thirty UTx procedures have been reported in 
the scientific literature so far, however, it is estimated that around 60 UTx procedures have been performed (6). 

In early 2016, five live donor UTx procedures, with published follow-ups between 6 and 24 months, were per-
formed in a trial in the Czech Republic (7). A midline laparotomy was performed which was based on the surgical 
technique developed by the Swedish team. The average duration of the donor surgery was reported to be between 
5.5 and 7 hours, which was shorter comparing to the initial trial in Sweden (2). The average duration of the reci-
pient surgery varied between 3.5 and 5 hours. It was surgically successful in 4 out of 5 patients. Two of the four 
developed stenosis over the vaginal-vaginal anastomosis line. Three embryo transfers were performed in each of 
the two patients. The result was 1 live birth (7).

Two live donor UTx attempts have been published by the group in Tübingen, Germany. The two recipients with 
MRKH were both 23 years old. The surgical procedure was performed through conventional laparotomy using the 
method described by the Swedish team. The donor surgeries lasted 9 and 12 hours, while recipient surgeries lasted 
4.5 and 6 hours. Regular menstruation occurred in week 6 in both recipients. The surgery was successful in both 
cases (100%), followed by two live births (8).

The ninth live birth in the world after live donor UTx took place in the U.S. in November 2017 (9).

There are some media reports of a live birth in Italy in 2018 after live donor UTx between identical twins in Serbia 
in 2017 (10). Furthermore, three additional live births after live donor UTx have been reported in the daily press. 
One occurred in late 2018 in India (11) after laparoscopic uterus retrieval. The other two, which occurred in early 
2019, were performed after robotic-assisted uterine retrieval in China (12) and in Sweden (13). 

Unlike transplantation of most solid organs, UTx is not a-life-saving procedure but more or less a quality-of-life 
enhancing and life-creating type of transplantation. Moreover, UTx is the first type of transplantation, in which 
the transplanted graft is not intended for life-long use but rather for a restricted time frame, typically around five 
years, so that there will be time for pregnancies with live births. The advantage of this restricted period for an 
allograft is that the length of immunosuppression medication is limited, thereby reducing the risk of long-term side 
effects such as the development of nephrotoxicity, hypertension, diabetes and malignancy. The UTx procedure 
should not be considered successful until the birth of a healthy baby and this will normally occur around one and 
a half years after UTx (1).
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Responsible experts for uterine transplantation

The main reasons for the future dominance of obstetricians/gynecologists in this field are that gynecologists iden-
tify the potential patients, do most of the screening procedures of the donors and recipients and perform in vitro 
fertilization (IVF) before UTx. They perform the surgeries (transplantation and hysterectomy), they are responsible 
for post-transplantation follow-up, they perform the embryo transfer after transplantation and are responsible 
for obstetric care during pregnancies. However, the success of the complete UTx procedure depends on close 
collaboration within a multidisciplinary team, including transplant surgeons, nephrologists, anesthesiologists and 
psychologists. Concerning the gynecologic surgeons, they should be trained in advanced pelvic surgery including 
minimally invasive surgery with the focus on robotic-assisted laparoscopy. These gynecologic surgeons should 
preferably have a range of experience in gynecologic oncology surgery or surgery for advanced endometriosis, with 
a good knowledge of extra peritoneal dissection and vascular anatomy in the lower pelvic region (6).

The field of UTx is rapidly expanding and clinical trials have been started, or are in the start-up-phase, in all the 
continents. The published scientific literature, team-training on animal models, and exchange of data/site visits 
between groups with demonstrated successful UTx procedures and groups in the planning/start-up-phase will be 
the most important tools in transfering knowledge and to achieve a safe and effective expansion of this infertility 
treatment.

In future, minimally invasive surgery, such as traditional laparoscopy and robotic-assisted laparoscopy, will defini-
tely have an impact in the field of UTx, especially in live donor surgery (1,6 and 14).

Assisted reproductive technology strategies (ART) in patients for uterus transplantation

ART is proposed for all women who will undergo UTx before the procedure. Uterine recipients have shown to be 
good responders. Poor response to ovarian stimulation, even if not necessarily a pathologic characteristic, remains 
a hindrance to women undergoing UTx just as it does to spouses of male factor infertility.

The objective of ovarian stimulation with gonadotrophins is to harvest enough high potential embryos for optimi-
zing the chance of conception after the UTx procedure is performed. One or several courses of ovarian stimulation 
may be necessary to get enough embryos, preferably euploid blastocysts (15).

After fertilization, embryos are best kept in extended culture to the blastocyst stage. This is encouraged by the 
objective of performing single embryo transfers in order to avoid twin pregnancies, not desirable after UTx, while 
optimizing implantation rates. Pre-gestational testing for aneuploidy might be considered as it provides similar 
pregnancy rates following single embryo transfer, as achieved with dual blastocyst transfers, while eliminating 
twin pregnancies (15). Importantly, pre-gestational testing for aneuploidy may also decrease the risk of miscarria-
ge that is also best avoided following UTx. Selective single embryo transfer is performed in the natural cycle (16).

Endometrial preparation

After the UTx is performed, the endometrial function rapidly returns to normal with menses that typically occurs 
within 1 to 2 months.

In principle, embryo transfer can be scheduled starting 10 months after the UTx using embryos that were previo-
usly harvested, provided that no signs of rejection are detected in repeated cervical biopsies. A secondary ovarian 
stimulation for oocyte retrieval after the UTx procedure is also possible (17).
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Conclusion

UTx is still an experimental method offered to women affected by AIUF, who wish to conceive and give live birth. 
Constant efforts are being deployed, however, to simplify the procedure for uterine removal which is still the most 
complex and hazardous step in the whole UTx procedure. It is presumed that the introduction of robotic-assisted 
laparoscopy in UTx will improve donor safety.
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Uvod

Transplantacija maternice je eksperimentalna procedura zdravljenja neplodnosti, ki je posledica materničnega vzro-
ka, prirojenega ali pridobljenega. Septembra 2014 se je na Švedskem (Gothenburg) prvič rodil zdrav otrok mami, ki 
so ji presadili maternico žive darovalke. V času rojstva otroka je bila maternica stara 63 let (1). 

Zakaj je nekaterim nefrologom (mogoče še bolj nefrologinjam) transplantacija maternice ideja, ki jim je blizu? Pri 
zdravnikih, ki se ukvarjamo z zdravljenjem bolnic v napredovali fazi kroničnih ledvičnih bolezni (kot so npr. dializne 
ali transplantirane bolnice), sta bila nosečnost in rojstvo zdravega otroka od nekdaj največja dokaza uspešnosti na-
šega zdravljenja in velike (če ne največje) zmage nad hudo boleznijo. V nefrološki literaturi in na kongresih se je od 
nekdaj z velikim entuziazmom poročalo o dosežkih na področju uspešnih nosečnosti pri dializnih in transplantiranih 
bolnicah (2, 3). 

Nefrologi imajo veliko izkušenj z imunosupresivnim zdravljenjem, zanositvijo in nosečnostjo po transplantaciji led-
vice. Poznajo vodenje transplantiranih bolnic pred zanositvijo in med nosečnostjo ter vse možne komplikacije tega 
zdravljenja. Izkušeni so pri preciznem uravnavanju imunosupresivne terapije na tanki meji med uspešnim prepre-
čevanjem zavrnitve in nevarnostjo hudih, tudi življenjsko nevarnih zapletov. Imunosupresivno zdravljenje po tran-
splantaciji maternice ima veliko podobnosti z zdravljenjem po transplantaciji ledvice. Zato so nefrologi potencialno 
lahko koristen del tima, ki bi sodeloval pri pripravi in vodenju bolnice s transplantirano maternico. 

Na transplantacijskih kongresih, tako splošnih kot tistih, ki so posvečeni etičnim, legalnim in psihološkim izzivom v 
transplantaciji, se že več let razpravlja tudi o transplantaciji maternice (4). Trenutno poteka več kliničnih raziskav 
na različnih koncih sveta na tem področju (5). Videti je, da gre za hitro razvijajoče se področje sodobne transplan-
tacijske medicine (6, 7). 

Posebnosti transplantacije maternice

Večina transplantacij rešuje življenje. Transplantacija maternice, katere cilj je rojstvo zdravega otroka, življenje 
spreminja in izpolnjuje. 

V transplantacijski medicini se transplantacija maternice uvršča med tako imenovane transplantacije vaskularizira-
nih kompleksnih alograftov (VCA – vacularized complex allografts). V to skupino se uvrščajo tudi transplantacije roke 
ali obraza, larinksa, trahee, genitalij, sprednje stene trebuha itn. Kriteriji za skladnost med darovalcem in prejemnico 
so podobni kot pri tradicionalni transplantaciji solidnih organov. Ker je procedura eksperimentalna, je potrebno, da 
je pristanek za izvedbo posega pripravljen kot za pristanek za prostovoljca, ki sodeluje v raziskavi, v kateri se opra-
vlja poseg z visokim tveganjem (in ne kot standardni pristanek za operativni ali drugi poseg). Glede na to, da gre v 
veliki večini primerov za živo darovalko, pri kateri je kirurški poseg odstranitve maternice bolj ekstenziven kot pri 
standardni histerektomiji (da bi omogočili ustrezno vaskularizacije transplantirane maternice), je takšen pristanek 
potreben tudi za živo darovalko (8). Potreben je tudi pristanek genetskega očeta (9). 
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Transplantacija maternice umrle darovalke se izvaja redkeje. Članek o rojstvu prvega otroka mami, ki so ji transplan-
tirali maternico umrle darovalke, je bil objavljen nedavno (10). 

Dodatna posebnost transplantacije maternice je v tem, da je to edina transplatacija, ki je od začetka izvedena kot 
začasna. Po rojstvu otroka je predvidena odstranitev maternice, da bi se izognili dolgotrajni imunosupresivni tera-
piji. Ker pa transplantirana maternica postane del telesa prejemnice, je za odstranitev prav tako kot za presaditev 
potrebno njeno soglasje.  Odstranitev je predvidena, tudi če po določenem časovnem obdobju končni namen tran-
splantacije (rojstvo zdravega otroka) ni dosežen. Na tem področju lahko pride tudi do psiholoških in drugih zapletov. 

V nedavni razpravi o transplantaciji maternice pri transordnih ženskah je zaključek, da bi bilo legalno in etično 
nedopustno transrodnim ženskam ne omogočiti enake pravice kot ostalim (11). Inez de Beaufort iz Rotterdama pa 
opozarja na fenomen spolzkega klanca, v primeru da transplantacija maternice postane sprejeti način zdravljenja. 
Med ostalim lahko pride do zahtev po transplantaciji maternice pri moških (4). Ne bi bilo prvič, da postane realnost 
nekaj, kar smo pred leti gledali v holivudskih filmih. 

Zaključek

Transplantacija maternice je eksperimentalni, kompleksen, večstopenjski postopek zdravljenja neplodnosti, ki je 
posledica dejavnika maternice. V postopku so udeleženi darovalka, prejemnica, otrok in oče. Etični izzivi so številni 
in do njih se bodo opredeljevale ključne stroke, tako medicinske kot nemedicinske. V razpravah in odločitvah glede 
uvajanja in ekspanzije transplantacije maternice v klinični praksi je potrebno upoštevati tudi fenomen spolzkega 
klanca (npr. transplantacija maternice pri moških), na kar opozarjajo posamezni bioetiki.  
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Introduction

Uterus transplantation is an experimental procedure for the treatment of absolute uterine factor infertility, congenital 
or acquired. In September 2014 in Gothenburg, Sweden, for the first time,  a healthy child was born to a mother who 
had uterus transplanted from a living donor. At the time the child was born, uterus was 63 years old (1).

Why are some nephrologists (especially female) may consider uterus transplantation as an exciting idea? For physi-
cians involved in the treatment of patients with advanced chronic kidney disease (such as dialysis or transplanted 
patients), pregnancy and the birth of a healthy baby have always been the greatest evidence of the success of 
our treatment and a major (if not the greatest) victory over a severe illness. Achievements concerning successful 
pregnancy in dialysis and transplant patients have always been reported with great enthusiasm in the literature 
and during congresses (2, 3).

Nephrologists have extensive experience in immunosuppressive therapy and pregnancy after kidney transplanta-
tion. They know how to manage transplanted patients before they become pregnant and during pregnancy. They 
are familiar with all the possible complications of this treatment. There is a thin line between successful prevention 
of rejection and the risk of serious, even life-threatening complications. Immunosuppressive treatment after uterus 
transplantation has many similarities to treatment after kidney transplantation. Therefore, nephrologists can poten-
tially be a useful part of a team involved in the preparation and management of a patient with a transplanted uterus.

During the last years, uterus transplantation have been discussed during transplantation congressess, both gener-
al and those dedicated to the ethical, legal and psychological aspects of transplantation (4). Several clinical studies 
recruiting patients for uterus transplantation are currently underway in different parts of the world (5). It appears 
that uterus transplantation is a rapidly evolving area of modern transplant medicine (6, 7).

Specific features of uterus transplantation

Most transplantations save lives. Uterus transplantation aimed to giving birth to a healthy baby is life-changing 
and fulfilling.

In transplant medicine, uterus transplantation is considered as a transplantation of vascularized complex allograft 
(VCA). This group of transplantatioin also includes hand or face transplants, transplantation of larynx, trachea, 
genitals, anterior abdominal wall, etc. Compatibility criteria between donor and recipient are similar to compatibil-
ity criteria in traditional solid-organ transplants. As the procedure is experimental, it is necessary that informed 
consent in obtained as a consent for the volunteer participating in the high-risk intervention (and not as a standard 
informed consent for transplantation or major surgery). Surgery in living donor is more extensive than standard 
hysterectomy (to allow proper vascularization of the transplanted uterus), so such consent is also required for a 
living donor (8). The consent of the genetic father is also required (9).
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Transplantation of the uterus from a deceased donor is rare. The paper referring the birth of the first child to a 
mother wiht uterus transplanted from the deceased donor has been published recently (10).

Uterus transplantation is the only transplantation that is performed as a temporary from the beginning. Removal 
of the uterus is planned after birth of the child  to avoid long-term immunosuppressive therapy. Uterus removal is 
planned also if the final purpose of the transplant (birth of a healthy baby) is not achieved in a specific time period. 
Since the transplanted uterus becomes part of the recipient’s body, patients’s consent is required for removal as 
well as for transplantation. Psychological challenges can occur in such situations.

A recent paper discussing uterus transplantation in transgender women concludes that it would be legally and 
ethically inadmissible for transgender women not to be granted the same right as others (11). Inez de Beaufort 
from Rotterdam, however, points to the phenomenon of a slippery slope in the event that a uterus transplantation 
becomes an accepted treatment. She argues that we should consider that in future there could be requirements for 
uterus transplantation in men (4). It would not be the first time that reality has become something similar to fiction 
we saw years ago in Hollywood movies.

Conclusions

Uterus transplantation is an experimental, complex, multi-stage procedure for the treatment of absolute uterine 
factor infertility. The donor, recipient, child and father are involved in this complex process. Many ethical challenges 
should be addressed by key professions, both medical and non-medical.  Discussions and decisions regarding the 
introduction and expansion of uterus transplantation in clinical practice should take into account the slippery slope 
phenomenon (eg. uterus transplantation in men), as highlighted by some bioethicists.
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Uvod 

Aegroto dum anima est, spes est. Dokler je življenje, dotlej je upanje. Pravna znanost, ki obravnava predvsem 
sistem pravic in dolžnosti ter ureja pravna razmerja med različnimi subjekti, se nemara zdi slepa in gluha za tovrstne 
dimenzije človeškega bivanja. Vendar pa ob tem ne gre spregledati, da mora biti tudi pravna znanost, vsaj v najstve-
ni komponenti, v funkciji človeka, kar velja tudi (ali še posebej) za pravno urejanje vprašanj, povezanih z začetkom 
in koncem življenja. Upanje (pričakovanje, upravičenje) do spočetja z vidika pravne znanosti tako terja podobno 
pozornost kot upanje, povezano z ohranitvijo življenja. 

V pravni doktrini spočetje z biomedicinsko pomočjo opredeljujemo kot zdravstvene ukrepe, s katerimi se neplod-
nemu paru pomaga k spočetju otroka (7, 43). Ti ukrepi vključujejo sodelovanje zdravnika in biologa – embriologa, po-
leg kliničnega oziroma ambulantnega dela pa se del biomedicinskega procesa odvije v laboratoriju (43). Navedene 
izhodiščne specifike upoštevamo pri oblikovanju pravnih pravil in pravnih načel, ki urejajo obravnavano področje. 
Z vidika pravnega urejanja je obravnavano področje še posebej občutljivo, saj posledice normiranja in izvajanja 
pravnih pravil vplivajo tudi na položaj tretjih oseb (npr. darovalcev, surogatne matere), skladno z uveljavljeno pravno 
doktrino (in tudi prakso nadnacionalnih sodišč) pa se izpostavljajo tudi vprašanja, povezana z javnim interesom in 
javno moralo (21, 22, 43).    

Ne glede na to, da tako pravna, kot medicinska stroka kot temeljni (področni) predpis, ki ureja obravnavano področ-
je, štejeta Zakon o zdravljenju neplodnosti in postopkih oploditve z biomedicinsko pomočjo – ZZNPOB (7), gre že 
uvodoma opozoriti, da na obravnavano področje vpliva širši sklop predpisov. Najprej ni mogoče spregledati nekat-
erih ustavnih izhodišč (npr. svobode odločanja o rojstvih otrok – 55. člen Ustave RS, varstva duševne in telesne 
integritete ter dostojanstva – 21., 34. in 35. člen Ustave RS, pravice do zdravstvenega varstva – 51. člen Ustave 
RS, itd.) (6), nato pa se vplivno področje normiranja razteza od obligacijskega prava (Obligacijski zakonik – OZ) (17), 
družinskega prava (Družinski zakonik - DZ) (18), medicinskega prava in prava varstva pacientov (Zakon o kakovosti 
in varnosti človeških tkiv in celic, namenjenih za zdravljenje - ZKVČTC, Zakon o pridobivanju in presaditvi delov 
človeškega telesa zaradi zdravljenja – ZPPDČT, Zakon o pacientovih pravicah – ZPacP, Zakon o zbirkah podatkov s 
področja zdravstvenega varstva – ZZPPZ) (8, 9, 13, 15), pa vse do prava zdravstvenih sistemov ter prava socialne 
varnosti (Zakon o zdravstveni dejavnosti – ZZDej, Zakon o zdravniški službi – ZZdrS, Zakon o zdravstvenem varstvu 
in zdravstvenem ZZVZZ) (10, 11, 12). 

Zlasti določbe ZKVČTC in ZPPDČT, ki so bile sprejete kot posledica obvezne implementacije direktiv Evropske unije 
v slovenski pravni red (3, 4, 5, 42), pomembno vplivajo na pravno normiranje obravnavanega področja, saj (skupaj s 
številnimi podzakonskimi akti) določajo tudi normativne okvire za zagotavljanje kakovosti in varnosti pri delu s spol-
nimi oziroma reproduktivnimi celicami. Prav razmejitev med določbami ZZNPOB in ZKVČTC (tako v normativnem, kot 
v izvedbenem delu) v praksi povzroča največ težav (42), kar negativno vpliva na jasnost in predvidljivost normiranja 
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na obravnavanjem področju (42, 43). Najtežje oblike protipravnih ravnanj na področju reproduktivne medicine kot 
kazniva dejanja nadalje opredeljuje Kazenski zakonik – KZ-1 (16), za postopkovna vprašanja (v zvezi z uveljavljan-
jem pravic na obravnavanem področju) pa bodo pomembne zlasti določbe Zakona o splošnem upravnem postopku 
– ZUP (19) in Zakona o upravnem sporu – ZUS-1 (20). Področje spočetja z biomedicinsko pomočjo tako skupno ureja 
vsaj dvajset zakonskih besedil in več kot petdeset podzakonskih aktov, ki predstavljajo korpus veljavnega materi-
alnega in postopkovnega prava. Le-ta zavezuje vse pravne subjekte (naslovnike), vključno z zdravniki in zdravst-
venimi delavci. Ob tem se je potrebno zavedati, da je pri presoji vsakega zapovedanega oziroma prepovedanega 
ravnanja bistven celoten normativni okvir in ne nemara posamezni normativni akt ali posamezno pravno pravilo.

Pri urejanju področij zdravljenja neplodnosti in postopkov oploditve z biomedicinsko pomočjo (OBMP) so izred-
no pomembna tudi dognanja s področja medicinske etike. Že ob sprejemu ZZNPOB v letu 2000 je pravna teorija 
poudarjala, da gre pri postopkih OBMP za delo z občutljivim genetskim materialom, kar terja še posebno pozornost 
pri pravnem urejanju, zlasti v vidika preprečevanja možnosti zlorab (45, 46). Iz tega razloga prav etična (ali bolje 
rečeno deontološka) načela in pravila predstavljajo temeljni vir za pravno urejanje na obravnavanem področju. V 
pravni doktrini se je sicer izoblikovalo stališče, da etika (oziroma) deontologija po vsebini presega okvir pravnega 
urejanja, kar lahko vodi tudi do zaključka, da vsako neetično ravnanje še ne predstavlja protipravnega ravnanja, vsa-
ko protipravno ravnanje pa je že per se neetično (48). Vendar je pri tem potrebno upoštevati tudi posebno specifiko, 
ki je na področju medicine uveljavljena v okviru slovenskega pravnega reda. Iz določbe 45. člena ZZDej (11) namreč 
izhaja neposredna dolžnost zdravstvenih delavcev in sodelavcev, da zdravstveno dejavnost opravljajo v skladu s 
sprejeto zdravstveno doktrino in s kodeksom medicinske deontologije oziroma z drugimi strokovnimi in etičnimi 
kodeksi. Tako je vsako neetično ali nestrokovno (nedoktrinarno) ravnanje hkrati že opredeljeno kot protipravno 
ravnanje (kršitev določb zakona), kar ustvarja posledice na kazenskopravnem, odškodninskem in delovnopravnem 
področju (43). Prav tako gre pri nekaterih, izvorno tipično etičnih dokumentih, npr. Oviedski konvenciji (1, 24, 30), 
prek njihove implementacije oziroma ratifikacije v okviru nacionalnih zakonodaj že za neposreden prehod (nadna-
cionalne) etike v (nacionalno) pravo oziroma za ustvarjanje neposrednih zavezovalnih učinkov, ki so sicer pridržani 
pravnim aktom. Glede na navedeno lahko ugotovimo, da se etika in pravo na obravnavanem področju v kar največji 
meri prekrivata, kar daje specifiki pravnega urejanja še posebno težo. Sicer je pri vsakršnem etičnem in pravnem 
vrednotenju, po moji oceni, potrebno upoštevati tako izhodišča, ki izhajajo iz a) etičnih teorij (utilitarne teorije, te-
orije zasnovane na pravicah in dolžnostih ter teorije osnovane na vrlinah) (25, 36, 38, 43, 44), kot tudi določbe ra-
zličnih b) etičnih kodeksov, konvencij in deklaracij (nadnacionalnih, nacionalnih, področnih) (43, 44). Prav tako imajo 
posebno mesto v medicinski etiki d) etična načela (zlasti avtonomije, neškodovanja, dobrobiti, pravičnosti, zaupnos-
ti), ki jih je, ob medsebojnemu tehtanju (podobnemu tehtanju ustavnih pravic), potrebno upoštevati pri iskanju etič-
no (in pravno) najugodnejših rešitev (25, 29, 36, 38, 43, 44). S tem se pokaže sistem medicinske etike kot relativno 
objektiviziran, tovrstna objektivacija (in univerzalizacija) pa sta usmerjeni zlasti v preprečevanje arbitrarnih ravnanj 
in odločitev, ki bi jih bilo mogoče podvreči izključno subjektivni presoji posameznika v vsakem konkretnem primeru.    

O biomedicinski etiki, ki vključuje vprašanja spočetja z biomedicinsko pomočjo, lahko govorimo nekje od petdesetih 
let prejšnjega stoletja dalje (v letu 1949 je profesor Joseph Fletcher, v okviru svojih predavanj na univerzi Harvard, 
prvič opozarjal na etična vprašanja v zvezi z umetno osemenitvijo) (31), sodobna doktrina prava in bioetike na po-
dročju spočetja z biomedicinsko pomočjo pa obravnava relativno širok nabor ključnih vprašanj (25, 26, 27, 34, 35, 
36, 37, 38, 43). Le-ta se večinoma nanašajo na področja:

1.	statusa zarodka; 
2.	vrst postopkov OBMP (vključno z vprašanji posthumnih postopkov, darovalskih postopkov ter vprašanjem nado-

mestnega materinstva); 
3.	upravičencev do postopkov OBMP (poročeni pari ali partnerji različnega spola, istospolni partnerji, samski posa-

mezniki); 
4.	izvajalcev in financiranja postopkov OBMP (javno, zasebno, mešano).
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V tem smislu lahko govorimo o štirih temeljnih problemih (4P) spočetja z biomedicinsko pomočjo (43), ki vsako zase 
terja posebno preučevanje in razpravljanje. Glede na to, da se v predmetni publikaciji obravnavajo predvsem področ-
ja, povezana z vprašanji transplantacije maternice, se s predmetnim prispevkom posvečamo zlasti problemu nado-
mestnega (surogatnega) materinstva, saj obe vrsti zdravstvenih ukrepov predstavljata način, kako obiti neplodnost 
(doseči spočetje otroka) pri tistih posameznikih, kjer ženska zaradi fizioloških ovir ne more donositi otroka. Prav 
tako se nekatere etične dileme raztezajo na obe vrsti ukrepov oziroma pogojujejo medsebojno soodvisnost, kar ter-
ja posebno obravnavo. Namen tega prispevka, v nadaljevanju, je torej predstaviti temeljna pravna izhodišča na po-
dročju nadomestnega materinstva ter tiste dileme, ki ob upoštevanju etičnih, nadnacionalnih ter ustavnih izhodišč 
bistveno vplivajo na način urejanja tega instituta v okviru nacionalnega pravnega reda. Sklepno se nakažejo tudi 
nadaljnji koraki v smeri pravnega urejanja de lege ferenda, tako z vidika ureditve področja nadomestnega materin-
stva kot tudi z vidika urejanja celotnega normativnega okvirja, ki se nanaša na spočetje z biomedicinsko pomočjo.  

Nadomestno (surogatno) materinstvo

Nadomestno materinstvo v literaturi in praksi sproža številne pravne in etične dileme, povezane z varstvom člove-
kovih pravic ter javnega reda in morale. Nekateri avtorji ob tem upravičeno izpostavljajo tudi vprašanje, ali gre v 
primeru nadomestnega materinstva sploh za način zdravljenja oziroma biomedicinskega obida neplodnosti, zlasti v 
primeru, ko se ženske želijo zgolj izogniti nosečnosti zaradi težav, ki jih nosečnost prinaša, zaradi tveganja izgube 
zaposlitve ali pa zaradi želje po ohranitvi lastne telesne podobe (47, 48). 

Z vidika pravnega urejanja in vrednotenja je sicer bistveno razlikovanje med:

a)	tradicionalnim nadomestnim materinstvom (tudi genetsko ali delno surogatno materinstvo), pri katerem pride do 
oploditve spolne celice nadomestne matere; ter

b)	gestacijskim surogatnim materinstvom (tudi gostujoče oziroma polno surogatno materinstvo), ki vključuje vnos 
(genetsko tujega) zarodka v telo nadomestne matere, pri čemer do spočetja zarodka pride s homolognim ali het-
erolognim postopkom OBMP ali z darovanim zarodkom (43).

Nadalje je pravno relevantno tudi razlikovanje med: 

a)	odplačnim ali komercialnim nadomestnim materinstvom, pri katerem nadomestna mati prejme plačilo ali drugo 
premoženjsko naklonitev za svojo izpolnitev; ter

b)	neodplačnim ali altruističnim nadomestnim materinstvom, ki je izvršeno izključno iz človekoljubnih ali humani-
tarnih vzgibov in pri tem ne pride do nikakršne premoženjske naklonitve (43). 

Slovenski pravni red nadomestnega materinstva (v katerikoli obliki) ne dopušča. Skladno z določbo 7. člena ZZN-
POB namreč do OBMP ni upravičena ženska, ki namerava otroka po rojstvu odplačno ali neodplačno prepustiti tretji 
osebi (7). Nekateri avtorji (49) sicer zagovarjajo tezo, da slovenski pravni red ne vsebuje neposredne prepovedi 
surogatnega materinstva, vendar gre ob tem ugotoviti, da določba 7. člena OBMP, zlasti v povezavi z določbo 121. 
člena KZ-1, ki inkriminira protipravno opravo postopka OBMP zaradi nadomestnega materinstva, ustvarja de facto 
prepovedne učinke na območju RS (43, 46). Navedeno še toliko bolj velja upoštevaje določbo prvega odstavka 15. 
člena ZZNPOB, skladno s katero lahko postopke OBMP v RS opravlja le center, ki deluje v okviru javne zdravstvene 
mreže in za to pridobi posebno dovoljenje Ministrstva za zdravje RS (7), te centre pa seveda zavezuje celoten sklop 
predpisov, veljavnih v RS. Podobno ureditev poznajo tudi druge evropske države (npr. Norveška, Francija, Nemčija, 
Italija, Avstrija, Hrvaška) (43), v nekaterih drugih pravnih ureditvah (npr. v Združenjem kraljestvu Velike Britanije in 
Severne Irske) pa je nadomestno materinstvo dovoljeno (36, 43). Tudi v teh ureditvah pa gre zaznati določene ome-
jitve, npr. v smeri, da surogatne pogodbe niso iztožljive (torej, da v primeru neizročitve otroka par more biti uspešen 
s tožbo, vloženo zoper nadomestno mater), večinoma pa je dovoljeno zgolj neodplačno nadomestno materinstvo, 
saj se v primeru odplačnosti pod vprašanj postavlja prava (pogodbena) volja nadomestne matere, ob tem pa gre tudi 
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za komercializacijo človeškega telesa, ki jo z vidika varovanja človekovega dostojanstva sodobna medicinska etika 
večinoma zavrača (27, 36, 43).     

Slovenska pravna teorija je, ob sprejemu ZZNPOB (v letu 2000), argumente za zavrnitev možnosti nadomestne-
ga materinstva nizala zlasti v smeri nedopustnosti instrumentalizacije ženskega telesa, nadalje pa tudi v smeri 
dejstva, da med nadomestno materjo in plodom nastanejo posebne vezi, kar lahko oteži izročitev otroka s strani 
surogatne matere. Ob tem je bila izražena tudi skrb za dostojanstvo otroka, ki v okviru surogatnega razmerja pos-
tane predmet pogodbe, kar naj bi bilo v nasprotju z varovanjem največjih koristi otroka (46). Omenjeni argumenti 
so bili v nadaljnjih razpravah večkrat komentirani in dopolnjeni (47, 48), sodobna pravna doktrina pa se večinoma 
osredotoča (le še) na vprašanje dopustnosti posega v telesno in duševno integriteto nadomestne matere (tudi ob 
njenem soglasju k takšnem postopku, kar pomeni, da se s tem vzpostavlja vprašanje kolizije med etičnima načeloma 
avtonomije in neškodovanja) ter na vprašanje varovanja dostojanstva matere kot subjekta surogatnega pogodben-
ega razmerja. Ob odsotnosti odločitev nadnacionalnih sodišč gre v tem smislu izpostaviti zlasti stališče najvišjega 
francoskega rednega sodišča, Cour de cassation, ki je zavzelo stališče, da je dogovor, s katerim se ženska zaveže, 
četudi neodplačno, da bo nosila otroka in ga po rojstvu izročila tretji osebi, tako v nasprotju z javnim redom (fr. ordre 
publique) kot tudi v nasprotju z neodpovedljivostjo (fr. indisponibilité) varstva telesne in duševne integritete posa-
meznika (23). Zato je možnost surogatnega materinstva v okviru francoskega pravnega reda zavrnilo. V Franciji je 
sicer v zadnjih letih potekala resna strokovna interdisciplinarna razprava (vodena s strani posebne komisije, ki je bila 
imenovana s strani francoskega Senata), katere izsledki kažejo, da se francoski pravni red de lege ferenda zmerno 
opredeljuje v korist potencialne možnosti za dopuščanje nadomestnega materinstva, vendar striktno omejeno na 
neodplačno, gestacijsko nadomestno materinstvo, ob uveljavitvi posebnih zakonskih pogojev in predhodne sodne 
kontrole (43).   

Sam, ob upoštevanju ustavnih okvirjev v RS, v zvezi z nadomestnim materinstvom zastopam stališče, da gre v prim-
eru varstva telesne in duševne integritete za odpovedljive pravice (43). Osebne (in osebnostne) pravice so namreč 
že pomensko odpovedljive (disponibilne), saj so inherentne notranji sferi posamezne osebe, ob tem pa večinoma 
ni zaznan širši, javni, oziroma univerzalni (erga omnes) interes, ki bi presegal avtonomno odločitev posameznika, 
ali se bo posameznemu posegu izpostavil ali ne (32, 43). Zato je bistveno, da država posameznika varuje pred 
posegi tretjih oseb, posameznik pa se sam odloča, ali se bo z aktivnim ali pasivnim ravnanjem takšnemu varstvu 
odpovedal (oziroma ga bo uveljavil). Tovrstna odpovedljivost (utemeljena na pravici do samoodločbe kot pomembni 
komponenti človekovega dostojanstva) (39, 40) je tudi sicer ključna pri izvajanju zdravstvenih posegov in izkl-
jučitvi protipravnosti zdravstvenih delavcev za (včasih življenjsko) nujne posege v telesno in duševno integriteto 
pacientov. Pri tem pa seveda ne gre spregledati, da se nadomestno materinstvo po svojih bistvenih značilnostih 
razlikuje od nekaterih drugih zdravstvenih ukrepov, zlasti na področju urgentne in transplantacijske medicine (43). 
Ob vseh specifikah nadomestnega materinstva pa je potrebno upoštevati tudi širšo presojo v okviru t. i. (strogega) 
ustavnega testa sorazmernosti, ki določa, da mora biti vsak poseg v posamezno ustavno pravico: a) nujen z vidika 
zagotavljanja druge ustavne pravice; b) primeren za doseganje ciljev, povezanih z zagotavljanjem druge ustavne 
pravice; pri čemer morajo d) koristi dosežene v sferi zagotavljanja posamezne ustavne pravice odtehtati poseg v us-
tavno pravico, na katero se poseg nanaša (sorazmernost v ožjem smislu) (43). Nadomestno materinstvo po mojem 
mnenju takšnega testa ne prestane.

Pri nadomestni materi (v pogojih tradicionalnega nadomestnega materinstva) so namreč zaznana resna medicinska 
tveganja, povezana s hormonskim spodbujanjem jajčnikov (zapleti, povezani s hiperstimulacijo) ter tveganja, pov-
ezana z invazivnim odvzemom jajčnih celic (poškodbe sosednih organov). Poleg omenjenega je nadomestna mati 
izpostavljena tudi tveganjem, povezanim s samo nosečnostjo (povišan krvni tlak, sladkorna bolezen pridobljena v 
nosečnosti, krvavitve v nosečnosti in ob porodu, okužbe v nosečnosti in ob porodu itd.), kar njen položaj še dodatno 
poslabšuje (43). Ob tem z vidika tehtanja ustavnih pravic tudi ni mogoče spregledati, da poseg v ustavne pravice 
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nadometne matere ne ustvarja prav nikakršnih zaznavnih medicinskih koristi njeni lastni sferi (temveč prinaša ko-
rist zgolj tretjim osebam), prav tako dosežena korist objektivno ni primerljiva s koristmi v nekaterih drugih primerih 
zdravstvene pomoči tretjim (npr. na področju transplantacije organov ali na področju darovanja drugih celic in tkiv). 
Pomoč surogatne matere namreč (najsi bo še tako humana) ne meri na reševanje življenja ali na reševanje izredno 
težkega zdravstvenega stanja, ki bi (brez obravnavanega posega) ogrožalo ali kritično poslabševalo nadaljnje živl-
jenje prizadetih posameznikov (43). Zato menim, da so posegi v telesno integriteto nadomestne matere, glede na 
njihovo intenzivnost ter glede na dejstvo, da niso v njeno korist (temveč v korist tretjih oseb), ustavno prekomerni 
in jih ne odtehtajo (sicer objektivne in pozitivne) koristi na strani naročnikov surogatnega materinstva. Prav tako 
gre omeniti, da v zvezi z varstvom dostojanstva v svojih razpravah razločujem med javnopravnim varstvom (ki je 
absolutna in neodpovedljiva pravica – 21. člen Ustave RS) ter zasebnopravnim varstvom dostojanstva (34., 35. člen 
Ustave RS) (28, 39, 40, 43), pri čemer bi se v primeru javnega varstva legitimno izpostavljalo vprašanje, ali lahko 
javni zavod (kot nosilec določenih javnih pooblastil) sploh izvaja postopke, ki inherentno (in najverjetneje tudi us-
tavno prekomerno) posegajo v dostojanstvo posameznika (43). Širša razprava na to temo sicer bistveno presega 
okvirje tega prispevka (ki se nanaša zgolj na oris temeljnih izhodišč pravnega reda na obravnavanih področjih), 
predstavljena izhodišča pa vseeno lahko (skupaj s širšimi stališči različnih avtorjev, ki so že bila izkazana v okviru 
slovenske pravne periodike) služijo za nadaljnjo interdisciplinarno razpravo na obravnavanem področju. Ob tem gre 
na tem mestu še dodati, da se bo pomen etičnih pasti v zvezi s surogatnim materinstvom pričakovano zmanjševal 
(ali celo odpravil) z uvajanjem novih medicinskih možnosti, ki predstavljajo alternativo nadomestnemu materinstvo 
(npr. transplantacija maternice, razvoj umetne maternice), hkrati pa se bodo, tudi na našem prostoru, odpirale nove 
etične in pravne dileme povezane prav s temi postopki. Prav tako ne gre spregledati, da je vprašanje disponibilnosti 
ter tehtanja ravnotežij med posameznimi pravicami v družbi vedno pogojeno z različnimi okoliščinami: kulturnimi, 
zgodovinskimi, religioznimi, socialnimi, še bolj pa s subjektivnimi okoliščinami na ravni vsakega posameznika (43). 
Zato ne izključujem možnosti, da se bodo vprašanja, povezana s tem, katere dobrine in do kakšne mere je potrebno 
varovati v okviru javnega reda (in s tem določati meje priznane avtonomije posameznika), v bodoče razreševala tudi 
drugače ali na drugačen način, kot je to predlagano v okviru dosedanjih razprav.

Zaključek

Krajši oris pravnega urejanja na področju spočetja za medicinsko pomočjo izkazuje, da gre za kompleksen nor-
mativni sistem, ki ureja širok spekter pravnih (in etičnih) vprašanj. Ob tem je z vidika pravne znanosti potrebno 
stremeti k zagotavljanju kar največje jasnosti in predvidljivosti pravnega okolja, kar bo, vsaj v določeni meri, terjalo 
tudi poenostavitev v tem prispevku predstavljenega normativnega okvirja (41, 42, 43). Na področju iskanja rešitev 
glede ključnih (in etično ter ustavno) najbolj občutljivih vprašanj prihodnost vidim v poglobljeni interdisciplinarni 
razpravi, pri čemer bodo za pravno urejanje najpomembnejša izhodišča medicinske znanosti, v smislu constitutio 
translativa pa bo potrebno upoštevati tudi aktualna dognanja s področje filozofije, sociologije, teologije ter področ-
ja socialnega dela. 

Navedeno velja tudi za področje nadomestnega materinstva, kjer gre pričakovati, da se bodo temeljna vprašanja 
razreševala v soodvisnosti z novimi metodami odpravljanja oziroma medicinskega obida neplodnosti, pri čemer bodo 
še nadalje ospredju (individualno) tehtanje med tveganji in koristmi posameznega zdravstvenega ukrepa (načelo 
medicinske koristnosti) ter vprašanje soodvisnosti in tehtanje posameznih etičnih načel ter ustavnih pravic. Ob 
tem gre dodati, da je pri razreševanju odprtih vprašanj v sedanjosti vsekakor smiselno upoštevati bogata dognanja 
preteklosti, ob zavedanju, da bodo imele posamezne odločitve in rešitve pomemben vpliv na položaj posameznika 
in družbe v prihodnosti. Tempora cuncta solent homines spectare saqaces, ad praesensa solum respicit insipiens.
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Introduction 

Aegroto dum anima est, spes est. As long as there is life, there is hope. Legal science (dealing with rights and obli-
gations as well as with legal relationships) may seem blind and deaf to such dimension of human existence. Never-
theless, it should not be overlooked (at least within the legal doctrine of ‘ought’), that legal science shall well-serve 
and care for the human being in its entirety, which also (or particularly) applies to the legal regulation of issues 
related to the beginning and ending of a life. Hope (expectation and entitlement) in relation to child conception 
therefore requires similar legal attention as hope in relation to the preservation of life. 

By its legal definition, biomedically assisted procreation corresponds to medical measures which support an in-
fertile couple to conceive a child (7, 43). These measures involve the conducts of physician and embryologist, 
whereas, in addition to the clinical procedures, part of the process is executed in the laboratory (43). The said spe-
cifics are observed when designating in-field legal regulations and principles. The legal environment in question 
is particularly sensitive, since the consequences (by means of mere regulation and implementation thereof) also 
affect third parties (e.g. donors and surrogate mothers). In addition to that, further questions arise in relation to 
public interest and public morale, which may be observed through substantive law as well as through the case law 
of (supranational) courts (21, 22, and 43).    

Apart from the Infertility Treatment and Procedures of Biomedically-Assisted Procreation Act – ZZNPOB (7) which 
is considered to be the fundamental in-field legislation, regulatory framework includes a wide array of other regu-
latory acts. First, we should not overlook certain constitutional provisions (e.g. Freedom of Choice in Childbearing 
- Article 55 of the Slovenian Constitution, Protection of Human Personality, Dignity and Safety - Articles 21, 34 and 
35 of the Slovenian Constitution, Right to Health Care - Article 51 of the Slovenian Constitution, etc.) (6).  Further-
more, the area of relevant regulation expands to the Law of Obligations (Code of Obligations - OZ) (17), Family Law 
(Family Code - DZ) (18), Medical Law and Patient’s Rights (Act on Quality and Safety of Human Tissues and Cells 
for the Purposes of Medical Treatment – ZKVČTC, the Act Regulating the Obtaining and Transplantation of Human 
Body Parts for the Purposes of Medical Treatment - ZPPDČT, Patients’ Rights Act - ZPacP, Healthcare Databases 
Act – ZZPPZ) (8, 9, 13, 15) and finally to the Medical System and Social Security Law (Health Services Act - ZZDej, 
Medical Practitioners Act – ZZdrS, Health Care and Health Insurance Act – ZZVZZ) (10, 11, 12). 

By providing standards in the quality and safety of reproductive cells in treatment, provisions of the ZKVČTC and 
the ZPPDČT (adopted as a consequence of mandatory implementation of the EU cell and tissue directives into 
Slovenian legislation), have made a significant impact on the in-field regulation (3, 4, 5 and 42). Unfortunately, 
the discrepancies between the provisions of ZZNPOB and the ZKVČTC cause numerous normative and practical 
problems (42), which seriously endanger the overall predictability and certainty of the regulation in question (42 
and 43). Furthermore, the most severe illegal conducts in the field of reproductive medicine are deemed criminal 
offences by the Criminal Code - KZ-1 (16), while the provisions of the General Administrative Procedure Act – ZUP 
(19) and Administrative Dispute Act – ZUS-1 (20), govern the procedural issues. The area of biomedically assisted 
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procreation is thus regulated by at least twenty legislative acts, supplemented by more than fifty bylaws, forming 
an extensive corpus of substantive and procedural law. Such regulation imposes a binding effect on all relevant 
addressees, including physicians and healthcare personnel. By means of evaluating or assessing any mandatory or 
prohibited action, it is therefore crucial to consider the entire regulatory framework rather than relying on individ-
ual regulations or rules.

When examining and discussing regulation in the fields of infertility treatment and procedures of biomedically-as-
sisted procreation (OBMP), questions related to medical ethics will always be considered cautiously and tentative-
ly. At the time of the adoption of the ZZNPOB in 2000, it was clearly emphasised that OBMP procedures include 
manipulation with sensitive genetic material and regulation should therefore be provided attentively, especially 
from the point of view of preventing possible abuses (45, 46). Therefore, ethical (deontological) principles served 
as a background and source for in-field legal regulation. In this respect we can find observations within the legal 
doctrine that ethical issues exceed the framework of legal regulation which could lead us to the conclusion that 
specific non-ethical conduct is not automatically considered as illegal while every illegal conduct is per se consid-
ered to be non-ethical (48). However, there are some specifics within the Slovenian legal system that need to be 
considered. Namely, the provision of Article 45 of the ZZDej (11) which stipulates a direct obligation of healthcare 
and allied professionals to provide healthcare services in accordance with accepted medical doctrine and within 
the code of medical deontology or within other professional and ethical codes. Thus, any non-ethical or non-pro-
fessional conduct (contrary to the doctrine and codified ethics) is automatically defined as illegal conduct (violation 
of law) which may create consequences in the areas of criminal law, damage liability and labour law (43). Also, the 
implementation of some documents that are typically ethical in terms of their origin, e.g. the Oviedo Convention (1, 
24 and 39), or their ratification in national legislation, involves the direct transition of (supra-national) ethics into 
(national) law and creates binding effects otherwise reserved for legal documents. It can therefore be concluded 
that there is a considerable overlapping of ethics and law present in the field of medical law in Slovenia, giving 
additional weight to the specifics of legal regulation. In my opinion, every single ethical and legal evaluation must 
therefore take into account the positions arising from: a) ethical theories (utilitarian theories, theories based on 
rights and obligations and theories based on virtues) (25, 36, 38, 43 and 44) as well as provisions of different b) 
ethical codes, conventions and declarations (supra-national, national, area-specific) (43 and 44). Furthermore, d) 
ethical principles shall be considered (respect for autonomy, non-maleficence, beneficence, justice and privacy 
etc.), subject to finding equilibrium (which is similar to the weighing of constitutional rights), when seeking the 
most favourable ethical (and legal) outcome (25, 29, 36, 38, 43 and 44).  This leads us to the conclusion that the 
system of medical ethics is predominantly objective, whereas such objectification (and universalization) aims at 
the prevention of arbitrary actions and decisions, deriving exclusively from subjective choices in each specific case.    

The beginnings of contemporary biomedical ethics, dealing with issues of bio-medically assisted reproduction, go 
back to the 1950s (in 1949, Professor Joseph Fletcher, lecturing at the Harvard University, started examining eth-
ical issues of artificial insemination) (31). While today, the contemporary doctrine of law and bioethics in the field 
of assisted reproduction encompasses a relatively wide spectrum of key issues (25, 26, 27, 34, 35, 36, 37, 38 and 
43). These issues mostly refer to the following areas:

1.	rights of the embryo or foetus; 
2.	specifics of the OBMP procedures (including the issue of posthumous insemination, donor procedures and the 

issue of surrogate motherhood); 
3.	entitlement to OBMP procedures (married couples or heterosexual partners, homosexual partners and single 

individuals); 
4.	practitioners and financing of OBMP procedures (public, private and mixed).
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In this sense we can speak about four basic problems (4P) of biomedically assisted procreation (43), each of which 
requires separate study and discussion. In view of the fact that contributions of other speakers mostly refer to 
uterus transplantation, the remainder of this document predominantly focuses on the issue of surrogate moth-
erhood, since both types of medical measures (transplantation of uterus and surrogate motherhood) are medical 
means (measures) of bypassing infertility, in the position where a woman is unable to bear a child due to her 
physiological obstacles. Furthermore, some of the ethical dilemmas spread into both types of measures, while in 
certain contexts, they are also mutually co-dependent. The aim of this contribution is therefore to highlight basic 
(ethical and legal) issues relating to surrogate motherhood, along with those dilemmas which (taking into account 
the ethical, supranational and constitutional positions) considerably impact on the regulation at national level. 
Finally, some proposals will be offered in view of the future regulation (de lege ferenda), mostly relating to the 
area of surrogate motherhood as well as to the general regulatory framework in the field of assisted reproduction.

Surrogate motherhood

In legal theory and practice, surrogate motherhood triggers many legal and ethical dilemmas relating to the protec-
tion of human rights, public order and morale. Some authors legitimately elaborate on the issue whether surrogate 
motherhood can even be considered a method of medical treatment or a biomedical procedure aimed at bypassing 
infertility, particularly in cases where women wish to avoid pregnancy due to the medical problems arising from it, 
where they wish to minimize risks related to losing employment or where they only wish to preserve their body 
(47, 48). 

From the point of view of legal regulation and examination, it is essential to distinguish between:

a)	traditional surrogate motherhood (also genetic or partial surrogate motherhood) in which the oocyte of the sur-
rogate mother is being fertilised; and

b)	gestational surrogate motherhood (also host or full surrogate motherhood) which includes the transfer of an 
(genetically unrelated) embryo into the body of the surrogate mother, while the embryo is being conceived thro-
ugh a homologous or heterologous OBMP procedure or through embryo donation(43).

Furthermore, it is also legally relevant to distinguish between: 

a)	paid or commercial surrogate motherhood in which case the surrogate mother receives payment or other pecuni-
ary (property) benefit as for the fulfilment of her obligation; and

b)	non-paid or altruistic surrogate motherhood carried out solely for humanitarian or philanthropic inclination, 
without any pecuniary (property) benefits received by the surrogate mother (43). 

Slovenian law does not permit surrogate motherhood (in any form whatsoever). In line with the provision of Article 
7 of the ZZNPOB, a woman who intends to hand over a child to a third party after delivery, either against payment 
or not, is not entitled to OBMP procedures (7). Some authors (49) advocate the argument that Slovenian legislation 
does not contain a direct prohibition of surrogate motherhood; however, it must be established that the provision 
of Article 7 of the ZZNPOB, particularly in connection with the provision of Article 121 of the KZ-1 which incrimi-
nates the illegal implementation of the OBMP procedure due to surrogate motherhood, creates de facto prohibition 
in the territory of the Republic of Slovenia (43, 46). This applies even more when taking into account the provision 
of the first paragraph of Article 15 of the ZZNPOB pursuant to which the OBMP procedures in Slovenia can only 
be performed by the centre operating within the framework of the public healthcare network which has obtained 
a specific permit from the Ministry of Health for the Republic of Slovenia (7). It ensures in such a way, that all 
such centres adhere to the regulations applicable within the territory of the Republic of Slovenia. Other European 
countries (e.g. Norway, France, Germany, Italy, Austria and Croatia) (43) have a similar regulation, while in some 
other jurisdictions (e.g. in the United Kingdom) surrogate motherhood is permitted (36, 43). However, even these 
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countries lay down some limitations on these regulations, e.g. in terms stating that surrogacy contracts are not 
enforceable (i.e. in the event that a child is not handed over, the couple will not succeed with a lawsuit filed against 
the surrogate mother) and in most cases only non-paid surrogate motherhood is permitted since the notion of paid 
surrogacy raises the issue of the true (contractual) will of the surrogate mother and the issue of commercialisation 
of the human body that is generally rejected by contemporary medical ethics based on the protection of human 
dignity (27, 36, 43).     

At the time of the adoption of the ZZNPOB (in 2000) the Slovenian theory of law provided arguments supporting 
the rejection of surrogate motherhood. Such arguments included the stance on the inadmissibility of the instru-
mentalization of a woman’s body, as well as the observation that special bonds are created between the surrogate 
mother and the foetus, which could make it hard for surrogate mothers to hand over a child. The concern about the 
child’s dignity was also pointed out since, in the case of a surrogate relationship, the child becomes the subject of 
the contract, which is to be considered contrary to the protection of the child’s best interests (46). In subsequent 
years, these arguments have been often commented upon and supplemented (47, 48) while the contemporary 
legal doctrine mostly focuses on the issue of admissibility of intervention in the physical and mental integrity of 
the surrogate mother (even with her consent to pursue such a procedure, meaning that the question of a collision 
between the ethical principles of autonomy and nonmaleficence has being raised) and the question of protection 
of the mother’s dignity as the subject of a surrogate contractual relationship. In the absence of any decisions be-
ing made by the supra-national courts, we should mention the position of the supreme court in the French judicial 
system (Cour de cassation) which includes the reasoning that an agreement by which a woman undertakes, even 
if without payment, to bear a child and hand it over to a third person after delivery is contrary to public order (fr. 
ordre publique) and contrary to the doctrine that the protection of an individual’s physical and mental integrity 
cannot be waived (fr. indisponibilité) (23). Therefore, the Cour de cassation rejected the possibility of surrogate 
motherhood within French jurisdiction. In recent years, there has been serious interdisciplinary expert discussion 
in France (conducted by a special committee appointed by the French Senate) the findings of which show that 
the French legal system might, de lege ferenda, be moderately in favour of the potential possibility of surrogate 
motherhood, but with strict limitations relating to non-paid, gestational surrogate motherhood with relevant en-
forcement of special statutory conditions subject to preliminary court control (43).   

Taking into account the legal (constitutional) framework within the Republic of Slovenia, my stance on surrogate 
motherhood is derived from the assessment that the protection of an individual’s physical and mental integrity is 
to be considered waivable (43). Personal (and personality) rights are namely waivable by definition, as they are 
inherent to the personal sphere of an individual; while the broader, public or universal (erga omnes) interest that 
would exceed the autonomous decision of an individual, is generally not perceived (32 and 43). It is therefore 
essential that the state protects each individual against the infringements of third persons and that an individual 
may independently decide whether or not they want to waive (or exercise) such protection through active or pas-
sive conduct. Such an autonomous decision (justified by the right to self-determination as a significant component 
of human dignity) (39 and 40) is in any case crucial in the performance of medical procedures and exclusion of ille-
gal conduct of healthcare personnel for (sometimes life-saving) interventions in the patients’ physical and mental 
integrity. At the same time, one should not overlook the fact that surrogate motherhood differs, in its fundamental 
characteristics, from some other medical procedures, particularly in the area of emergency and transplantation 
medicine (43). With all the specifics of surrogate motherhood it is also necessary to consider a broader assess-
ment of such a position by means of a so-called (strict) constitutional test of proportionality, which stipulates 
that every interference in a constitutional right must be: a) urgent from the point of view of assurance of another 
constitutional right, b) appropriate in terms of the possibility to achieve goals related to the assurance of another 
constitutional right; while in any case d) the benefits achieved in terms of the assurance of an individual constitu-
tional right must outweigh the interference with the interfered constitutional right (43). I believe the position on 
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surrogate motherhood does not pass such a test.

Serious medical risks have been detected in a surrogate mother (in the conditions of traditional surrogate moth-
erhood) related to ovarian stimulation (complications related to hyperstimulation) and the risks related to invasive 
extraction of egg cells (injury of adjacent organs). In addition to the above, every surrogate mother is also exposed 
to the risks related to pregnancy (increased blood pressure, gestational diabetes, bleeding during pregnancy and 
delivery, infections during pregnancy and delivery etc.) which further deteriorates her position (43). From the point 
of view of weighing the constitutional rights, we cannot overlook that interference with the constitutional right of 
the surrogate mother creates no perceivable medical benefits whatsoever for herself (it only creates benefits for 
third persons), while the benefits derived by third persons cannot be objectively compared to the benefits derived 
from some other cases of medical assistance (e.g. in the area of organ transplantation or donation of other cells 
and tissues). Namely, (as humane as it may be) the assistance of a surrogate mother is not aimed at saving lives or 
resolving grave medical conditions which would (without the said intervention) endanger or critically deteriorate 
life further of the affected individual. I therefore believe that interventions in the personal integrity of a surrogate 
mother, considering their intensity and the fact that they are not in her favour (but in favour of third persons), are 
constitutionally excessive and do not outweigh (otherwise objective and positive) the benefit derived by the cli-
ents ordering a surrogate motherhood. It should also be mentioned that in my discussions regarding the protection 
of dignity of a surrogate mother, I distinguish between public-law protection (which is an absolute and non-waiv-
able right - Article 21 of the Slovenian Constitution) and private-law protection of dignity (Articles 34 and 35 of 
the Slovenian Constitution) (28, 39, 40 and 43); in the case of public-law protection, it would be legitimate to raise 
the question of whether a public institution (infertility centre as a holder of certain public authorisations) is even 
allowed to carry out procedures that inherently (and most probably also constitutionally excessively) interfere with 
an individual’s dignity (43). A broader discussion on this topic undoubtedly exceeds the scope of this contribution 
(which is limited to the description of the basic regulatory frameworks in the areas concerned). However, I do be-
lieve that the dilemmas highlighted (together with the broader discussions already being presented in Slovenian 
legal publications) may be used for further interdisciplinary discussions in the field of human reproduction. It should 
be added at this point that the significance of ethical traps (or slippery slopes) related to surrogate motherhood is 
expected to diminish (or even disappear) with the introduction of new medical procedures serving as an alternative 
to surrogate motherhood (e.g. uterus transplantation and development of an artificial uterus) while at the same 
time, new ethical and legal dilemmas may appear in relation to those procedures. We must also be aware that the 
issue of weighing balances between individual (constitutional) rights in society is always conditioned by various 
circumstances: cultural, historical, religious and social, while the circumstances (or assessments) at individual level 
must also be taken into account (43). Therefore, I do not exclude the possibility that, in the future, questions about 
which rights (or values) must be protected and to what extent in the framework of public order (thereby setting 
the limitations of recognised autonomy of an individual) may be resolved in a different manner than proposed by 
the discussions held so far. 

Conclusion

A brief description of legal regulation in the area of medically assisted reproduction reveals the complexity of the 
regulatory system in question, while such a system governs a wide spectrum of legal (and ethical) issues. Basing 
my argument on the principles of legal science, I believe we should strive towards the regulatory provisions of 
maximum certainty and predictability, meaning that the regulatory framework presented in this contribution, will, 
most certainly, require considerable revision in terms of its simplification (41, 42 and 43). As regards to the quest 
of finding solutions to the key and (ethically and constitutionally) most sensitive questions, I believe the future 
lies in in-depth interdisciplinary discussion with the principal focus of legal regulation being capable of following 
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(and respecting) the findings of medical science. Additionally, in the sense of constitutio translativa, it will also be 
necessary to consider the findings in the fields of philosophy, sociology, theology and social work. 

This also applies to the area of surrogate motherhood where we can expect the fundamental issues to be resolved 
in light of the latest methods of remedying, or medically bypassing, infertility; while the main focus might still be on 
(individual) weighing between the risks and benefits of individual medical measures (the principle of medical utili-
ty) and the issue of co-dependence and balancing (finding an equilibrium) between different ethical principles and 
different constitutional rights. As a conclusive thought, I share my belief, that in resolving open issues, it is always 
beneficial to carefully consider positive achievements from the past for individual decisions in the present to have 
a positive impact on an individual and society in the future. Tempora cuncta solent homines spectare saqaces, ad 
praesensa solum respicit insipiens.
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Uvod

Mladostništvo je po opredelitvi Svetovne zdravstvene organizacije prehodno obdobje med otroštvom in odraslostjo 
ter zajema mlade v starosti od 10 do 19 let. Delimo ga na zgodnjo (10–14 let) in pozno (15–19 let) mladostniško ob-
dobje (1). To obdobje je obdobje priložnosti, preizkušanja novih oblik vedenja in tveganj, kot je spolna dejavnost, in 
hkrati večje ranljivosti, ki se lahko konča z npr. mladostniško nosečnostjo. Podatki za Slovenijo kažejo, da se stopnja 
rodnosti in dovoljene splavnosti med mladostnicami starimi 15–19 let vztrajno znižuje: leta 1981 je rodnost znašala 
37/1000 mladostnic, starih 15–19 let, leta 2018 pa 4/1000; leta 1981 je dovoljena splavnost znašala 24/1000 
mladostnic, starih 15–19 let, leta 2018 pa 5/1000 (2). Zadnji primerljivi podatki za leto 2009 kažejo, da ima Sloveni-
ja najnižjo stopnjo nosečnosti pri mladostnicah v Evropski uniji (3). Naše raziskave o spolnem vedenju slovenskih 
srednješolcev potrjujejo dobro rabo kontracepcije. Leta 2012 je ob zadnjem spolnem odnosu kondom uporabilo 54 
% srednješolcev, kontracepcijske tablete 27 %, kontracepcijske tablete in kondom 4 %, prekinjen odnos 4 %, drugo 
metodo 4 %, brez kontracepcijske zaščite pa je bilo le 7 % srednješolcev. V starosti 17 let je bilo že spolno dejavnih 
52,4 % srednješolcev, v starosti 15 let 19,2 %, v starosti 14 let pa 5,6 % (4). 

Spolna dejavnost mladostnikov in mladostnic že od nekdaj prinaša etične dileme v zvezi s samo spolno dejavnos-
tjo, kontracepcijo, nosečnostjo, morebitnimi pravicami staršev ali skrbnikov, vse v skrbi za dobrobit mladostnika in 
mladostnice. V Sloveniji je področje načrtovanja družine dobro opredeljeno v ustavi in pripadajoči zakonski ureditvi, 
vendar se v skrajnih primerih, predvsem pri mladostnicah, mlajših od 15 let, tudi pojavljajo etične dileme.  

Pravica do svobodnega odločanja o rojstvu otrok 

Današnja zakonska ureditev pravice do svobodnega odločanja o rojstvu v Sloveniji otrok temelji na ustavi SFR 
Jugoslavije iz leta 1974, kjer je bilo v 191. člen zapisano: »Pravica človeka je, da svobodno odloča o rojstvih otrok. 
Ta pravica se lahko omeji samo iz zdravstvenih razlogov.« Jugoslavija je bila prva država na svetu, ki je v ustavo 
zapisala pravico posameznika oz. posameznice, da se svobodno odloča o rojstvu otrok. Ustava SR Slovenije iz leta 
1974 pa je imela 233. členu še dodatek: »Pravica človeka je, da svobodno odloča o rojstvih otrok. Ta pravica se 
lahko omeji samo iz zdravstvenih razlogov. V zvezi z uresničevanjem te pravice zagotavlja družbena skupnost po-
trebno izobrazbo ter ustrezno socialno varstvo in zdravstveno pomoč v skladu z zakonom.« Na tej osnovi je bil leta 
1977 razglašen Zakon o zdravstvenih ukrepih pri uresničevanju pravice do svobodnega odločanja o rojstvu otrok 
(ZZUUP), kjer so opredeljeni preprečevanje zanositve, umetna prekinitev nosečnosti ter ugotavljanje in zdravljenje 
zmanjšane plodnosti (5). Ob osamosvojitvi Slovenije in pripravi nove ustave so se razhajala mnenja glede pravice 
o svobodnem odločanju o rojstvu otrok, predvsem do umetne prekinitve nosečnosti (UPN). To področje sedaj ureja 
55. člen Ustave Republike Slovenije iz leta 1991: »Odločanje o rojstvih svojih otrok je svobodno. Država zagotavlja 
možnosti za uresničevanje te svoboščine in ustvarja razmere, ki omogočajo staršem, da se odločajo za rojstva svojih 
otrok.« (6) Pomemben je drugi stavek 55. člena ustave, ki svoboščino opredeli kot človekovo pravico. 
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ZZUUP in navodilo za izvajanja zakona določata, da imata ženska in moški imata pravico do nasveta, kako lahko pre-
prečita zanositev, in da jima zdravnik svetuje ali predpiše zanju najbolj primerno sredstvo za začasno preprečevanje 
zanositve, ne glede na starost. Prav tako ima ženska pravico do UPN na njeno zahtevo, če nosečnost ne traja več 
kot 10 tednov, če je izpolnjen pogoj razsodnosti, ne glede na starost (7,8). Tako starši ne morejo zahtevati, naj se 
njihovi mladoletni, a razsodni hčeri, opravi UPN, in ne morejo preprečiti, da bi se ji na njeno zahtevo opravil UPN. 
Zdravstvena organizacija, v kateri poseg opravijo, lahko obvesti starše mladoletnice le, če ona v to privoli. Zakon 
opredeljuje možnost strokovnega svetovanja in zapoveduje varovanje poklicne skrivnosti, kar je v praksi lahko 
pomembno, npr. če želijo starši pridobiti informacije o reproduktivnem stanju svoje mladoletne hčerke. 

Pravice mladoletnice, če je razsodna, do svobodnega odločanja o rojstvu otrok ne omejuje niti Zakon o pacien-
tovih pravicah (ZPacP), ki v 35. členu pravi: »Šteje se, da otrok do 15. leta starosti ni sposoben privolitve, razen če 
zdravnik glede na otrokovo zrelost oceni, da je za to sposoben, pri čemer se glede okoliščin, ki govorijo o sposob-
nosti odločanja o sebi, praviloma posvetuje s starši oziroma skrbnikom. Šteje se, da je otrok, ki je dopolnil 15. let 
starosti, sposoben privolitve, razen če zdravnik glede na otrokovo zrelost oceni, da za to ni sposoben, pri čemer se 
glede okoliščin, ki govorijo o sposobnosti odločanja o sebi, praviloma posvetuje s starši oziroma skrbnikom.« Le 
za operativni ali drug medicinski poseg pri otroku, povezan z večjim tveganjem ali večjo obremenitvijo, oziroma 
medicinski poseg, ki utegne imeti pomembne posledice za otroka, se zahteva privolitev obeh staršev. ZPacP v 45. 
členu določa varovanje poklicne skrivnost – da so zdravstveni delavci in zdravstveni sodelavci ter osebe, ki so jim 
zaradi narave njihovega dela podatki dosegljivi, dolžni kot poklicno skrivnost varovati vse, kar pri opravljanju svoje-
ga poklica ali dela zvedo o pacientu (9). Za posamezen primer je torej zdravniku dopuščena ocena otrokove zrelosti, 
o kateri se nato praviloma posvetuje s starši ali skrbnikom. Posvet lahko opusti, če oceni, da ni v otrokovo korist, in 
uveljavlja dolžnost varovanja zasebnosti pacienta (10). Zdravnik pa mora naznaniti sum storitve kaznivega dejanja 
zoper življenje in telo, kaznivega dejanja zoper spolno nedotakljivost ter kaznivega dejanja zoper zakonsko zvezo, 
družino in mladino, pri katerih je bil kot oškodovanec udeležen otrok (9). 

Ta pravila iz ZPacP pa ne veljajo za področje svobode odločanja o rojstvih otrok, saj je omenjena ustavna svobošči-
na, iz katere izhajata tudi pravici do preprečevanja zanositve in do umetne prekinitve nosečnosti, urejena v poseb-
nem zakonu ZZUUP. Slednji je za to področje odločilen in ima prednost pred splošnejšim, čeprav pozneje sprejetim 
ZPacP. ZZUUP je torej »lex specialis« in zato moramo pri odločanju o obeh odprtih vprašanjih upoštevati njegove 
določbe in določbe na podlagi tega sprejetega podzakonskega akta. To pomeni, da lahko razsodna mladoletnica 
samostojno, brez sodelovanja oz. privolitve staršev ali skrbnika, zahteva, da se ji dodeli ustrezna kontracepcija ali 
prekine nosečnost. Ta pravna ureditev reproduktivne svobode mladoletnice je bila v naše pravo sprejeta predvsem 
zaradi zelo osebne narave tovrstnih odločitev posameznice. Gre za pomembne medicinske posege v njeno telo, ki 
predstavlja eno najbolj osebnih človekovih dobrin sploh. Svoboda odločanja o rojstvih otrok kot z ustavo zavarovana 
pravica pripade posameznici načeloma tedaj, ko jo ta lahko začne izvrševati oz. jo je že začela izvrševati. Iz nave-
denih razlogov naj o tem odloča (razsodna) mladoletnica sama (11). 

Spolna dejavnost mladostnic, mlajših od 15 let

Po 173. členu Kazenskega zakonika (KZ-1) iz leta 2012 se spolni napad na osebo, mlajšo od petnajst let, šteje za 
kaznivo dejanje: »Kdor spolno občuje ali stori kakšno drugo spolno dejanje z osebo drugega ali istega spola, ki še ni 
stara petnajst let, se kaznuje z zaporom od treh do osmih let. Dejanje pa ni protipravno, če je bilo storjeno z osebo 
primerljive starosti in če ustreza stopnji njene duševne in telesne zrelosti.« (12). Kljub temu določilu o primerljivi 
starosti se lahko pri zdravnikih pojavi strah pred morebitnim sodnim preganjanjem ob neprijavi suma na kaznivo 
dejanje. O tem se je opredelila tudi Komisija RS za medicinsko etiko: »Zdravnik, ki bi se soočil z osebo, mlajšo od 
15 let, ki je želela nasvet o varni spolnosti z drugo osebo, kontracepcijsko zaščito ali prekinitev nosečnosti, bi bil po 



ETHICAL CHALLENGES IN GYNAECOLOGY, PERINATOLOGY AND REPRODUCTIVE MEDICINE    |    93

zakonodaji pomagač pri kaznivem dejanju spolnega napada na osebo, mlajšo od 15 let, in potencialno kazniv, če ne 
bi podal kazenske ovadbe, da so se zgodila spolna dejanja v zvezi s to osebo. Ta pravna določila pa niso v skladu s 
splošno ustavno pravico do človekove avtonomije, vključno za področje spolnega razvoja, in s pravico do svobod-
nega odločanja o rojstvu svojih otrok. S stališča temeljne dolžnosti zdravnika pomagati pacientu kazenska ovadba 
pacienta in njegovih vrstnikov pacientu ni v pomoč. Zaupanje v zdravnika je v primeru ovadbe izgubljeno. Velika ne-
varnost je, da mladoletnik ne bi več iskal pomoči pri zdravniku, kar poveča njegovo zdravstveno ogroženost.« (10). 

Zakonodaja, ki zdravniku predpisuje dolžnost prijavljanja, izpodkopava bistvo zdravnikove svetovalne in terape-
vtske vloge. V dilemi, ali naj pomaga pacientu ali naj izpolnjuje represivne naloge, mora zdravnik dati prednost po-
moči pacientu. Zdravnik, ki pomaga mladoletnici s kontracepcijsko zaščito ali v skladu z medicinsko doktrino prekine 
nosečnost, ne sme biti na nobeni stopnji dejanja kazniv kot udeleženec pri kaznivem dejanju ali biti kakor koli kazniv 
v zvezi z njima. Komisija RS za medicinsko etiko opozarja, da zdravnika, razen v posebnih okoliščinah (npr. ko gre 
za pacientove vitalne koristi ali odvrnitev hude nevarnosti za druge), ni mogoče vključiti v represivni sistem, ker to 
ogroža njegovo temeljno poslanstvo (10). 

Zaključek

V dilemi, ali naj pomaga pacientu ali naj izpolnjuje represivne naloge ali naj ščiti lastno udobje, mora zdravnik dati 
prednost pomoči pacientu.
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Introduction

As defined by the World Health Organization, adolescence is a transitional period between childhood and adult-
hood and includes young people aged from 10 to 19 years of age. It is divided into early (10 – 14 years) and late 
(15 – 19 years) adolescence (1). This period is a period of opportunity, of exploring new behaviours and risks, such 
as sexual activity, but of also being exposed to greater vulnerability, which can end in adolescent pregnancy for 
example. Data for Slovenia shows that fertility and abortion rates among adolescents aged 15 – 19 years of age 
are steadily decreasing: in 1981, the life-birth rate was 37/1000 adolescents for this age group, and in 2018 it 
was 4/1000; in 1981, the legal abortion rate was 24/1000 adolescents for those aged 15 – 19 years, and in 2018, 
5/1000 (2). The latest comparable data for 2009 shows that Slovenia has the lowest pregnancy rate in adolescents 
in the European Union (3). Our research on the sexual behaviour of Slovenian secondary-school students confirms 
good use of contraception. In 2012, 54% of secondary-school students used condoms at the time of their last 
sexual intercourse, 27% of them used contraceptive pills, 4% contraceptive pills and condoms, 4% other methods 
and 4% did not use any contraception at all. At the age of 17, 52.4% of secondary-school students were already 
sexually active, 19.2% at the age of 15 and 5.6% at the age of 14 (4).

The sexual activity of young people and adolescents has always posed ethical dilemmas regarding sexual activity, 
contraception, pregnancy, the possible rights of parents or guardians, but always while maintaining a focus on the 
well-being of the adolescent. In Slovenia, the area of family planning is well regulated and protected in the consti-
tution and relevant legislation, but in some cases, especially in adolescents under the age of 15, ethical dilemmas 
also arise.

The right to decide freely on childbearing

Today’s legislation regarding the right to freely decide on childbearing in Slovenia is based on the 1974 Consti-
tution of the Socialistic Federal Republic of Yugoslavia, which stated in Article 191: “It is a human right to make 
one’s own decisions regarding the birth of children. This right can only be restricted for health reasons.” Yugoslavia 
was the first country in the world to enshrine the right of an individual or person to decide freely on childbirth in 
the Constitution. The Constitution of the Socialistic Republic of Slovenia of 1974 made the following amendment 
to Article 233: “It is a human right to make one’s own decisions regarding the birth of children. This right can only 
be restricted for health reasons. In connection with the exercise of this right, the social community provides the 
necessary education and adequate social care and medical assistance in accordance with legislation.” On this basis, 
the Health Measures in Exercising Freedom of Choice in Childbearing Act (ZZUUP) was adopted in 1977, where 
prevention of pregnancy, artificial termination of a pregnancy and the identification and treatment of impaired 
fertility have been identified (5). At the time of Slovenia’s independence and the drafting of the new constitution, 
there were differences of opinion regarding the right to decide freely on childbearing and especially on abortion. 
This area is now governed by Article 55 of the Constitution of the Republic of Slovenia of 1991: “Everyone has a 
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free choice when making any decisions regarding the birth of one’s children. The state provides opportunities for 
the exercise of this freedom and creates conditions that enable parents to make decisions about the birth of their 
children.” (6). The important point is the second sentence of Article 55 of the Constitution, which defines freedom 
as a human right.

The ZZUUP and the Law Enforcement Guidelines stipulate that women and men have the right to be advised on 
how to prevent pregnancy and that their doctor advises or prescribes the most appropriate means of preventing 
them from becoming pregnant, regardless of age. Likewise, a woman is entitled to an abortion at her request 
provided that the mother has not been pregnant for more than 10 weeks and if the condition of decision-making 
capacity has been fulfilled, regardless of age (7 and 8). Thus, parents cannot request that their underage daugh-
ter, deemed as having decision-making capacity, has an abortion and cannot prevent an abortion if she has made 
a request herself. The health care organization where the intervention is being performed can notify the minor’s 
parents but only if she gives her consent. The law defines the possibility of professional counselling and prescribes 
the protection of professional secrecy which can be an important point in practice, e.g. if the parents wish to obtain 
information about the reproductive status of their underage daughter.

The adolescents’ right, if he or she is deemed as having decision-making capacity, is also not restricted by the 
Patients’ Rights Act (ZPacP), which states in Article 35: “A child up to the age of 15 is considered to be unfit to 
give consent, unless the doctor considers that the child’s maturity is such that he feels she is capable of doing so, 
and as a rule, will consult with the parents or guardian. A child who has attained the age of 15 is considered to be 
able to give her consent unless the physician, in view of the child’s maturity, considers that he or she is incapable 
of doing so, and as a rule will consult with parents or guardians.” The parent’s consent is required only for surgery 
or other medical intervention on a child associated with higher risk or greater workload, or a medical intervention 
that may have significant consequences for the child. The ZPacP provides also for the protection of professional 
secrecy in Article 45 – health care professionals and medical assistants, as well as persons to whom the data are 
accessible due to the nature of their work, are obliged under professional secrecy to protect everything they know 
about the patient when exercising their profession or work, (9 ). Therefore, the physician is allowed to assess the 
child’s maturity on a case-by-case basis and to then consult with his or her parents or guardian. The consultation 
may be dismissed if it is considered that it is not in the child’s best interest and the physician may exercise his duty 
to protect the patient’s privacy (10). However, the physician must report any suspicion of a crime being committed 
against life and body, any crime against sexual integrity or crime within a marriage, family or against a youth in-
volving a child as a victim (9).

However, these ZPacP rules do not apply to the area of freedom when making decisions on childbirth, since the 
constitutional freedom already mentioned, which also implies the rights to prevent pregnancy or have an abortion, 
is regulated in a special law of the ZZUUP. The latter is crucial in this area and takes precedence over the more 
general, though later adopted ZPacP. The ZZUUP is therefore a “lex specialis” and therefore we have to take into 
account its provisions and guidelines based on this law when making decisions on both outstanding issues. This 
means that a minor who has the capacity to give valid consent can stand alone without the participation or involve-
ment of parental or guardian consent and requires that she is given appropriate contraception or to terminate her 
pregnancy. This legal regulation of a minor’s reproductive freedom has been accepted into our law mainly because 
of the very personal nature of such decisions made by an individual. These are important medical interventions in 
her body that represent one of the most personal human experiences. The freedom to decide on childbearing as 
a constitutionally protected right belongs to the individual, in principle, when he or she can start to exercise that 
right or if she has already started exercising it. For these reasons, the minor alone (with decision-making capacity) 
should make that decision (11).
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Sexual activity of adolescents under the age of 15 years

According to Article 173 of the Criminal Code (KZ-1) from 2012, a sexual assault on a person under the age of 
fifteen is considered a crime: “Anyone who sexually commits or commits any other sexual act with a person of the 
same or another sex, who is under fifteen years of age, shall be punished by imprisonment for a term of between 
three and eight years. However, such an act is not deemed unlawful if it has been performed with a person of com-
parable age and if it corresponds to the level of his or her mental and physical maturity.” (12). Despite this provision 
of comparable age, physicians may fear being prosecuted when a suspected criminal offense is not reported. The 
National Medical Ethics Committee of the Republic of Slovenia for Medical Ethics has also made a decision on this: 
“A physician who encounters a person under the age of 15 who seeks advice on safe sex with another person, 
contraceptive protection or termination of a pregnancy would, by law, be a facilitator of the crime of sexual assault 
on a person under the age of 15 and potentially it may be deemed a criminal act if she/he did not notify the legal 
authorities that a sexual act had taken place in connection with that person. These legal provisions, however, are 
inconsistent with the universal constitutional right to human autonomy, including the field of sexual development, 
and with the right to decide freely on childbearing. From the point of view of the primary duty of the physician 
to assist the patient, the criminal complaint against the patient and his or her peers is not helpful to the patient. 
Any trust in a doctor is lost once a complaint has been made. There is a high risk that the minor will no longer seek 
medical attention which increases the risk to his or her health”. (10).

Legislation that prescribes a physician’s duty to report any such incident undermines the essence of the physician’s 
advisory and therapeutic role. Faced with the dilemma of whether to assist the patient or to perform repressive tasks, 
the physician should prioritize helping the patient. A physician assisting a minor with contraception or terminating a 
pregnancy in accordance with medical doctrine should not be, at any stage, a participant in the crime, or in any way 
be associated with a criminal offence. The National Medical Ethics Committee of the Republic of Slovenia warns that, 
except in special circumstances (e.g. when it impinges upon the patient’s interests or to avert grave danger to others), 
a physician cannot be included in a repressive system as this undermines his or her core mission (10). 

Conclusion

Faced with the dilemma of whether to help the patient or to fulfil repressive tasks or to protect his or her own 
interests, the physician should give priority to helping the patient.

Literature
1.	 World Health Organization. Adolescents: health risks and solutions [internet]. Geneva: World Health Organization. 2018 

[citirano 2020 Jan 11]. Dosegljivo na: https://www.who.int/en/news-room/fact-sheets/detail/adolescents-health-risks-
and-solutions

2.	 Nacionalni inštitut za javno zdravje (NIJZ). Podatkovni portal. Zdravstveno stanje prebivalstva [internet]. Ljubljana: NIJZ. 2019 
[citirano 2020 Jan 29]. Dosegljivo na: https://podatki.nijz.si/pxweb/sl/NIJZ%20podatkovni%20portal/?px_language=sl&px_
db=NIJZ+podatkovni+portal&rxid=98c9b60c-c36b-4ec1-8a07-89476f673efa

3.	 Da Silva MO, Albrecht J, Olsen J, et al. The reproductive health report: The state of sexual and reproductive health within the 
European Union. Eur J Contracept Reprod Health Care. 2011 Sep; 16 Suppl 1: S1-70. 

4.	 Pinter B. Čeh F. Spolno vedenje slovenskih srednješolcev, 2012. V: Juričič M (ur.). Šolska, adolescentna medicina: celosten 
pristop in vloga javnega zdravja: zbornik člankov in izvlečkov. VI. kongres šolske, študentske in adolescentne medicine 
Slovenije [in] IX. Cvahtetovi dnevi javnega zdravja, Debeli Rtič, 27.-29. september 2013. Ljubljana: Slovensko zdravniško 
društvo, Sekcija za šolsko, študentsko in adolescentno medicino, 2013; p. 147–55.



98    |    ETIČNI IZZIVI V GINEKOLOGIJI, PERINATOLOGIJI IN REPRODUKTIVNI MEDICINI

5.	 Rožman S. Geneza pravice do umetne prekinitve nosečnosti v nekdanji Jugoslaviji. Ars et humanitas [internet]. 2009 
[citirano 2020 Jan 11]; 3: 301−25. Dosegljivo na: https://revije.ff.uni-lj.si/arshumanitas/article/view/299

6.	 Ustava Republike Slovenije [internet]. 2020 [citirano 2020 Jan 29]. Dosegljivo na: http://pisrs.si/Pis.web/
pregledPredpisa?id=USTA1

7.	 Zakon o zdravstvenih ukrepih pri uresničevanju pravice do svobodnega odločanja o rojstvu otrok (ZZUUP ). Uradni 
list SRS, št. 11/77 in 42/1986.  [internet]. 2020  [citirano 2020 Jan 29].  Dosegljivo na: http://pisrs.si/Pis.web/
pregledPredpisa?id=ZAKO408

8.	 Navodilo o izvajanju zakona o zdravstvenih ukrepih pri uresničevanju pravice do svobodnega odločanja o rojstvu otrok 
(Uradni list SRS, št. 15/77).

9.	 Zakon o pacientovih pravicah (ZPacP). Uradni list RS, št. 15/08 in 55/17 [internet]. 2020  [citirano 2020 Jan 29].  Dosegljivo 
na: http://pisrs.si/Pis.web/pregledPredpisa?id=ZAKO408http://pisrs.si/Pis.web/pregledPredpisa?id=ZAKO4281

10.	 Pleterski Rigler D. Stališče Komisije Republike Slovenije za medicinsko etiko o vlogi zdravnika, soočenega s spolno 
dejavnostjo pacientov, mlajših od 15 let. V: Bojana Pinter (ur). Spolno nasilje. Zbornik. X. spominski sestanek akad. prof. 
dr. Lidije Andolšek-Jeras, Ljubljana, 28. november 2014. Ljubljana: Slovensko društvo za reproduktivno medicino, 2014; p. 
68–9.

11.	 Viktorija Žnidaršič Skubic. Svoboda odločanja o rojstvih otrok pri mladoletnicah (prekinitev nosečnosti in kontracepcija). 
V: Bojana Pinter (ur). Spolno nasilje. Zbornik. X. spominski sestanek akad. prof. dr. Lidije Andolšek-Jeras, Ljubljana, 28. 
november 2014. Ljubljana: Slovensko društvo za reproduktivno medicino, 2014; p. 66–7.

12.	 Kazenski zakonik (KZ-1). Uradni list RS, št. 50/12 – uradno prečiščeno besedilo, 6/16 – popr., 54/15, 38/16 in 27/17 [internet]. 
2020  [citirano 2020 Jan 29].  Dosegljivo na:  http://www.pisrs.si/Pis.web/pregledPredpisa?id=ZAKO5050#



ETHICAL CHALLENGES IN GYNAECOLOGY, PERINATOLOGY AND REPRODUCTIVE MEDICINE    |    99

SHRANJEVANJE GENETSKEGA  
MATERIALA PRI ONKOLOŠKIH BOLNIKIH

Nina Jančar

Klinični oddelek za reprodukcijo, Ginekološka klinika, Univerzitetni klinični center Ljubljana

Uvod

Incidenca raka pri otrocih in mladih odraslih zadnjih 50 let vztrajno narašča in je leta 2016 znašala okoli 17/100.000 
(1). Skupaj z naraščanjem incidence pa se na srečo uspešnost zdravljenja raka v otroštvu vztrajno izboljšuje. Ocenju-
jejo, da je 5-letno preživetje otrok, ki zbolijo za rakom, preko 80 % in večina jih dočaka odraslo dobo (2). Za uspešno 
zdravljenje raka so običajno potrebni uporaba agresivnih kemoterapevtikov, kombinacija več različnih kemotera-
pevtikov in obsevanje. Uporaba agresivnih kemoterapevtikov in obsevanje celega telesa ali predela gonad lahko 
povzročita zmanjšano plodnost ali absolutno neplodnost. Nedavna raziskava, v katero je bilo vključenih preko 3000 
bolnikov, ki so preživeli raka v otroštvu, je pokazala, da imajo skoraj vsi prisotne različne posledice raka ali zdravl-
jenja le-tega, ki pomembno vplivajo na njihovo kakovost življenja in zdravstveno stanje (3). Tako onkologi kot sub-
specialisti reproduktivne medicine se zavedamo, da je potrebno mlade bolnike z rakom informirati o tveganju za 
neplodnost po zdravljenju raka ter o možnostih ohranjanja plodnosti in shranjevanja genetskega materiala. 

Vpliv posamezne vrste raka in oblike zdravljenja na plodnost 

Različne oblike raka in uporabljeni režimi sistemskega zdravljenja le-teh imajo različno tveganje za neplodnost (4). 

Visoko tveganje, kjer v > 80 % pričakujemo neplodnost, imajo bolniki in bolnice, zdravljeni z alkilirajočimi citostatiki 
v visokih dozah (na primer cikofosfamid, prokarbazin, busulfan), v primeru raka dojke pri starejših od 40 let, v prim-
eru Hodgkinovega limfoma, zdravljenega s shemami s prokarbazinom (na primer MOPP in BEACOPP), ob obsevanju 
jajčnikov ali testisov z > 4 Gy in kondicioniranje KT ter obsevanju celega telesa pred presaditvijo kostnega mozga ali 
presaditvijo krvotvornih matičnih celic. Srednje tveganje, 20–80 % pričakovane neplodnosti imajo rak dojke pri mla-
jših od 40 let, rak mod, zdravljen z BEP, in rak mod, zdravljen s cisplatinom ali karboplatinom v nižjih odmerkih. Nizko 
tveganje, manj kot 20 % neplodnosti, pa imajo: rak dojke pri mlajših od 30 let, Hodgkinov limfom in drugi limfomi, 
zdravljeni z nealkilirajočimi citostatiki (sheme ABVD, CHOP, COP), levkemije ter limfomi, zdravljeni z antraciklini, s 
citarabinom in z vinkristinom.

Obravnava mladega bolnika z rakom in možnosti shranjevanja genetskega materiala

Tako združenja za onkologijo kot tudi združenja za reproduktivno medicino so izdala priporočila, kdaj in na kakšen 
način naj bi se organiziral pogovor o tveganju za neplodnost po zdravljenju raka pri otrocih in mladih bolnikih z 
rakom (4, 5). Vsi so enotnega mnenja, da je potrebno pogovor organizirati čim prej, že v diagnostičnem procesu in 
določanju stadija raka. Sodelovati bi moral onkolog, zdravnik, ki bolnika ali bolnico zdravi, specialist reproduktivne 
medicine ter po možnosti tudi klinični psiholog in strokovnjak za medicinsko etiko. Pri majhnih otrocih je situacija 
še bol kompleksna. Starši se morajo soočiti z diagnozo rak pri njihovem otroku, kar je za njih zelo težko. Ob strahu 
in skrbi, če se bo otrok pozdravil, se soočajo še z dejstvom, da lahko zdravljenje raka vpliva tudi na plodnost in lahko 
pomeni, da njihov otrok ne bo mogel postati starš svojim biološkim otrokom (6).
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Možnosti za ohranjanje plodnosti in shranjevanje genetskega materiala so odvisne od starosti in spola onkološkega 
bolnika ter od tega, za koliko časa lahko odložimo zdravljenje raka. Dečki pred puberteto so bolj ogroženi kot deklice, 
saj so zarodne celice v modih bolj občutljive na KT in obsevanje, medtem ko so mirujoče jajčne celice pri predpuber-
tetnih deklicah manj občutljive na KT (6). 

Pri majhnih deklicah, pred puberteto, lahko shranimo tkivo jajčnika. Običajno z laparoskopsko operacijo odvzamemo 
en jajčnik v celoti ali del jajčnika, saj so v tem obdobju še zelo majhni, hkrati pa je koncentracija primordialnih foliklov 
na kubični milimeter tkiva takrat največja (7, 8). Po nastopu pubertete imamo možnost, da izvedemo hormonsko 
spodbujanje jajčnikov in shranimo zrele in nezrele jajčne celice ali zarodke, če je ženska v stabilni partnerski zvezi. 
Za spodbujanje jajčnikov potrebujemo 10 do 14 dni. Z uporabo protokolov spodbujanja z uporabo GnRH antago-
nistov lahko začnemo kadar koli v menstrualnem ciklusu in s tem ne izgubljamo dragocenega časa (9). Kadar je 
potrebno z zdravljenjem pričeti takoj, pa nam ostane možnost shranjevanja tkiva jajčnika (10).

Pri moških je najbolj uveljavljena oblika ohranjanja plodnosti zamrzovanje semena, ki je bolj enostavno, manj in-
vazivno in zanj ni potrebno odložiti zdravljenja za več dni, kot je to potrebno pri ženskah. V zadnjih smernicah je 
zapisano, da je potrebno ponuditi shranjevanje semena vsem fantom po puberteti in moškim, ki zbolijo za rakom 
(4). Seme običajno pridobimo z masturbacijo, možni pa sta še stimulacija z vibracijo ali elektroejakulacija. Elektroe-
jakulacijo je potrebno izvesti v splošni anesteziji (11). V kolikor ni možno pridobiti ejakulata oziroma v njem ni najti 
spermijev, sta možna še zamrzovanje tkiva testisa in ekstrakcija spermijev iz tkiva testisa (TESE) (4). Za predpu-
bertetne dečke je zaenkrat zamrzovanje tkiva testisa le eksperimetalno, saj še ni možna maturacija zarodnih celic 
testisa v zrele spermije (12). 

Shranjevanje genetskega materiala na KO za reprodukcijo Ginekološke klinike UKCL

S shranjevanjem jajčnih celic in tkiva jajčnika smo na našem Oddelku pričeli okoli leta 2000. Sprva smo to izvajali 
sporadično, pri redkih bolnicah. Leta 2011 smo v sodelovanju z onkologi, hematologi in pediatri pripravili strokovni 
sestanek z naslovom Ohranjanje plodne sposobnosti pri onkoloških bolnicah in bolnikih. V letu 2012 smo nato izv-
edli propagandno akcijo, ki je kmalu obrodila sadove. S tem se je močno povečala ozaveščenost zdravnikov in laikov, 
tako da od leta 2013 obravnavamo med 30 in 40 onkoloških bolnic letno. Na našem oddelku stremimo k temu, da se 
na klic onkologa, pediatra, kirurga, ali drugega zdravnika, ki takšno bolnico zdravi, zelo hitro odzovemo. Konzilij, na 
katerem so prisotni bolnica, lečeči zdravnik in zdravnik subspecialist reproduktivne medicine ter po potrebi še starši 
ali partner, skličemo v roku enega dne. Od začetka januarja 2013 do konca decembra 2019 smo tako obravnavali 
185 mladih bolnic z rakom in drugimi boleznimi, ki lahko okvarijo plodnost. Okoli 40 % bolnic je imelo raka dojke, 
okoli 30 % Hodgkinov limfom, ostale rakave bolezni so bile redkeje zastopane. Pri okoli 30 % smo od shranjevan-
ja genetskega materiala odstopili zaradi slabega zdravja in prognoze bolnice, njene odločitve ali neodzivnosti na 
spodbujanje jajčnikov. Pri 50 % bolnic smo shranili jajčne celice, pri okoli 15 % zarodke in pri okoli 5 % tkivo jajčnika.

Seme onkoloških bolnikov shranjujemo v Androloškem laboratoriju Ginekološke klinike UKC Ljubljana že več kot 40 
let. Sodelovanje z onkologi na tem področju je ustaljeno že vrsto let. Biopsije testisa dečkov pred puberteto zaenk-
rat še ne izvajamo, saj je postopek še eksperimentalen.   
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Etični vidiki pri ohranjanju plodne sposobnosti otrok z rakom

Pri malih otrocih gre zgolj za odločitev staršev. Predstaviti jim moramo vse možnosti in možnosti za zanositev po 
posamezni metodi. Za ohranjanje plodnosti lahko uporabimo eno metodo, včasih pa tudi kombinacijo več metod. 
Večjim otrokom smo dolžni razlago na njim razumljiv način. Ohranitev plodnosti ne sme vplivati na uspešnost 
zdravljenja raka. Pogosto je pri otrocih potreben operativni poseg, ki ga po možnosti pridružimo drugim posegom 
(vstavitev porta, biopsija kostnega mozga, operacija tumorja).

Zaključek

Zaradi učinkovitega zdravljenja in dobrega preživetja bolnikov z rakom v otroštvu in mladosti se ginekologi pogosto 
srečamo z ženskami, ki so bile že zdravljene s kemoterapijo ali obsevanjem. Zavedati se moramo, da kemoterapija in 
obsevanje vplivata na spolne celice in lahko povzročita zgodnejšo izgubo plodnosti v primerjavi z zdravimi sovrst-
niki. Zaradi tega je naša naloga, da jim skozi vsa življenjska obdobja ustrezno svetujemo. Tudi, če nimajo rednih 
menstruacij, to ne pomeni, da so resnično neplodne, zato jim moramo svetovati ustrezno obliko kontracepcije, če 
ne želijo zanositi. Naša zelo pomembna naloga je tudi, da spodbudimo bolnice po zdravljenju raka, da se čim prej 
odločijo za potomstvo, če imajo za to ustrezne pogoje. V kolikor to ni mogoče, jim ponudimo shranjevanje jajčnih 
celic zaradi grozeče iatrogeno povzročene prezgodnje menopavze. Če so že v prezgodnji menopavzi, pa jim moramo 
svetovati ustrezno hormonsko nadomestno zdravljenje, da preprečimo osteoporozo in srčno-žilne zaplete.
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Introduction

The incidence of cancer in children and young adults has been rising constantly over the past 50 years, and was 
estimated to be approximately 17/100,000 in 2016 (1). Concomitantly with this rising incidence, childhood cancer 
survival rates have been constantly improving over recent years. The 5-year survival rate for childhood cancer is 
estimated to be more than 80% with the majority of survivors living well into adulthood (2). The success of cancer 
treatment lies in the use of aggressive chemotherapy, a combination of several chemotherapeutics and irradiation. 
Aggressive chemotherapeutics, total body irradiation and irradiation of the gonads can lead to impaired fertility 
and absolute infertility of the survivors. It has been recently shown in a large research cohort of more than 3,000 
childhood cancer survivors that most of them suffer from late adverse effects of cancer itself and the treatment 
of cancer which affect their quality of life (3). Oncologists and reproductive medicine subspecialists are aware that 
young oncological patients deserve to be informed about the effect of cancer treatment on future fertility and the 
chances of preserving fertility.  

Risk of infertility in certain types of cancer and infertility treatment schemes 

Different types of cancer and specific schemes of systemic treatment carry various risks of infertility after being 
cured (4). 

High risk (> 80% infertility) patients include: those treated with high doses of alkylating agents such as cyclophos-
phamide, procarbazine, busulfan, breast cancer patients over the age of 40, those with Hodgkin lymphoma treated 
with procarbazine (schemes such as MOPP and BEACOPP), and those undertaking irradiation of ovaries and testes 
with > 4 Gy and conditioning of chemotherapy and total body irradiation before bone marrow or peripheral blood 
stem cell transplants. Intermediate risk (20 – 80% of infertility) patients include: those with breast cancer less than 
40 years old, testicular cancer treated with the BEP scheme or with cisplatin and carboplatin in lower doses. Low 
risk (< 20% of infertility) patients include: those with breast cancer under 30 years of age, those with Hodgkin 
and non-Hodgkin lymphoma treated with non-alkylating agents (schemes - ABVD, CHOP and COP) and those with 
leukemia and lymphoma treated with anthracycline, cytarabine and vincristine.   

Discussion on fertility preservation options for young cancer patients

Societies for Oncology and for Reproductive medicine have issued Committee Opinions on when and how to orga-
nize a discussion concerning the risk of infertility for children and young cancer patients (4 and 5). They all agree 
that the discussion should be arranged as soon as possible in the diagnostic and staging process of cancer. The 
team should consist of an oncologist, a reproductive medicine subspecialist and, if possible, also a clinical psycholo-
gist and medical ethicist. This issue is even more problematic when it concerns small children. Parents have to deal 
with a cancer diagnosis of their child and this is an emotional and overwhelming time for most families. Along with 
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the chances of the cure and survival of their child, they have to think about the fact that their child might not be 
able to have their own biological children (6).

Fertility preservation options depend on the age and sex of the patient and the time frame in which the cancer 
treatment must be initiated. Males are at sustained risk at any age, whereas prepubertal females are relatively 
protected from the gonadotoxic effects of chemotherapy (6).

In young girls, before puberty, we can preserve ovarian tissue. Usually, laparoscopic unilateral oophorectomy or 
partial ovarian resection is performed, since ovaries are very small at this age and the concentration of primordial 
follicles on a cubic millimeter is highest (7 and 8). After puberty, the ovaries can be stimulated with hormones and 
mature and immature oocytes can be cryopreserved, or embryos can be cryopreserved in cases where there is a 
stable partner relationship. Ovarian stimulation requires 10 to 14 days. Antagonist-based protocols are recom-
mended and immediate or random start stimulation are preferred, so that no time is wasted (9). If there is no time 
for ovarian stimulation, ovarian tissue cryopreservation can be offered (10).  

Sperm cryopreservation is the most established option for fertility preservation in male oncological patients and 
is less invasive and time consuming than fertility preservation in women. Recent guidelines recommend that it 
must be offered to all postpubertal patients with a recent diagnosis of cancer (4). An ejaculated semen specimen 
is typically obtained by masturbation, but can also be obtained by penile vibratory stimulation or electroejaculation 
in patients who cannot perform masturbation. Electroejaculation must be performed under general anesthesia 
(11). If the ejaculate cannot be obtained, or there is no sperm in the ejaculate, testicular tissue cryopreservation 
and testicular tissue sperm extraction (TESE) can be offered (4). For prepubertal boys, testicular tissue cryopreser-
vation is considered experimental to date. Testicular tissue cryopreservation relies on the future development of 
experimental techniques for the maturation of spermatogonial stem cells into sperm (12).

Fertility preservation at the Department of Human Reproduction, Division of Obstetrics 
and Gynecology, University Medical Centre Ljubljana

We started oocyte and ovarian tissue cryopreservation around the year 2000. At first, there were sporadic cases. In 
2011, we organized a meeting in collaboration with oncologists, hematologists and pediatricians entitled: Fertility 
preservation in oncological patients. After that meeting, and with our commercial campaign in 2012, the program 
of fertility preservation became more organized, publicly aware and accepted in lay and medical communities. Since 
2013 we have usually held fertility preservation consultations with 30 – 40 women on a yearly basis. Our response 
is prompt and quick. After we receive a call from the oncologist, hematologist or pediatrician, we arrange a meeting 
with the patient, her doctor, one of our reproductive medicine subspecialists and also the parents or partner, if nec-
essary, all in one day. From January 2013 to the end of December 2019 there were 185 such consultations. Around 
40% of patients had breast cancer and 30% had Hodgkin lymphoma. Other malignances were present but mainly 
in individual cases. Around 30% of patients were not eligible due to their poor medical condition or extremely poor 
prognosis, age, poor ovarian reserve or because of their own preferences or wishes. In 50% of cases, oocytes were 
cryopreserved, in 15% the embryos and in 5% ovarian tissue was cryopreserved.

Sperm given by oncological patients has been cryopreserved in the Andrology Laboratory of the Division of Obstet-
rics and Gynecology, University Medical Centre Ljubljana for more than 40 years now. Collaboration with oncolo-
gists has been standard practice in this field for many years. Testicular biopsy in prepubertal boys has not been a 
part of our clinical practice until now since it is still considered an experimental procedure.         
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Ethical issues in fertility preservation in children with malignancies

Several ethical concerns may arise that are specific to fertility preservation in the pediatric population. These 
include the right of parental decision-making and the child’s decisional capacity and right to assent. The decision 
regarding small children lies with the parents. All options must be presented and discussed along with the chances 
for pregnancy in respect of a particular method. Sometimes only one fertility preservation is available, sometimes 
a combination of other methods can be undertaken. Children also deserve to know about their chances of fertility 
after cancer treatment and the possibilities of fertility preservation must be presented in a simplified way. Fertility 
preservation must not delay or compromise the chances for treatment and cure. There is often a necessity for a 
surgical procedure which must be combined with other surgical procedures (port placement, bone marrow biopsy, 
surgical treatment of cancer) if possible.  

Conclusion

The survival of pediatric and other young oncological patients is increasing due to effective treatment. Chemother-
apy and irradiation can lead to infertility and premature menopause. A gynecologist often sees patients treated for 
a previous malignancy and must know how to counsel them in all age groups. We have to suggest the most conve-
nient form of contraception if they want to avoid getting pregnant. We must inform them of the risks of premature 
ovarian insufficiency or premature menopause and suggest that they plan their pregnancy as soon as possible. 
If this is not an option, oocyte cryopreservation should be offered to patients at risk of premature menopause. If 
premature ovarian failure has already occurred then we have to suggest hormone replacement therapy to prevent 
osteoporosis and cardiovascular disease.       
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Uvod

Zakon o zdravljenju neplodnosti in postopkih oploditve z biomedicinsko pomočjo v 31. členu pravi, da se genska 
preiskava zgodnjega zarodka sme opraviti samo v primeru nevarnosti hude dedne bolezni ali če je to potrebno 
zaradi uspešnosti postopka oploditve z biomedicinsko pomočjo (OBMP) (1). V Sloveniji se ti postopki izvajajo že od 
leta 2004 (sodelovanje Laboratorija za OBMP na Ginekološki kliniki v Ljubljani in Kliničnega inštituta za genomsko 
medicino; UKC LJ), izvaja pa se jih samo v primerih nevarnosti prenosa hude dedne bolezni na potomce. Z namenom 
izboljšanja uspešnosti postopka OBMP se ti postopki v praksi ne izvajajo, saj tudi v svetovnem merilu gledano ni 
jasno, v katerih primerih bi to bilo smiselno izvesti. Tudi zadnja najcelovitejša študija na to temo kaže, da za namene 
izboljšanja postopkov OBMP tak pristop ne prinaša koristi (2). Postopke t. i. predimplantacijskega genetskega te-
stiranja (PGT), ki se jih izvaja z namenom preprečitve rojstva otroka s hudo dedno boleznijo, lahko sicer podrobneje 
in natančneje razdelimo na PGT-M, pri katerem se zarodke testira za primere prenosa monogenskih bolezni, in na 
PGT-SR (structural rearrangements), pri katerem se zarodke pregleda, da se prepreči prenos strukturnih kromo-
somskih nepravilnosti. Te strukturne nepravilnosti so inverzije, delecije, duplikacije, insercije, recipročne translo-
kacije kromosomov ali pa npr. Robertsonove translokacije. Primeri monogenskih bolezni, za katere se je PGT-M 
preiskavo opravilo tudi v našem centru, so npr. Sandhofova bolezen, cistična fibroza, hipohidrotična ektodermalna 
displazija, epidermoliza buloza, miofibrilarna miopatija, metakromatska levkodistrofija, sindrom Schimke, sindrom 
Alport, Huntingtonova bolezen itd. Omeniti je še potrebno, da se način preiskave, s katero nekateri poskušajo izbol-
jšati uspešnost postopkov OBMP, imenuje PGT-A (aneuploidija), pri tej preiskavi pa se zarodke pregleda, ali imajo 
normalno število kromosomov oz. ali so prisotne aneuplodije (nepravilno število kromosomov). 

Načini pridobitve biološkega vzorca za genetsko testiranje 

Pristopi za pridobitev biološkega vzorca za predimplantacijsko genetsko testiranje so lahko različni, v grobem pa jih 
lahko ločimo na postopke, pri katerih se genetski material pridobi z biopsijo iz jajčne celice (v Sloveniji se ne izvaja), 
in na postopke, pri katerih se genetski material pridobi z biopsijo iz predimplantacijskih zarodkov različnih razvojnih 
stopenj (ta pristop uporabljamo v našem centru). Vsak pristop za pridobitev genetskega materiala ima svoje pred-
nosti in slabosti. Prednost pridobitve genetskega materiala iz jajčne celice, ki se opravi z biopsijo polarnih teles, je 
manjša etična spornost, saj se ne posega v zarodek, lahko pa se opravi tudi, kadar biopsija zarodka zakonodajno ni 
dovoljena, npr. v Nemčiji ali Avstriji (3). Poleg tega omogoča možnost rebiopsije na stopnji zarodka, če iz biopsiranih 
polarnih teles ni mogoče pridobiti zanesljivih rezultatov genetskega testiranja, omogoča pa tudi prenos svežega 
zarodka (4). Slabost takega pristopa je v omejenih možnostih testiranja, saj se lahko testira samo maternalne an-
euploidije in ni testiranja mitotskih napak (5). Poleg tega je količina pridobljene DNA majhna, potrebno je biopsirati 
obe polarni telesi (drugo polarno telo se izloči šele, ko je jajčna celica oplojena), kar predstavlja dilemo, ali opraviti le 
eno biospijo obeh polarnih teles hkrati, ko je jasno, ali je jajčna celica oplojena, ali pa delati dve biopsiji v razmaku 20 
ur. Zaradi teh posebnosti se močno poveča tudi delovna obremenitev. Precej boljšo zanesljivost genetske preiskave 
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predstavlja biopsija zarodka, ki se lahko izvede na stopnji manjceličnega zarodka na tretji dan razvoja ali pa na sto-
pnji blastociste na 5/6 dan razvoja zarodka (5). Če se biopsijo izvaja na tretji dan razvoja, se iz zarodka biopsira 1 ali 
največ 2 celici (blastomeri), saj ima tak zarodek normalno od 6 do 8 celic, predstavlja pa to omejitev pri količini DNA. 
Raziskave tudi kažejo, da lahko ta odvzem 1–2 celic hipotetično negativno vpliva na nadaljnji razvoj in implantacijski 
potencial (6). Slabost tega pristopa je tudi, da ni mogoče zanesljivo določiti mitotskih napak, ki vodijo v mozaicizem, 
je pa prednost v tem, da omogoča detekcijo mejotskih napak ali mutacij od obeh staršev (5). Pristop, ki omogoča 
najbolj zanesljive rezultate, je biopsija zarodka na stopnji blastociste. Na tej stopnji ima zarodek običajno okoli 100 
celic, lahko pa se tudi že razloči del zarodka, iz katerega se razvije plod (embrioblast), ter del zarodka, iz katerega se 
razvije placenta (trofoblast). Biopsija se izvede tako, da se odreže manjši del trofoblasta (s pomočjo laserja), okoli 
5–10 celic, zarodek pa se nato zamrzne v tekočem dušiku, da se lahko izvede genetsko preiskavo. Prednost je še, 
da se izvede biospijo samo na zarodkih, ki imajo dejansko potencial za implantacijo, slabost pa, da se v določenem 
deležu lahko pojavi mozaicizem, vendar je to manj problematično, kot če se izvaja biopsijo na manjceličnih zarodkih 
(5). Zaradi relativno invazivnega posega v zarodek se ves čas pojavljajo pomisleki, ali bi ti postopki lahko negativ-
no vplivali na zdravje otroka. Zadnji rezultati trdno kažejo, da postopki PGT ne vplivajo negativno na zdravstveno 
stanje in razvoj otroka (7,8). 

Rezultati postopkov OBMP s PGT-M in PGT-SR preiskavami

Na Ginekološki kliniki v Ljubljani (Laboratorij za OBMP) se je biopsija zarodkov od leta 2004 pa do konca leta 2016 
izvajala na manj celičnih zarodkih, v začetku leta 2017 pa se je prešlo na biopsijo blastociste. V času 2004–2016 
je bila stopnja zanositve na prenos zarodkov 32 %, stopnja splavov 28 %, rodilo pa se je 46 otrok. S prehodom na 
biopsijo blastociste so se rezultati v obdobju od začetka leta 2017 pa do oktobra 2019 izboljšali, in sicer je bila v 
tem obdobju stopnja zanositve na prenos zarodka 41 %, stopnja splavov 11 %, rodilo se je 18 otrok, 7 nosečnosti 
pa je še v teku. Ti rezultati so primerljivi oz. celo boljši kot pri običajnih postopkih OBMP. 

Etični pomisleki o izvajanju predimplantacijskega genetskega  
testiranja v obliki PGT-M in PGT-SR

Prvi PGT postopek na svetu je bil izveden leta 1990 (9) in je že takoj sprožil burne razprave iz različnih etičnih 
vidikov, tudi z vidika, da to vodi v ustvarjanje otrok po naročilu (t. i. designer babies) (10). Tudi sedaj, 30 let kasne-
je, se razprave glede etičnih vidikov tega postopka bistveno ne razlikujejo (10). So pa z napredkom tehnologije ti 
pomisleki dobili realno osnovo, saj že obstajajo študije (zaenkrat sicer le na matematičnem modelu), ki ugotavljajo, 
ali je mogoče genetsko profilirati zarodke za lastnosti, ki so genetsko pogojene, vendar pa ne vplivajo na zdravje, 
kot sta npr. inteligenčni kvocient ali pa višina (11). Ta študija je pokazala, da tako testiranje niti hipotetično zaenkrat 
ni izvedljivo, saj na izražanje takih lastnosti zelo kompleksno deluje večje število genov, njihove interakcije pa niso 
razumljene. 

Drugi pomisleki se pojavljajo iz različnih razlogov (12,13), npr. zaradi verskih prepričanj, potem npr. zaradi vprašanja, 
kakšen je moralni in pravni status nastalih zarodkov. To je sporno z vidika dejstva, da že pred postopkom PGT vemo, 
da hipotetično lahko nastanejo zarodki, za katere se ne ve, ali se bodo sploh lahko uporabili za prenos v maternico, 
ker so bolni. Zanimivo je tudi izvajanje PGT preiskave za testiranje HLA ujemanja, in sicer z namenom, da bi se 
rodil t. i. saviour sibling, torej otrok, ki bi svojemu sorojencu lahko daroval krvotvorne matične celice ali pa celice 
popokovnične krvi zaradi hude bolezni sorojenca. V Sloveniji zaenkrat še nismo imeli takega primera. Pri tem je 
potrebo poudariti, da je tak postopek dovoljen le za hipotetično darovanje matičnih celic, je pa strogo prepovedano, 
da bi se uporabil za potrebe darovanja organov (12,13). Načeloma tudi ni dovoljena selekcija spola zaradi socialnih 
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razlogov oz. tako imenovanega uravnoteženja družine (family balancing) (12,13). Take želje pri parih, ki vstopajo v 
postopke OBMP, sicer obstajajo, temeljijo pa lahko na različnih osnovah; nekateri bi si želeli imeti otroke različnega 
spola, v nekaterih družbah pa je pritisk predvsem po selekciji moškega spola, vendar pogosto v takih primerih taki 
pari niti ne potrebujejo postopkov OBMP za zdravljenje. V Sloveniji je selekcija spola v take namene prepovedana, 
izjemoma pa je dovoljena, če se dedna bolezen veže na spol in se lahko že samo s selekcijo spola določi, kateri 
zarodki so zdravi ali pa prenašalci (npr. pri večini oblik hemofilije). Prav tako kot glede spola imajo lahko nekateri 
starši željo, da bi imeli otroka, ki ima isto bolezen, kot jo imajo sami, npr. pri gluhih, saj pričakujejo, da bi na ta način 
otroku lahko nudili več, saj bi bil del »istega sveta«, kot so oni sami (14). OBMP centri poročajo, da take želje obsta-
jajo in da jih načeloma zavračajo, saj so v nasprotju s temeljnimi načeli postopkom PGT, vendar to ne pomeni, da ni 
možno, da se kje taki postopki dejansko ne izvedejo. Sploh v državah, kjer za to področje ni jasne zakonske podlage 
in regulacije. Pojavi se tudi vprašanje, ali ni moralna dolžnost para, da se uporabi PGT-M/SR preiskava in prepreči 
morebitno rojstvo bolnega otroka (14)? V takih primerih je še bolj izrazito vprašanje, kdaj je upravičeno oz. moralno 
zavezujoče izvajati PGT-M/SR postopke. 

Katere dedne bolezni pa so dovolj »hude« ali »težke«, da je to upravičeno, oz. ali so ti postopki upravičeni, če je 
par sicer ploden? Pred nekaj letu je glede tega bila izvedeno celo obravnava na Evropskem sodišču za človekove 
pravice, saj je italijanski par tožil svojo državo, ker jima ni hotela omogočiti postopkov PGT-M/SR (13). Razlog za 
zaplet je bil v tem, da je italijanska zakonodaja dovoljevala postopke PGT-M/SR samo pri parih, ki so se tudi sicer 
zdravili zaradi neplodnosti, če pa je par pred tem že imel otroka (ne glede na to, ali je bil bolan), pa je to pomenilo, da 
je ploden. V primeru tožbe je italijanski par že imel otroka, ki je zbolel za cistično fibrozo, zato jima država Italija ni 
hotela odobriti postopkov PGT-M/SR. Tožba para na Evropskem sodišču za človekove pravice je bila uspešna, saj je 
sodišče ugotovilo, da je ta prepoved v nasprotju z 8. členom Evropske konvencije o človekovih pravicah in temeljnih 
svoboščinah, ki govori o pravici do spoštovanja zasebnega in družinskega življenja (13).

Zanimiva je tudi dilema, ali je PGT-M/SR preiskava upravičena v primerih bolezni, ki se klinično pokažejo šele pri 
odraslih, npr. Huntingtonova bolezen ali pa mutacije v genu BRCA (15,16). Kljub tej skupni točki pa sta omenjena 
primera zelo različna. Pri Huntingtonovi bolezni oseba, ki ima v družini to bolezen, pogosto izrecno ne želi vedeti, 
ali ima genetsko predispozicijo za to bolezen. Kljub temu ta oseba ne želi, da bi se bolezen prenesla na njenega 
potomca, v primeru, da je res nosilka te bolezni. To lahko močno zaplete postopek zdravljenja s PGT preiskavo, saj 
par ne želi nobenih informacij tekom postopka, kako se ta odvija, hkrati pa se niti po naključju ne sme izvedeti, ali 
je oseba, ki je hipotetično bolna, dejansko bolna ali pa celo zdrava (17,18). Ker je zaradi samega procesa postopka 
OBMP in PGT-M/SR to včasih težko zagotoviti, obstajajo tudi centri, ki so specializirani za postopek PGT pri parih, 
ki bi lahko imeli Huntingtonovo bolezen (18). Mutacija v genu BRCA pa je zanimiva, ker gre pravzaprav za primer, 
kjer mutacija samo poveča tveganje za nastanek bolezni, je pa izbruh zelo težko napovedati (16). Dodatno pa je 
vprašljivo, ne glede na vrsto dedne bolezni, kaj storiti, če bodoči starši že kažejo znake bolezni? Kakšna je v tem 
primeru dobrobit otroka? A je v takem primeru moralno zavezujoče, da se tak par zavrne? Pravilnega odgovora na 
vsa ta vprašanja pravzaprav ni in se je potrebno odločati od primera do primera.  

Etični pomisleki o izvajanju predimplantacijskega genetskega testiranja v obliki PGT-A

Namen PGT-A postopkov je ugotoviti, kateri zarodki imajo normalen genetski status z vidika števila kromosomov, 
saj te nepravilnosti (aneuplodije) najpogosteje privedejo do spontanih splavov. Ta postopek ima sicer dober namen, 
ima pa veliko pomanjkljivosti in trenutno še nedokazan pozitiven učinek, kar njegovo izvajanje postavlja pod velik 
vprašaj (2). Zato v Sloveniji tega postopka ne izvajamo, ni pa z zakonodajo prepovedan. Glavna težava je zaneslji-
vost rezultatov v smislu reprezentativnosti biopsiranega vzorca za cel zarodek. Največjo težavo predstavlja moza-
icizem, ki pomeni prisotnost genetsko različnih celic v zarodku (19). Te celice so lahko naključno razvrščene med 
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normalne celice, mozaicizem pa nastane zaradi napak med mitozo. V pričetku uporabe metode PGT-A je veljalo, da 
mora biti delež mozaicizma zelo majhen, da se zarodek upošteva kot euploiden (torej z normalnim številom kromo-
somov) ali pa vsaj primeren za prenos v maternico, zadnje študije pa kažejo, da se ta odstotek lahko giblje tudi do 80 
% (20). Ravno zato, ker ni popolnoma jasno, kakšna je še normalna stopnja mozaicizma, se je v preteklosti dogajalo, 
da se je zavrglo veliko število zarodkov, ki so bili diagnosticirani kot nenormalni-aneuploidni (20). Trenutne študije 
pa kažejo, da se kljub ocenjeni večji stopnji mozaicizma in s tem diagnozi aneuplodije ob prenosu takih zarodkov 
le-ti dobro ugnezdijo, kar vodi v dobro stopnjo zanositve, ne vodi v visoke stopnje splavov in rojeni otroci so zdravi 
(21). To se deloma lahko dogaja zato, ker analiza ni zanesljiva in so rezultati pozitivno lažni, ena izmed teorij pa tudi 
pravi, da zarodek nenormalne celice izloči v trofoblast (ki se ga dejansko biopsira in analiza), v embrioblastu pa tako 
ostanejo samo normalne celice (22). Zaradi vseh teh razlogov je težko zagotoviti, da bi bili rezultati take preiskave 
v pomoč pri postopku OBMP, rezultate multi-centrične študije pa tudi kažejo, da ne izboljšajo uspešnosti postopkov 
OBMP (2).

Zaključek

Predimplantacijsko genetsko testiranje omogoča, da se parom, ki so nosilci ali prenašalci težkih dednih genetskih 
obolenj, rodi zdrav otrok. Ta postopek se izvaja že 30 let, ves čas pa ga spremljajo etični pomisleki o ustvarjanju 
otrok po naročilu in podobno. Obstaja tudi vrsta drugih pomislekov, kdo je sploh upravičen do teh postopkov, veliko 
vlogo pri tem pa imajo lahko tudi verska ali druga osebna prepričanja. Ker tehnologija in znanost na področju ge-
netike skokovito napredujeta, je moč pričakovati, da se bodo odprla nova etična in moralna vprašanja, do kod lahko 
gremo. Primer je metoda CRISPR, ki omogoča urejanje genoma, in je na Kitajskem že bila uporabljena v etično zelo 
spornem primeru (23). Na osnovi te metode pa se že pojavljajo tudi pozivi za razmislek o uporabi te PGT-E metode, 
ki bi nadomestila PGT-M/SR, saj bi okvarjene gene popravili že na zgodnjih zarodkih (24), in o uporabi GGE metode, 
kjer bi se popravilo material že pri spolnih celicah (25). Iz tega vidika ne kaže, da bi kmalu uspeli doseči konsenz 
glede zgoraj opisanih etičnih zadržkov, ampak se bodo zaradi napredka tehnologije pojavljali še novi etični in moral-
ni pomisleki.  
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Introduction

The Slovenian law regulating infertility treatments and medically assisted reproduction, in Article 31, states that ge-
netic examination of an early embryo should be carried out only if there is a risk of serious genetic disease or if this 
is necessary to improve the success of the in vitro fertilization procedure (IVF procedure) (1). In Slovenia, these pro-
cedures have been performed since 2004 (collaboration between the IVF Laboratory at the Gynaecological Clinic in 
Ljubljana and the Clinical Institute for Genomic Medicine; UKC LJ), and they are performed only in cases where there 
is a risk of transmission of a serious genetic disease to children. These procedures are not performed in practice with 
an aim to improve the success rate of IVF procedures, since it is also unclear on a global scale in which cases this 
would be appropriate. Also, the most recent comprehensive study on this topic shows that such an approach is not 
beneficial for the purposes of improving the success rate of the IVF procedure (2). Such procedures otherwise called 
preimplantation genetic testing (PGT) and performed to prevent the birth of a child with severe genetic disease can 
be further divided into PGT-M, where embryos are tested to exclude transmission of monogenic disease, and PGT-SR 
(structural rearrangements) in which the embryos are examined to prevent transmission of structural chromosomal 
abnormalities. These structural abnormalities are inversions, deletions, duplications, insertions, reciprocal chromo-
some translocations, or. Robertson translocations for example. Examples of monogenic diseases, for which PGT-M 
has also been performed, at our centre are, for example, Sandhof’s disease, cystic fibrosis, hypohydrotic ectodermal 
dysplasia, epidermolysis bullosa dystrophica, myofibrillar myopathy, metachromatic leukodystrophy, Schimke syn-
drome, Alport syndrome and Huntington’s disease amongst others. It should also be mentioned that the method of 
investigation by which some attempt to improve the success of the IVF procedure is called PGT-A (aneuploidy), and 
in this examination the embryos are examined to see if they have a normal number of chromosomes (euploidy) or 
abnormal (aneuploidy).

Approaches for obtaining a biological material for genetic testing

The approaches for obtaining biological material  for preimplantation genetic testing may vary, but can be roughly 
separated into procedures where genetic material is obtained by an oocyte biopsy (not performed in Slovenia) 
and to procedures where genetic material is obtained through a biopsy of preimplantation embryos at different 
developmental stages (we use this approach at our centre). Each approach to obtain genetic material has its ad-
vantages and disadvantages. The advantage of obtaining genetic material from an oocyte, which is performed by 
a polar body biopsy, is of less ethical controversy, since the biopsy does not involve the embryo, and can also be 
undertaken when an embryo biopsy is not legally allowed, e.g. in Germany or Austria (3). In addition, it provides the 
possibility of a re-biopsy of an embryo if reliable genetic test results cannot be obtained from biopsied polar bodies, 
as well as the transfer of a fresh embryo (4). The disadvantage of this approach is in the limited testing options, as 
only maternal aneuploidies can be tested and no mitotic errors can be detected (5). In addition, the amount of DNA 
obtained is small, it is necessary to take a biopsy of both polar bodies (the other polar body is extruded when the 
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oocyte is fertilized), and this presents a dilemma to perform only one biopsy of both polar bodies at the same time, 
when it is clear that the oocyte is fertilized, or perform two biopsies at an interval of approx. 20 hours. These par-
ticularities also greatly increase the workload. Genetic testing is much more reliable with an embryo biopsy, which 
may be performed at f the cleavage stage of the embryo on the third day of development or at the blastocyst stage 
at the 5/6 day point of embryonic development (5). If the biopsy is performed on the third day of development, 1 or, 
at the most, 2 cells (blastomeres) are biopsied from the embryo, since such embryo normally has 6-8 cells, but again 
only a small amount of DNA is obtained. One study has also shown that this removal of 1–2 cells may have a hypo-
thetical negative effect on further development and implantation potential (6). The disadvantage of this approach 
is that it is not possible to reliably determine the mitotic errors that lead to mosaicism, but the advantage is that it 
allows meiotic errors or mutations to be detected from both parents (5). The most reliable results are obtained with 
the embryo biopsy at the blastocyst stage. At this stage, the embryo usually has about 100 cells and at this stage it 
is also possible to distinguish the part of the embryo from which the foetus develops (embryoblast) and the part of 
the embryo from which the placenta develops (trophoblast). The biopsy is performed by cutting off a small portion 
of the trophoblast (using a laser), about 5-10 cells, and the embryo is then frozen in liquid nitrogen to allow enough 
of time to perform genetic testing. The advantage is that the biopsy is performed only on embryos that actually 
have implantation potential, and the disadvantage is that mosaicism may occur, but this is less problematic than if 
a biopsy is performed on embryos at cleavage stage (5). Because the biopsy is a relatively invasive procedure, there 
are ongoing concerns about whether these procedures could adversely affect the health of children. Recent results 
strongly suggest that PGT procedures do not adversely affect the health and development of children (7 and 8).  

The outcome of IVF procedures after PGT-M and PGT-SR testing

At our clinic, an embryo biopsy was performed on cleavage stage embryos from 2004 until the end of 2016, and 
at the beginning of 2017 the blastocyst biopsy was implemented into clinical practice. During 2004-2016, the 
pregnancy rate per embryo transfer was 32%, the rate of abortions was 28%, and 46 children were born. With the 
transition to blastocyst biopsy, results have improved in the period from early 2017 to October 2019. The Preg-
nancy rate per embryo transfer was 41% during this period with the abortion rate at 11%, 18 children were born 
and 7 pregnancies are still in progress. When compared, these results are even better than usual IVF procedures.

Ethical concerns about PGT-M and PGT-SR 

The first PGT process in the world was performed in 1990 (9) and immediately prompted heated debates from 
various ethical perspectives, also from the perspective that this leads to the creation of so-called designer babies 
(10). Even now, 30 years later, the debate on the ethical aspects of this procedure is not significantly any different 
(10). However, with the advancement of technology, these concerns have been given a realistic basis, as studies 
(so far only on a mathematical model) exist to determine whether embryos can be genetically profiled for traits 
that are genetically conditioned but do not affect health, such as I.Q. or height (11). This study has shown that such 
testing is only hypothetical and not feasible at the time, since the expression of such traits is very complex and 
many genes are involved, although their interactions are not understood.

Other concerns arise from various reasons (12 and 13), e.g. due to religious beliefs, then for instance regarding 
the question of what is the moral and legal status of the embryos obtained in such procedure. This is controversial 
from the view that we know even before the PGT procedure, that hypothetically, affected embryos may be created 
which will not be suitable for transfer into the uterus. It is also possible to conduct a PGT to test HLA-matching in 
order to produce a so-called “saviour sibling”, that is, a child who could donate hematopoietic stem cells or umbilical 
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cord blood cells to a sibling who has serious illness and needs stem cell transplantation.  So far, we have not had 
such a case in Slovenia. It should be emphasised that such a procedure is only allowed for hypothetical stem cell 
donation but is strictly prohibited for being used for organ donation purposes (12 and 13). Gender selection is also 
not allowed for social reasons (so-called “family balancing”) (12 and 13). Such desires exist for couples entering IVF 
treatment, although they exist on different bases. Some may wish to have children of different sex, and in some 
societies, the pressure is mainly on selecting the male sex, but often in such cases couples do not even need IVF 
treatment. In Slovenia, sex selection is forbidden for such purposes, but it is allowed in exceptional cases if the 
transmission of a genetic disease is conditioned by sex and the embryos can be identified as healthy or carries 
(e.g. in most forms of haemophilia) just by determining sex. As with sex, some parents may have the desire to have 
a child who share the same impediment as they have themselves, e.g. deafness, as they think they will be able to 
provide more to the child, as he would be part of the “same world” as themselves (14). IVF centres report that such 
wishes exist and are, in principle, denied, as they are contrary to the fundamental principle of the PGT procedure 
but this does not mean that this is not performed elsewhere. Especially in countries where there is no clear legal 
basis or legislation governing this area. The question also arises as to whether it is not the couple’s moral duty to 
use the PGT-M / SR examination and prevent the possible birth of a sick child (14)?  In such cases, an even more 
pressing question arises as to when it is justified, or even morally binding, to carry out PGT-M / SR procedures? 

However, which genetic diseases are “severe” enough to justify PGT-M/SR procedures if the couple are otherwise 
fertile? A few years ago, a hearing was even held in the European Court of Human Rights, when an Italian couple 
sued their government for refusing to allow them to undergo a PGT-M / SR procedure (13). The reason for the com-
plication was that Italian legislation allowed PGT-M / SR procedures only for couples who were otherwise treated 
for infertility, but if the couple had already had a baby (regardless of whether he was ill or not) which meant that he 
was not infertile. In the case of this lawsuit, the Italian couple already had a child with cystic fibrosis, so the state 
of Italy refused to approve the PGT-M / SR procedure. The couple’s lawsuit in the European Court of Human Rights 
was successful, as the court found that this prohibition was contrary to Article 8 of the European Convention on 
Human Rights, which addresses the right of respect for private and family life (13).

An interesting dilemma is also whether the PGT-M / SR procedure is acceptable in cases of adult-onset diseases, 
e.g. Huntington’s disease or mutations in the BRCA gene (15 and 16). Despite this common point, these two exam-
ples are very different. In Huntington’s disease, often the person who has the disease in the family explicitly does 
not want to know their genetic predisposition for the disease. However, this person does not want this disease to 
be transmitted to his or her child. This can greatly complicate the PGT-M screening process, as the couple do not 
want any information during the process of how it is proceeding (17 and 18). In such cases the clinic must be care-
ful not to even accidentally reveal if this person, who can be hypothetically ill, is actually ill or even healthy (17 and 
18). Since this is a very demanding procedure, there are also centres specializing in PGT for couples who may have 
Huntington’s disease (18). The mutation in the BRCA gene is interesting because it is actually a case where the 
mutation only increases the risk of disease, but the outbreak is very difficult to predict (16). However, regardless of 
the type of genetic disease, what is to be done if the potential parents are already showing signs of the disease? 
How is the welfare of the child to be handled in this case? Is it in such case a moral obligation to reject the couple? 
There is no right answer to all these questions, and it is necessary to decide on a case-by-case basis. 

Ethical concerns about PGT-A

The purpose of the PGT-A procedure is to determine which embryos have normal genetic status in terms of chro-
mosome number, as these abnormalities (aneuploidies) most often lead to miscarriages. While this process is 
well-intentioned, it has many shortcomings and currently unproven positive effect, which calls into question its 
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implementation (2). Therefore, we do not carry out this procedure in Slovenia, although it is not prohibited by  law. 
The main problem is the reliability of the results in terms of representativeness of the biopsied sample for the 
whole embryo. The major problem is mosaicism, which is the presence of genetically distinct cells in the embryo 
(19). It results from defects during mitosis and affected cells can be randomly located around normal cells. When 
PGT-A first started, it was believed that the proportion of mosaicism should be very small, in order for the embryo 
to be considered euploid (that is, with a normal number of chromosomes), or at least suitable for transfer to the 
uterus, while recent studies suggest that this percentage may range up to 80% (20). Precisely because it is not 
completely clear what the normal level of mosaicism is, in the past there have been many embryos that have been 
diagnosed as abnormal-aneuploid which have been discarded (20). However, current studies show that despite an 
estimated higher rate of mosaicism and, therefore, a diagnosis of aneuploidy, such embryos implant well, leading 
to a good pregnancy rate, but not leading to high rates of miscarriage and, most importantly, healthy babies are 
born (21). This may occur in part because the genetic analysis is not entirely reliable and the results are positively 
false, and one theory also states that the embryo pushes abnormal cells into a trophoblast (which is actually biop-
sied and analysed), leaving only normal cells in the embryoblast (22). For all these reasons, it is difficult to ensure 
that the results of such an investigation would be helpful in the IVF treatment, and, moreover, the results of the 
multi-centre study also show that PGT-A does not improve the success of IVF treatment (2). 

Conclusion

Preimplantation genetic testing allows couples who have a genetic disease or are carriers to have a healthy baby. 
This procedure has been performed now for 30 years and is constantly accompanied by ethical concerns about 
designer babies and similar concerns. There are numerous other concerns and religious or other personal beliefs 
can play a big role. As technology and genetics are advancing fast, it can be expected that new ethical and moral 
questions will arise as to how far we can go. An example is the genome-editing with the CRISPR method, which has 
already been used in China in an ethically controversial case (23). On the basis of this method, there are also calls 
for reflection on the use of this PGT-E method which would replace PGT-M / SR, since defective genes would be 
repaired in early embryos (24), and the use of the GGE method, where genetic material would already be repaired 
in germ cells (25). From this perspective, it is not expected that we will be able to reach consensus on the ethical 
concerns described above soon, but that new ethical and moral concerns will emerge as technology advances.
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Uvod

Epidemiološki kazalci kažejo, da je rak v Sloveniji veliko javnozdravstveno breme, saj je med vzroki smrti na prvem 
mestu pri moških in na drugem mestu pri ženskah (1). Tudi globalni kazalci kažejo, da je rak epidemija sodobnega 
časa.

Diagnostika in zdravljenje raka sta kompleksna procesa, ki zahtevata sodelovanje številnih zdravstvenih dejavnosti. 
Sodobno zdravljenje raka zahteva v onkologijo usmerjene specialiste kirurgije, radioterapije in interniste onkologe, 
ki zagotavljajo multidisciplinaren pristop k zdravljenju. V ta multidisciplinarni proces zdravljenja so vključeni tudi 
strokovnjaki psihoonkologije, farmacije, dietetike, rehabilitacije in zdravstvene nege. Zdravljenje raka lahko večino-
ma obsega več načinov zdravljenja, in sicer operativno zdravljenje, kemoterapijo, radioterapijo ter v zadnjem času 
imunoterapijo. Vsak od teh načinov zdravljenja lahko vpliva tudi na rodnost bolnic po končanem zdravljenju. Vpliv 
na rodnost bolnic je različen glede na to, ali je bolnica zbolela za rakom v otroštvu, v reproduktivnem obdobju ali 
v nosečnosti. Področje, kjer se srečujejo vsi našteti strokovnjaki, poraja številna etična vprašanja in dileme. Na-
jpogosteje se pojavljajo vprašanja o načinu zdravljenja, o tem, ali so mladoletne bolnice (oz. njihovi starši) dovolj ob-
veščeni o bolezni ter njenem vplivu na bodoče reproduktivno zdravje, o tem, kakšna so pričakovanja za nosečnost 
in izid nosečnosti, o možnosti shranjevanja jajčnih celic, zarodkov … 

Načeloma velja, da zdravljenje raka zmanjša naravno zanositev onkoloških bolnic (2,3,4,5,6). Pregled različnih tujih 
raziskav in meta-analiz je pokazal, da se naravna zanositev statistično značilno zmanjša pri bolnicah, ki so prebolele 
kostnega raka (RO 0.86, 95 % IZ [0.77–0.97]); rak dojke (RO 0.74, 95 % IZ [0.61-0.91]), možganski tumor (RO 0.61, 
95 % IZ [0.53–0.70]) in ledvičnega raka (RO 0.69, 95 % IZ [0.61-0.78]) (7,8,9,10). Podatki o zmanjšanju naravne 
zanositve onkoloških bolnic pri zdravljenju raka mehkih tkiv, Hodgkinovem limfomu in pri levkemijah so si nasprotu-
joči. Naravna zanositev pa ostane nespremenjena pri bolnicah po zdravljenju ne-Hodgkinovega limfoma, melanoma 
in karcinoma ščitnice. Zaradi vse bolj uspešnega zdravljenja vseh vrst raka je preživetje čedalje boljše, posledično 
pa imamo vse več bolnic, pri katerih je vprašanje ohranjanja plodnosti na prvem mestu.

Ohranjanje plodnosti pri bolnicah z ginekološkim rakom 

Na strani bolnice se takoj po postavitvi diagnoze »rak« prične boj z boleznijo. Večina jih ob prvem soočenju z di-
agnozo (razen, kadar je diagnoza postavljena v nosečnosti) ne pomisli na plodnost oz. reproduktivno zdravje. Pri 
mlajših bolnicah na plodnost vplivata vrsta raka (neposredni vpliv pri ginekoloških rakih) in vrsta zdravljenja raka 
(11,12,13,14,15). Raziskave kažejo, da želi biti velika večina bolnic informirana o možnosti ohranitve reproduk-
tivnega zdravja oz. funkcije (krioprezervacija). Glavna težava in dilema bolnic je, da je za ohranitev reproduktivnega 
zdravja morda potreben odklon od standardnega (in s tem praviloma najbolj učinkovitega) načina zdravljenja. Ve-
likokrat je pred samo kemoterapijo ali radioterapijo potrebna stimulacija jajčnikov, da se pridobi zadostno število 
jajčnih celic za morebitno krioprezervacijo zarodkov ali jajčnih celic. Postopki so invazivni in večinoma potekajo 
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hkrati z diagnostiko same bolezni, kar za bolnice predstavlja dodaten psihološki stres.

Vse skupaj predstavlja manj kot polovico dejavnosti in aktivnosti, ki jih je potrebno upoštevati pri bolnici. Po us-
pešnem zdravljenju raka oz. remisiji se namreč v primeru izboljšanja kliničnega stanja par lahko odloči za naraščaj 
bodisi preko postopkov asistirane reprodukcije (krioprezervacija) ali po naravni poti (kadar narava osnovne bolezni 
to omogoča). Ob skrbnem spremljanju pri specialistih onkologih in ginekologih je razplet morebitne nosečnosti 
ugoden. V kolikor so postopki IVF oz. same krioprezervacije neuspešni, ima bolnica možnost, da uporabi katero od 
preostalih možnosti (darovana jajčna celica, surogatno materinstvo, posvojitev) (16,17,18) .

Zdravniki, ki se ukvarjamo z zdravljenjem onkoloških bolnikov, ki še načrtujejo nosečnost, se moramo zavedati 
neželenih učinkov zdravljenja na reproduktivno zdravje ter uporabiti tisto vrsto in obliko zdravljenja, ki bo bol-
nici ponudila najboljšo možnost ozdravitve ob najboljši možnosti za ohranitev reproduktivnega zdravja. Večina 
zdravnikov (onkologov), ki zdravijo rakave bolezni, poudarja, da ima čim hitrejše in tako pravočasno onkološko zdravl-
jenje prednost pred vprašanjem ohranjanja plodnosti. Pri ženskah je ohranjanje plodnosti pred začetkom zdravljenja 
veliko bolj zapleten postopek kot pri moških in zahteva nekaj dodatnega časa. Tudi bolnice razmišljajo podobno, 
ko se soočajo z diagnozo raka, saj v tistih trenutkih ne razmišljajo o kasnejšem starševstvu, temveč le o lastnem 
preživetju. A pomembno je, da bi bile bolnice kljub temu, da morda ni vedno časa za shranitev spolnih celic, že ob 
začetku onkološkega zdravljenja informirane o možnostih ohranjanja plodnosti ter v primeru kasnejše neplodnosti, 
ki bi jo povzročilo onkološko zdravljenje, tudi o možnostih materinstva po zaključenem zdravljenju. Zato je nujno, da 
se ženska pred začetkom zdravljenja pogovori s svojim onkologom, kako bo zdravljenje vplivalo na njeno plodnost in 
kakšne so možnosti za ohranitev ali povrnitev plodnosti po končanem zdravljenju. Onkolog verjetno vseh informacij 
ne more zagotoviti, zato naj bolnico napoti na posvet k specialistu za zdravljenje neplodnosti, kjer bo dobila vse 
potrebne informacije, ki jo bodo pomirile. Mirna in motivirana se bo podala v zdravljenje raka z mislijo, da ima kljub 
morebitni kasnejši neplodnosti še vedno možnosti za materinstvo. 

Slovenski podatki o zdravljenju raka v otroštvu in adolescenci ter vplivu na kasnejše reproduktivno zdravje žensk so 
spodbudni (3,5,6,8,17). Vzpostavljena je relativno dobra mreža sodelovanja specialistov različnih strok.

Zaključek

Po uspešno zaključenem onkološkem zdravljenju in rehabilitaciji se običajno zelo kmalu pojavi želja po starševstvu 
predvsem pri tistih bolnicah, ki otrok do bolezni še niso imele. Prav tako o novih družinskih članih razmišljajo tisti, ki 
jih je bolezen ustavila v procesu načrtovanja družine. Na žalost pa se kar nekaj bolnikov z rakom, predvsem bolnic, 
sooči z začasno ali trajno neplodnostjo, ki jim predstavlja novo, težko življenjsko preizkušnjo, ko je pot do želenega 
cilja spet negotova, psihično in fizično zelo naporna ter pogosto še daljša kot pri zdravljenju raka. Tu ponovno pride-
ta do izraza ustrezno načrtovanje zdravljenja in multidisciplinarna obravnava. S postopnim večanjem incidence raka 
v otroštvu in bistvenim napredkom pri njegovem zdravljenju lahko pričakujemo, da se bomo srečali tudi z vedno več 
nosečnicami po prebolelem raku. Prav tako tudi v Sloveniji narašča število žensk v rodnem obdobju in v nosečnosti, 
ki zbolijo za rakom, kar bo povečalo naše etične dileme. Večinoma specifično onkološko zdravljenje (z operativnim 
zdravljenjem, kemoterapijo, radioterapijo in imunoterapijo) zmanjša naravno zanositev onkoloških bolnic. Novejši 
laboratorijski postopki, ki omogočajo zamrznitev tkiv jajčnika, testisa, spolnih celic in zgodnjih zarodkov, omogočajo 
vedno večjemu številu onkoloških bolnic pred začetkom specifičnega onkološkega zdravljenja ohraniti plodnost, da 
bi kasneje lahko rodile svojega biološkega otroka. 
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Introduction

Epidemiological indicators show that cancer places a major burden on public health in Slovenia as it is the most 
frequent cause of death amongst men, and the second most frequent in women (1). Global indicators also show 
that cancer is an epidemic of modern times.

Cancer diagnosis and treatment are complex processes that require the involvement of many health activities. 
Modern cancer treatment requires surgery specialists with a focus on oncology with radiotherapists and oncolo-
gists who provide a multidisciplinary approach to treatment. This multidisciplinary treatment process also includes 
experts from psycho-oncology, pharmacy, dietetics, rehabilitation and nursing. Cancer treatment can generally con-
sist of a number of treatments, namely surgery, chemotherapy, radiotherapy and, more recently, immunotherapy. 
Each of these treatments can also affect the fertility of the patients after the treatment has been completed. The 
impact on patients’ fertility varies depending on whether the patient had cancer during childhood, the reproduc-
tive period or during pregnancy. An area that brings together all of the experts and raises many ethical questions 
and dilemmas. The most frequently asked questions concern the method of treatment asking whether underage 
patients (or their parents) are sufficiently informed about the disease and its impact on their reproductive health 
in the future, also about the expectations for pregnancy and the pregnancy outcome and the possibility of storing 
ovarian tissue, ovarian cells and embryos etc. In general, cancer treatment reduces the rate of natural pregnancies 
in cancer patients (2,3,4,5 and 6). A review of various foreign studies and meta-analyses shows that the rate of 
natural pregnancy is statistically significantly lower in patients with bone cancer (RO 0.86, 95% CI [0.77 – 0.97]); 
breast cancer (RO 0.74, 95% CI [0.61-0.91]), brain tumour (RO 0.61, 95% CI [0.53–0.70]), and kidney cancer (RO 
0.69, 95% CI [0.61-0.78]) (7,8,9 and 10). There is conflicting evidence regarding the reduction in natural pregnan-
cies with oncological patients in the treatment of soft tissue cancer, Hodgkin’s lymphoma and leukaemia. Natural 
pregnancies, however, remain unchanged in patients after receiving treatment for non-Hodgkin’s lymphoma, mel-
anoma and thyroid cancer. Due to the increasingly successful treatment of all cancers, the survival rate is getting 
better and, as a result, we have more and more patients where preserving fertility is the most important aspect. 

Fertility sparing in patients with gynaecological cancer

As far as the patients are concerned, the fight against the disease starts immediately after cancer has been diag-
nosed. Most of them do not think about fertility or reproductive health when confronted with the diagnosis for the 
first time (except when diagnosed during pregnancy). In younger patients, fertility is influenced by the type of can-
cer (direct impact on gynaecological cancers) and by the type of cancer treatment (11,12,13,14 and 15). Research 
shows that the vast majority of patients want to be informed about the possibility of maintaining their reproduc-
tive ability (cryopreservation). The main problem and dilemma that patients are faced with is that maintaining their 
reproductive health may require a deviation from the standard (and generally the most effective) treatment. Often, 
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prior to chemotherapy or radiotherapy, ovarian stimulation is required to obtain sufficient oocytes for possible 
cryopreservation of the embryos or ovarian cells. The procedures are invasive and mostly performed at the same 
time as the diagnosis of the disease itself is made which creates additional psychological stress for the patients.

Altogether, this only represents less than half of the measures and activities that need to be considered by the pa-
tient. After successful treatment of cancer or when reaching the point of remission, and if there is an improvement 
in the clinical condition of the patient, a couple may decide for pregnancy either through procedures (cryopreser-
vation) or naturally (where the nature of the underlying disease allows this to happen). With close monitoring by 
specialist oncologists and gynaecologists, the outcome of a possible pregnancy is favourable. However, if the IVF 
or the cryopreservation itself is unsuccessful, the patient has the opportunity to use any of the remaining options 
(donated egg, surrogate motherhood and adoption) (16,17 and 18).

Physicians involved in the treatment of oncologic (cancer) patients who are still planning to get pregnant should be 
aware of the adverse effects of treatment on reproductive health. They should use the type and form of treatment 
that will offer the patient the best chance of recovery as well as the best chance of maintaining their reproductive 
health. Most cancer physicians emphasize that prompt and timely oncological treatment takes priority over fertility. 
For women, maintaining their fertility before the start of the treatment is a much more complicated process than it 
is for men and it requires additional time. Female patients also think similarly when faced with a cancer diagnosis 
as the first thing on their minds at that time is not parenting in the future, but mainly on ensuring their survival. 
However, although there may not always be enough time for storing the ovarian cells, it is important that patients 
are informed of the possibility of maintaining fertility at the beginning of the oncological treatment. Furthermore, 
in the case of subsequent infertility caused by the oncological treatment, what their options are for having children 
after the completion of treatment. Therefore, it is imperative that female patients talk with their oncologist before 
starting the treatment about how the latter will affect their fertility. They also need to discuss the options for 
maintaining or regaining fertility after the treatment is completed. The oncologist may not be able to provide all the 
information so it is necessary to refer the patients to infertility specialists. There, female patients will be provided 
with all the necessary information that will help to allay their fears to some extent. After that, patients will feel 
more calm and motivated in receiving the cancer treatment with the thought that despite the possible subsequent 
infertility, they will still have the possibility of motherhood. 

Slovenian data on the treatment of childhood and adolescent cancer and its impact on the reproductive health 
of female patients later in life is encouraging (3,5,6,8 and 17). A relatively good network of cooperation between 
specialists from different disciplines has been established.

Conclusion

Upon successful completion of oncological treatment and rehabilitation, the desire for parenting usually occurs 
very soon, especially in those patients who have not had a child before. Those who have been stopped by the dis-
ease in the midst of planning a family also think about adding new family members to it. Unfortunately, quite a few 
cancer patients, especially women, are experiencing temporary or permanent infertility. The latter presents them 
with yet another difficult moment in their life as the path to their desired destination is once again uncertain and 
can be mentally and physically very draining, and can often last even longer than the oncological treatment. It is 
at this point that the importance of proper treatment planning and multidisciplinary treatment becomes apparent. 
With the increasing incidence of childhood cancer and the significant advances in its treatment, we can expect to 
see more and more pregnant women having experienced and survived cancer. The number of women who are in 
their child-bearing age or are already pregnant and get diagnosed with cancer is also on the increase in Slovenia. 
Consequently, the various ethical dilemmas will also become more frequent. In most cases, specific oncological 
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treatment (through surgery, chemotherapy, radiotherapy and immunotherapy) reduces the natural fertility of onco-
logic patients. Modern laboratory procedures that allow the tissues of the ovary, testis, germ cells and early embry-
os to be frozen allow an increasing number of cancer patients to maintain fertility before any specific oncological 
treatment begins. In that way, they can give birth to their biological baby in the future. 
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Uvod

Z večanjem starosti žensk ob porodu in razvojem oploditve z biomedicinsko pomočjo (OBMP) se je v zadnjih de-
setletjih delež večplodnih nosečnosti povečal (1). Slovenija z 18,7 večplodnih porodov na 1000 vseh porodov (18,5 
dvojčkov in 0,2 trojčkov na 1000 porodov) sodi med evropske države z večjim deležem večplodnih porodov (1). V 
obdobju med 2004 in 2010 se je delež večplodnih porodov povečal predvsem zaradi večanja deleža žensk, starih 
ob porodu ≥ 35 let, in ne več toliko zaradi postopkov oploditve z biomedicinsko pomočjo (OBMP) (1). Večplodne 
nosečnosti nosijo večje tveganje za obolevnost in umrljivost plodov in novorojenčkov ter obolevnost mater, kar 
posledično vpliva na zdravje otrok in žensk, pa tudi na družino in zdravstveni sistem (1-3). Najučinkovitejši način 
preprečevanja zapletov večplodne nosečnosti je preprečevanje večplodnih nosečnosti po OBMP (4-8), vsaj pri 
ženskah s povečanim tveganjem za zelo prezgoden porod (9). V primeru, ko se soočimo z večplodno nosečnostjo, 
pa je potrebno nosečnico seznaniti s tveganji večplodne nosečnosti in ji z upoštevanjem etičnih načel pomagati 
ter jo voditi pri odločanju o nadaljevanju nosečnosti, prekinitvi nosečnosti ali selektivnem feticidu (10-13). Za ce-
lovitost reševanja etičnih pomislekov pri svetovanju nosečnici pa potrebujemo jasno terminologijo in upoštevanje 
treh osnovnih etičnih načel: spoštovanje avtonomije nosečnice, spoštovanje ploda kot bolnika in osebna zavest 
zdravnika (11).

Tveganja večplodne nosečnosti

Tveganje za perinatalno obolevnost in umrljivost pri večplodnih nosečnostih se povečuje z vsakim dodatnim 
plodom. Tveganje za spontano izgubo nosečnosti je 25 % pri četverčkih, 15 % pri trojčkih in 8 % pri dvojčkih (12). 

Glavni razlog obolevnosti in umrljivosti plodov in novorojenčkov je prezgodnji porod, sledijo pa mu zastoj plodove 
rasti, diskordantna rast plodov, prirojene razvojne nepravilnosti in zapleti zaradi monohoroidnosti s transfuzijo ene-
ga dvojčka k drugemu (TTTS), sindromom anemije-policitemije dvojčkov (TAPS), selektivnim zastojem plodove rasti 
ter z obrnjeno arterijsko perfuzijsko sekvenco dvojčkov (TRAP) (2, 14, 15). V Evropi se je leta 2010 pred 37. ted-
nom nosečnosti povprečno rodilo 5,6 % enojčkov in 53,4 % dvojčkov/trojčkov ter pred 32. tednom nosečnosti 0,7 
% enojčkov in 8,8 % dvojčkov/trojčkov. Slovenija z 12,4 % sodi med države z največjim deležem porodov dvojčkov/
trojčkov pred 32. tednom nosečnosti. V Sloveniji imajo v primerjavi z enojčki dvojčki/trojčki 16-krat večje tveganje, 
da se bodo rodili pred 37. tednom nosečnosti, in 10-krat večje tveganje, da se bodo rodili pred 32. tednom nosečno-
sti (1). Preprečevanje spontanega zelo prezgodnjega poroda pri večplodnih nosečnostih zaenkrat ni uspešno (16). 

Poleg prezgodnjega poroda je pri večplodnih nosečnostih tveganje za fetalno smrt dvakrat in neonatalno smrt 11-
krat večje (1). V primerjavi z enojčki je relativno tveganje za cerebralno paralizo pri dvojčkih 4,9 in trojčkih 12,9, tudi 
zaradi razlogov, ki niso posledica prezgodnjega poroda, njena pojavnost pa je najverjetneje celo podcenjena (17). 
TTTS zapleta okoli 9 % monohorijskih dvojčkov, spontani TAPS okoli 3–5 % in induciran po laserskem zdravljenju 
TTTS 2–13 %. Zastoj plodove rasti ogroža 10,5 % bihorijskih in 19,7 % monohorijskih dvojčkov (14, 18). Otroci, 
rojeni v večplodni nosečnosti, imajo povečano tveganje za težave pri učenju, počasnejši razvoj govora, motnje 
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obnašanja, kronično pljučno bolezen, mentalni zaostanek in smrt (19). Večplodna nosečnost z vsakim plodom več 
ogroža tudi zdravje nosečnice z večjim tveganjem za preeklampsijo, nosečnostno sladkorno bolezen, krvavitve v 
nosečnosti in zaplete ob porodu (20, 21).

Terminologija

Feticid definiramo kot destrukcijo zarodka (embria) ali ploda (fetusa) v maternici neodvisno od gestacijske starosti 
in ni pogojen z izpraznjenjem maternice (11). Feticid opravimo z vbrizganjem kalijevega klorida v plodovo srce ali 
okluzijo popkovnice.

Redukcija plodov pri večplodni nosečnosti je uporaba feticida za destrukcijo enega zarodka ali ploda ali več njih, 
nosečnost pa se praviloma nadaljuje. Zato je za redukcijo plodov pri večplodni nosečnosti bolj primerno uporabiti 
izraz selektivni feticid. Izraz redukcija plodov namreč zamegli dejstvo, da je poseg feticid z namenom zmanjšati 
število plodov (11).

Prekinitev nosečnosti je sprožen konec nosečnosti neodvisno od gestacijske starosti in ni pogojena s preživetjem 
ploda. Zato je uporaba izraza selektivna prekinitev nosečnosti zavajajoča in se ne bi smel uporabljati v primeru selek-
tivnega feticida. S selektivnim feticidom namreč ne prekinemo nosečnosti pri preživelem plodu ali plodovih (11).

Selektivni feticid

Selektivni feticid za preprečevanje zapletov večplodne nosečnosti

Selektivni feticid (11) v nosečnosti s tremi ali več plodovi z namenom zmanjšati število plodov na dva ali enega ima 
poleg zdravstvenih tudi psihološke, socialne in ekonomske prednosti (22). Z zmanjšanjem števila plodov s treh na 
dva zmanjšamo tveganje za izgubo nosečnosti s 15 % na 4 %, z zmanjšanjem števila na enega pa na 6 % (12, 23). V 
primerjavi z ekspektativno vodenimi trojčki so po zmanjšanju števila plodov s treh na dva značilni manjša verjetnost 
prezgodnjega poroda ter majhne in zelo majhne porodne teže (23). Prav tako sta manjši neonatalna obolevnost 
(respiratorni distresni sindrom, sepsa, intraventrikularna krvavitev, nekrotizirajoči enterokolitis) in umrljivost (23). 
Verjetnost, da bo odšel domov vsaj en novorojenček, je pri ekspektativno vodenih trojčkih 74,5 % in po redukciji na 
dva plodova 88,2 % (23). Tveganja pa se ne zmanjšajo toliko, če nosečnost po zmanjšanju števila plodov nadalju-
jeta monohorijska dvojčka (24).

Zmanjšanje števila plodov z dveh na enega je zaradi »relativno dobrih perinatalnih izidov« in neenotnih izsledkov 
raziskav o dobrobiti zmanjšanja števila plodov pri dvojčkih še vedno manj pogosto. Z zmanjšanjem števila plodov z 
dveh na enega lahko zmanjšamo izgubo nosečnosti z 8 % na 3 % in delež prezgodnjih porodov pred <34. tednom 
nosečnosti z 11,7 % na 1,6 % in <37. tednom z 56,7 % na 9,5 % (12, 19, 25). V nasprotju s temi izsledki pa so v 10 
nizozemskih centrih pri zmanjšanju števila plodov z dveh na enega v primerjavi z ekspektavitvno vodenimi bihori-
jskimi dvojčki ugotovil večji delež izgub nosečnosti <24. tednom nosečnosti in prezgodnjih porodov (<24 tednov 
11,9 % proti 3,1 %; <32 tednov 18,6 % proti 11,5 %) (26).

Izid zmanjšanja števila plodov pri tri- ali večplodni nosečnosti je boljši pri transabdominalnem selektivnem feticidu 
(fetoredukciji), ki se opravi med 11. in 14. tednom nosečnosti, kot pri transvaginalnem selektivnem feticidu (embri-
oredukciji), ki se opravi okoli 8. tedna nosečnosti. Po fetoredukciji so v primerjavi z embrioredukcijo zabeležili manjši 
delež izgubljenih nosečnosti zaradi posega (0,9 % proti 7,2 %), splavov (2,6 % proti 8,8 %), in celokupne izgube 
plodov (5,2 % proti 13,3 %) (27). Poleg navedenega je prednost fetoredukcije, da se opravi po opravljeni zgodnji 
morfološki preiskavi in presejanju za kromosomopatije, s čimer zmanjšamo možnost, da nosečnost nadaljuje razvo-
jno prizadet plod.
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Selektivni feticid pri razvojnih nepravilnostih ali hudih zapletih

V primerjavi z enoplodno nosečnostjo imajo dvojčki dvakrat večje tveganje, da ima en plod kromosomsko ali struk-
turno nepravilnost (28). Selektivni feticid zaradi razvojnih nepravilnosti pri bihorijskih dvojčkih je, če ga opravlja 
izkušen operater, tehnično varen z dobrim izidom v vseh treh trimesečjih. V osmih centrih v štirih državah so se po 
selektivnem feticidu rodili viabilni novorojenčki v več kot 90 % (28). Delež izgube nosečnosti se med trimesečji ni 
bistveno razlikoval: od 9. do 12. tedna 5,4 %, od 13. do 18. tedna 8,7 %, od 19. do 24. tedna 6,8 % in ≥25. tedna 
nosečnosti 9,1 % (28).

Pri monohorijskih dvojčkih so razmere drugačne kot pri bihorijskih. Smrt enega dvojčka je pri monohorijski dvojčkih 
povezana z 25 % incidenco smrti drugega dvojčka. Dodatnih 25 % preživelih dvojčkov pa utrpi nevrološke posled-
ice (29). V primeru razvojnih nepravilnosti pri enem od monohorijdkih dvojčkov, hudi obliki TTTS ali selektivnega 
zastoja plodove rasti, ko razmišljamo tudi o selektivnem feticidu, se je kot uspešna izkazala okluzija popkovnice pri 
prizadetem plodu z NdYAG laserjem pred 21. tednom nosečnosti ter z bipolarno diatermijo po 21. tednu nosečnosti, 
v zadnjem času pa tudi radiofrekvenčna ablacija popkovnice ob vstopu v plodov trebuh (30, 31).

Etična načela svetovanja 

Pri svetovanju nosečnicam z resnimi zapleti v nosečnosti, ki zahtevajo skrajni ukrep, kot je selektivni feticid, moramo 
upoštevati tri osnovna etična načela: spoštovanje avtonomije nosečnice, spoštovanje ploda kot bolnika in spošto-
vanje osebne vesti zdravnika (11, 12).

Spoštovanje avtonomije nosečnice

Etični načelo spoštovanja avtonomije nosečnice zahteva od zdravnika, da nosečnico z večplodno nosečnostjo 
seznani s kliničnimi informacijami, ki jih potrebuje, da lahko suvereno in samostojno sprejme lastno odločitev, ki je 
za njo najbolj sprejemljiva (10-12). Zdravnik se z nosečnico nepristransko pogovori tako o tveganjih, značilnih za 
večplodno nosečnost, kot o možnostih nadaljevanja nosečnosti ali selektivnega feticida ter tveganjih zaradi pose-
ga. Pri tem ji lahko ponudi dodatne posvete s specialistom feto-maternalne medicine, neonatologom, psihologom, 
razvojnim pediatrom oziroma specialistom ustrezne pediatrične ali kirurške stroke. Število plodov, zdravstveno 
stanje nosečnice, njene lastne vrednote, njeno ekonomsko in socialno stanje ter verske, moralne in kulturne vred-
note prevesijo odločitev za nadaljevanje nosečnosti ali selektivni feticid (10-12). Nosečnica lahko sprejme ali odk-
loni svetovanje o tveganjih večplodne nosečnosti. Lahko sprejme ali odkloni selektivni feticid. V obeh primerih je 
zdravnik dolžan spoštovati njeno odločitev (10).

Spoštovanje ploda kot bolnika

Etično načelo ploda kot pacienta je bistvenega pomena za porodniško klinično presojo in s tem za proces obveščen-
ega pristanka za selektivni feticid (11). Biti bolnik pomeni, da je oseba predstavljena zdravniku in da obstajajo 
klinični ukrepi, za katere pričakujemo, da bodo vodili k kliničnemu izidu, ki bo za bolnika pomenil večjo korist od 
škode (11). Etično načelo, ki vodi zdravnika k iskanju takšnih kliničnih izidov, je dobronamernost.

Zaradi nezrelosti centralnega živčnega sistema plod nima sposobnosti, da bi se opredelil do svojih interesov. Etič-
no načelo spoštovanja avtonomije in načelo pravice, ki temelji na avtonomiji, torej ne more veljati za plod. Takšno 
načelo ima svojo prednost, saj preprečuje, da bi bila etična analiza feticida ohromljena zaradi divergentnih razprav o 
pravici ploda do življenja, ki potekajo že desetletja brez kakršnih koli izgledov za razrešitev.
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Na dobronamernosti zasnovana zavezanost plodu obstaja, ko pričakujemo, da bo plod kasneje pridobil moralni sta-
tus kot otrok in oseba. Vpeljava načela ploda kot bolnika v klinično prakso je torej odvisna od povezave, ki se lahko 
vzpostavi med plodom in njegovo kasnejšo pridobitvijo moralnega statusa. 

Takšna povezava je viabilnost ploda (32). Plod postane bolnik, ko je dovolj zrel, da lahko ob biotehnološki podpori 
preživi v neonatalno obdobje in kasneje pridobi moralni status (11).

Edina možna povezava med pre-viabilnim plodom in kasnejšo pridobitvijo moralnega statusa je avtonomija 
nosečnice. Pre-viabilen plod ne more imeti statusa bolnika neodvisno od avtonomije nosečnice. Torej je edina pov-
ezava med pre-viabilnim plodom in njegovo kasnejšo možnostjo pridobitve moralnega statusa odločitev nosečnice, 
da plodu podeli status bolnika.

Spoštovanje osebne vesti zdravnika

Profesionalna medicinska etika, ki temelji na spoštovanju avtonomije nosečnice in spoštovanju ploda kot bolnika, 
ustvarja etično zavezanost zdravnika nosečnici in plodu – bolniku. Vendar imajo tudi zdravniki svojo osebno vest, 
na katero poleg profesionalne medicinske etike vplivajo še osebne izkušnje, družinska vzgoja in vera. Za razliko od 
profesionalne vesti je osebna vest zaradi raznovrstnih virov moralnosti, ki vplivajo na njen razvoj, raznolika (33).

Profesionalna vest določa zdravnikove obveznosti do bolnika. Osebna vest pa določa, ali nadaljevanje opravljanja 
obveznosti do določenega bolnika sili zdravnika v dejanja, ki povzročajo neznosno breme za njegovo osebno pre-
pričanje, vrednote in verovanja. Spoštovanje zdravnikove osebne vesti pomeni, da nekatere nosečnice ne morejo 
postati ali ostati bolnice določenega zdravnika (11). Zdravnik lahko na osnovi osebne vesti odkloni selektivni feti-
cid, kljub temu pa mora pomagati nosečnici poiskati zdravnika, ki ji bo pripravljen pomagati (13).

Zaključek

Večplodna nosečnost prekomerno ogroža tako zdravje in življenje plodov oziroma novorojenčkov kot nosečnice. 
Porodničar je dolžan biti poučen o zdravstvenih tveganjih večplodne nosečnosti, možnih zdravstvenih dobrobitih 
selektivnega feticida in kompleksnih etičnih načelih, ki so neločljiv del procesa svetovanja in sprejemanja odločitve. 
Zdravnik mora biti pripravljen, da se na profesionalen in etičen način odzove, ko nosečnica zahteva ali odkloni sveto-
vanje, selektivni feticid ali oboje. Pri svetovanju je potrebno upoštevati etična načela, ki vključujejo spoštovanje 
avtonomije nosečnice, ploda kot bolnika in osebno vest zdravnika.
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Introduction

The increasing age of women at childbirth and the development of assisted reproductive technology (ART) have 
increased the proportion of multiple pregnancies in recent decades (1). Slovenia is amongst those European coun-
tries with a higher proportion of multiple births with 18.7 multiple births per 1000 (18.5 twins and 0.2 triplets per 
1000 births) (1). Between 2004 and 2010 the proportion of multiple births increased mainly due to the increase 
in the proportion of women aged ≥ 35 years at childbirth and not so much due to assisted reproductive technology 
(ART) procedures (1). Multiple pregnancies present a higher risk of foetal and neonatal morbidity and mortality 
and maternal morbidity, which consequently affects the health of children and women, as well as families and the 
healthcare system (1-3). The most effective way to prevent complications in multiple pregnancies is to prevent 
multiple pregnancies after ART (4-8), at least in those women who are susceptible to an increased risk of very early 
preterm birth (9). In cases of multiple pregnancies it is necessary to inform the pregnant woman about the risks of 
multiple pregnancy and to help and guide her in deciding whether to continue with the pregnancy, to terminate the 
pregnancy, or undertake selective feticide, all in line with ethical principles (10-13). However, to fully address the 
ethical concerns of counselling a pregnant woman, we need to use clearly defined terminology and to comply with 
three basic ethical principles: respect for the autonomy of the pregnant woman, respect for the foetus as a patient 
and the individual conscience of doctors (11).

Multiple pregnancy risks

The risk of perinatal morbidity and mortality in multiple pregnancies increases with each additional foetus. The risk 
of spontaneous pregnancy loss is 25% for quadruplets, 15% for triplets and 8% for twins (12).

The main reason for foetal and neonatal morbidity and mortality is preterm birth, followed by intrauterine growth 
restriction, discordant foetal growth, congenital malformations and complications due to monochorionic twin-to-
twin transfusion syndrome (TTTS), twin anaemia polycythaemia sequence (TAPS), selective growth retardation 
and twin reversed arterial perfusion sequence (TRAP) (2, 14, 15). In 2010 Europe had an average of 5.6% single-
tons and 53.4% of twins / triplets born before the 37th week of gestation, and 0.7% singletons and 8.8% of twins / 
triplets born before the 32nd week of gestation. With 12.4%, Slovenia is amongst those countries with the highest 
proportion of twin / triplet births before the 32nd week of gestation. In Slovenia, twins / triplets are 16 times more 
likely to be born before the 37th week of gestation and 10 times more likely to be born before the 32nd week (1). 
Preventing spontaneous very premature births in multiple pregnancies has so far proved unsuccessful (16).

In addition to preterm birth, multiple pregnancies are twice as likely to end in foetal death and 11 times more likely 
in neonatal death (1). Compared to singletons, the relative risk of cerebral palsy in twins is 4.9 with 12.9 in triplets, 
but are also associated with reasons other than those of premature birth; Furthermore, its incidence is also likely 
to be underestimated (17). TTTS is a cause of complications in about 9% of monochorionic twins, spontaneous 
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TAPS in approx. 3-5%, and induced after TTTS laser treatment in 2-13%. Growth restriction threatens 10.5% of 
dichorionic and 19.7% of monochorionic twins (14, 18). Multiple pregnancy children are at increased risk of learn-
ing disabilities, delay in speech development, behavioural problems, chronic lung disease, mental retardation and 
death (19). Multiple pregnancies with each additional foetus also present a greater risk to the health of the preg-
nant woman with a higher risk of preeclampsia, gestational diabetes, bleeding during pregnancy and intrapartum 
complications (20, 21).

Terminology

Feticide is defined as the destruction of an embryo or foetus in the uterus independent of the gestation period and 
is not determined by the uterus being evacuated (11). Feticide is performed by injecting potassium chloride into 
the foetal heart or umbilical cord occlusion. Foetal reduction in multiple pregnancies is undertaken by using feticide 
for the destruction of one embryo / fetus or more, and the pregnancy is generally continues. Therefore, it is more 
appropriate to use the term selective feticide to reduce the order of pregnancy in multiple pregnancies. Namely, 
the term “foetal reduction” masks the fact that the procedure is, indeed, a feticide intended to reduce the number 
of foetuses (11). 

The termination of pregnancy is considered to be the induced ending of a pregnancy independent of the gestation 
period and is not determined by foetal survival.

Thus, the use of the term “selective termination of pregnancy” is misleading and should not be used in the case of 
selective feticide. That is to say, that selective feticide does not terminate the pregnancy of the surviving foetus 
or foetuses (11).

Selective feticide 

Selective feticide to prevent complications in multiple pregnancies

Selective feticide (11) in a pregnancy with three or more foetuses in order to reduce the number of foetuses to two 
or one has psychological, social, and economic benefits in addition to health benefits (22). By reducing the number 
of foetuses from three to two, we reduce the risk of pregnancy loss from 15% to 4%, and by reducing the number 
to one foetus then this figure comes down to 6% (12, 23). Compared with expectant management in triplets, after 
a reduction of the number of foetuses from three to two, there is a significantly lower likelihood of premature birth 
with low or very low birth weight (23). Neonatal morbidity (respiratory distress syndrome, sepsis, intraventricular 
haemorrhage and necrotizing enterocolitis) and mortality are also less likely (23). There is a 74.5% chance that at 
least one new-born baby is likely to go home in cases of expectant management in triplets and 88.2% after reduc-
tion to two foetuses (23). However, the risks are not decreased as much if the pregnancy, after the reduction in the 
number of foetuses, continues with monochorionic twins (24).

Reducing the number of foetuses from two to one is undertaken less frequently due to “relatively good perinatal 
results” and the inconsistent research findings on the benefits of reducing the number of foetuses in twins. By 
reducing the number of foetuses from two to one, we can reduce pregnancy loss from 8% to 3% and the proportion 
of preterm births before <34 weeks of the gestation period from 11.7% to 1.6% and <37 weeks from 56.7% to 
9.5 % (12, 19, 25). In contrast, 10 Dutch centres found a greater proportion of pregnancy loss <24 weeks of the 
gestation period and preterm birth when reducing two foetuses to one in contrast to expectant management in 
dichorionic twins (<24 weeks 11.9% vs. 3.1; <32 weeks 18.6% vs. 11.5%) (26).
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The outcome of foetal reduction in a triplet or multiple pregnancy improves when transabdominal selective feticide 
(fetoreduction) is performed between 11 and 14 weeks of gestation than when transvaginal selective feticide (em-
bryo reduction) is undertaken at approx. 8 weeks of the gestation period. Fetoreduction, when compared to embryo 
reduction, resulted in a smaller proportion of lost pregnancies due to this procedure (0.9% vs. 7.2%), miscarriages 
(2.6% vs. 8.8%), and overall fetal loss (5.2% vs. 13.3%) (27). Furthermore, the benefit of fetoreduction lies in the 
fact that it is performed after an early morphological examination and screening for chromosomopathies, thereby 
reducing the possibility of the pregnancy continuing with a foetus affected by developmental abnormalities.

Selective feticide for developmental abnormalities or serious complications

Compared to a singleton pregnancy, twins are twice as likely to have a single foetus with a chromosomal or struc-
tural abnormality (28). Selective feticide due to developmental abnormalities in dichorionic twins, if performed by 
an experienced provider, is technically safe with a good outcome in all three trimesters. In eight centres in four 
countries, more than 90% of viable new-born babies were born after a selective feticide (28). The proportion of 
pregnancy loss did not differ significantly between trimesters: 9 to 12 weeks, 5.4%, 13 to 18 weeks 8.7%, 19 to 
24 weeks, 6.8%, and ≥25 weeks of gestation 9.1% (28).

In monochorionic twins the situation is different from that of the dichorionic. The death of one twin is associated 
with a 25% incidence of death of the other twin in monochorionic twins. However, an additional 25% of surviving 
twins suffer neurological consequences (29). In cases of developmental abnormalities in one monochorionic twin, 
severe TTTS, or selective growth restriction, when we are also considering selective feticide, then umbilical cord 
occlusion of the affected foetus with a NdYAG laser before 21 weeks of gestation has proved successful, so has 
bipolar diathermy after 21 weeks of gestation and, more recently, radiofrequency ablation of the umbilical cord at 
its entry point to the abdomen (30, 31).

Ethical principles of counselling

When counselling pregnant women with serious pregnancy complications that require an extreme measure such 
as selective feticide then we must observe three basic ethical principles: respect for the autonomy of the pregnant 
woman, respect for the foetus as a patient and respect for the individual conscience of the doctor (11, 12).

Respect for the autonomy of the pregnant woman

The ethical principle of respecting the autonomy of the pregnant woman requires the doctor to inform the preg-
nant woman with a multiple pregnancy with the relevant clinical information she needs that will enable her to 
make her own independent and autonomous decision that she finds most acceptable (10-12). The doctor conducts 
a discussion with the pregnant woman in an objective manner, presenting the risks specific to multiple pregnancy, 
as well as the possibility of continuing the pregnancy or undertaking selective feticide and the relative risks of 
the procedure. During the process, she may be offered additional consultations with a specialist in feto-maternal 
medicine, a neonatologist, a psychologist, a developmental paediatrician or a specialist in the relevant paediatric or 
surgical field. The number of foetuses, the health status of the pregnant woman, her own values, her economic and 
social status, and religious, moral and cultural values outweigh the decision to continue the pregnancy or selective 
feticide (10-12). The pregnant woman may accept or decline counselling regarding the risks of multiple pregnancy. 
She can decide for or reject selective feticide. In either case the doctor must respect her decision (10).
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Respect for the foetus as a patient

The ethical principle of the foetus as a patient is essential when making obstetric clinical judgments and therefore 
when making decisions in the informed consent process for a selective feticide (11). Being a patient means that 
the person is presented to the doctor and that there are clinical measures that are expected to lead to a clinical 
outcome that will be of greater benefit to the patient than cause harm (11). The ethical principle that leads a doc-
tor to seek such clinical outcomes is beneficence. Due to the immaturity of the central nervous system, the foetus 
does not have the ability to define itself in its own interest. The ethical principle of respect for autonomy and the 
principle of justice based on autonomy cannot therefore be applied to the foetus. Such a principle has its advan-
tage, since it prevents the ethical analysis of a feticide from being crippled by the divergent debates over the right 
to life that have been going on for decades without any prospect of resolution.

The beneficence-based obligation to the foetus exists when we later expect the foetus to acquire its own moral 
status as a child and person. The introduction of the principle of the foetus as a patient into clinical practice is 
therefore dependent on the connection that can be made between the foetus and its subsequent acquisition of 
moral status.

Such a connection is the viability of the foetus (32). The foetus becomes a patient when it is mature enough to 
survive in the neonatal period with biotechnological support and later when it acquires moral status (11).

The only possible connection between a pre-viable foetus and the subsequent acquisition of moral status is the 
autonomy of the pregnant woman. A pre-viable foetus cannot have patient status independently of the autonomy 
of the pregnant woman. Therefore, the only connection between the pre-viable foetus and its subsequent possi-
bility of obtaining moral status is the pregnant woman’s decision to confer the status of “patient” on the foetus.

Respect for the individual conscience of the doctor

Professional medical ethics, based on respect for the autonomy of the pregnant woman and respect for the foetus 
as a patient, creates an ethical commitment on the part of the doctor to the pregnant woman and the foetus-pa-
tient. However, doctors also have their own personal conscience, which is influenced by personal experience, up-
bringing and religion, in addition to professional medical ethics. Unlike professional conscience, individual con-
science is diverse due to the various sources of morality that affect its development (33).

The professional conscience determines the doctor’s obligations to the patient. Individual conscience, however, 
determines whether the continuation of the obligation to a particular patient requires the doctor to act in such a 
way as to produce intolerable burdens on his or her individual moral convictions, values and beliefs. Respect for the 
physician’s individual conscience means that some pregnant women cannot become, or continue to be, patients of 
a particular doctor (11). The doctor may, on the basis of individual conscience, refuse selective feticide but must 
nevertheless help the pregnant woman to find a doctor willing to assist her (13).
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Conclusion

Multiple pregnancy excessively threatens both the health and life of foetuses and new-born babies as well as the 
pregnant woman. An obstetrician is required to be knowledgeable about the health risks of a multiple pregnancy, 
the potential health benefits of selective feticide and the complex ethical principles that are an integral part of the 
counselling and decision-making process. The doctor should be prepared to respond in a professional and ethical 
manner when a pregnant woman requests or declines counselling, selective feticide or both. Counselling must re-
spect ethical principles that include respect for the autonomy of the pregnant woman, the foetus as a patient and 
the individual conscience of the doctor.
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Uvod

V zadnjih štirih desetletjih je napredek na področju tehnologije in medicine prinesel velike spremembe v oskrbi 
nedonošenih novorojenčkov, zato se je meja viabilnosti (pri kateri lahko preživijo nekateri, ne pa vsi novorojenčki) 
pomikala k vse nižji gestacijski starosti. Ker se naša sposobnost preprečiti prezgodnje rojstvo ni spremenila, se je 
število novorojenčkov, rojenih v izjemno nizki gestacijski starosti, močno povečalo. Preživeli zelo nezreli nedon-
ošenčki imajo v primerjavi z bolj zrelimi novorojenčki več zgodnjih zapletov in razvojno-nevroloških okvar, kar vodi 
do kliničnih in etičnih polemik glede vloge postopkov v nosečnosti (kot na primer prenatalnih steroidov, tokolize, 
antibiotikov ob prezgodnjem predčasnem razpoku plodovih ovojev ali magnezija za nevroprotekcijo; mesta in načina 
poroda), začetnega oživljanja novorojenčka in nadaljevanja postopkov za vzdrževanje življenja (1). 

Mnogi strokovnjaki s področja medicine se sprašujejo o upravičenosti nudenja zdravljenja tej skupini bolnikov v 
primerjavi z drugimi skupinami s podobnimi dolgoročnimi rezultati (kot na primer otrokom z določenimi prirojenimi 
nepravilnostmi ali težkimi okužbami, ali odraslim z določenimi akutnimi obolenji). O utemeljenosti zdravljenja sled-
njih se redko razpravlja, zato je pomanjkanje navdušenja za zdravljenje zelo nezrelih novorojenčkov (v kanadski 
raziskavi Janvierjeve bi le 35 % vprašanih zdravilo nedonošenčka z gestacijsko starostjo 24 tednov v primerjavi s 74 
%, ki bi zdravili 2-mesečnega dojenčka z meningitisom, čeprav imata obe skupini bolnikov enako stopnjo preživetja 
in invalidnosti) botrovalo vprašanju, zakaj »Nihče ne mara nedonošenčkov« (2). Podobna presečna raziskava o 
odločitvah o »ne-oživljanju«, ki je bila opravljena v Sloveniji in na Hrvaškem 10 let po začetni raziskavi v Kanadi, 
pa je pokazala, da bi se večina vprašanih študentov (celo 97 % študentov z medicinske in zdravstvene fakultete) 
odločila za oživljanje tudi v primeru nedonošenčka, rojenega po 24 tednih gestacije (3). V večini evropskih držav 
obstojajo velike razlike v prednostnih odločitvah posameznikov pri zdravljenju periviabilnih novorojenčkov, prav 
tako pogledi na to tematiko niso vključeni v nacionalne smernice o perinatalni obravnavi skrajne nedonošenosti (4-
7). Obenem obstojajo razlike v rutinski obravnavi in izidih med posameznimi perinatalnimi centri, razlikujejo se tudi 
pogledi porodničarjev in neonatologov na določene vidike zelo prezgodnjega poroda in nedonošenčka (8). Zato bi 
bilo oblikovanje enotnih etičnih smernic ali priporočil glede oskrbe otrok, rojenih na meji viabilnosti, zelo potrebno 
in močno zaželeno (9).

Kaj je periviabilnost?

Za opis problema izjemno prezgodnjega rojstva, pri katerem je smrt (skoraj) zanesljiv izid in je preživetje brez težkih 
posledic malo verjetno, se v različnih okoljih uporabljajo podobni izrazi, kot so izjemno majhna porodna teža, izjem-
na ali ekstremna nedonošenost, rojstvo na meji viabilnosti ali periviabilnost. Svetovno združenje za perinatalno 
medicino (World Association of Perinatal Medicine, WAPM) opredeljuje plod kot viabilen takrat, ko je dovolj zrel, 
da preživi v obdobju novorojenčka s klinično podporo, ki je na voljo. Pogoj, da postane viabilen plod tudi bolnik, pa 
je, da je nosečnica vključena v porodniško obravnavo in zdravljenje (10). Za natančno opredelitev spodnje meje 
gestacijske starosti za viabilnost (na primer 22–23 tednov) bi bilo nujno uporabiti zanesljiva merila; večina danes 
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uporabljenih je vprašljivih. Če uporabimo umrljivost, kolikšen odstotek preživetja je za nas sprejemljiv? Če kot merilo 
izberemo obolevnost, kako hudo okvarjen mora biti otrok, da ga smemo označiti kot neviabilnega? In katera poškod-
ba šteje več: možganov, pljuč ali katerega od drugih organov (11)?

Etični koncepti in razmišljanja

Etika predstavlja osnovno razsežnost v oskrbi periviabilnega rojstva tako v kliničnem delu kot raziskovanju (12). 
Etični okvir temelji na modelu poklicne odgovornosti v porodniški in neonatalni etiki, ki zavrača na pravicah te-
melječi redukcionizem. Vključuje etični koncept »ploda kot pacienta« v smislu obveznosti medicinskega osebja 
do nosečnice na temelju dobronamernosti in avtonomije ter dobronamernosti do ploda, kar povzema, da plod ni 
samostojen, od nosečnice ločen bolnik.

Dobronamernost (»delati dobro«) in načelo neškodovanja (»ne škodovati«) sta najstarejša etična principa v 
zgodovini zahodne medicinske etike (vključena že v Hipokratovo prisego), ki od zdravnika zahtevata iskanje na-
jboljšega ravnovesja med klinično dobrobitjo in škodo za bolnika. Dobronamernost je glavno vodilo pri naporih za 
reševanje periviabilnih otrok; na drugi strani pa je princip neškodljivosti ključen, ko se odločamo o nadaljevanju 
življenja, povezanega s hudim trpljenjem. Ta načela pogosto povzemamo v klinični oceni, ki jo označujemo z izrazom 
»medicinsko upravičeno«. Tudi nosečnica ima obveze do svojega ploda, ki temeljijo na principu dobronamernosti. 

Spoštovanje avtonomije (»spoštovanje volje, izbire posameznika«) je bolj zapleteno, saj novorojenčki nimajo 
avtonomnosti odločanja; vendar pa imajo tako starši kot zdravniki moralno pravico in zakonsko obvezo, da spre-
jemajo odločitve o zdravljenju v skladu z najboljšim interesom za otroka. To etično vodilo zahteva, da zdravnik 
nosečnici predstavi vse podatke o pričakovanih kliničnih prednostih in tveganjih določenih oblik zdravljenja v vseh 
okoliščinah. Šele ko nosečnici (pogosto tudi njenemu partnerju) zagotovimo vse podatke, ju opolnomočimo za spre-
jemanje odločitev in lahko pridobimo njun obveščeni pristanek za nadaljnjo obravnavo.  

Tretje etično vodilo je pravičnost, ki ne pomeni le, da podobne primere bolnikov obravnavamo na enak način, am-
pak da pri tem učinkovito uporabljamo sredstva, ki so na voljo (pravičnost razpolaganja z viri). Agresivno zdravljenje 
izjemno nezrelega nedonošenčka z zelo majhno možnostjo neokrnjenega preživetja zato sodi med neprimerno raz-
porejanje virov. Nepravičnost ali celo izkoriščanje se zgodi, ko je majhen odstotek bolnikov deležen klinične koristi 
(kamor sodi tudi preživetje z malo ali celo brez škodljivih posledic), medtem ko bistveno večji delež bolnikov utrpi 
klinično škodo (smrt, težko obolevnost ali invalidnost) samo zato, ker niso imeli priložnosti dobiti enake klinične 
obravnave.

Nasveti za klinično delo

Svetovno združenje za perinatalno medicino (WAPM) je pri sprejemanju odločitev glede obravnave in zdravljenja 
periviabilnih plodov in novorojenčkov izbralo z dokazi podprt pristop (»evidence-based«), saj priporočila združenja 
temeljijo na izsledkih izkušenj in raziskav iz posameznih centrov ter skupne analize podatkov združenih terciarnih 
ustanov, ki so bili objavljeni v novejši literaturi. Mednje sodijo rezultati raziskave skupin EPICure in MOSAIC, inštitu-
ta United States National Institute of Child Health and Human Development (NICHD) in mreže Neonatal Research 
Network (NRN) (13-18). Isti podatki so bili tudi osnova za podobne smernice obravnave izjemno prezgodnjih poro-
dov, tudi za meta-analizo Guillén-a s sodelavci, ki je bila objavljena leta 2015 v reviji Pediatrics (19). 

Vsi podatki iz slovstva potrjujejo, da imajo novorojenčki, rojeni z izjemno nizko gestacijsko starostjo v centrih 
odličnosti, boljše izide. Če je le možno, naj bi zato porodi na meji viabilnosti, pri katerih se načrtuje ukrepanje pri 
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materi ali novorojenčku, potekali v centrih, ki lahko nudijo najboljšo strokovno oskrbo nosečnice in novorojenčka ter 
ki imajo tudi ustrezno infrastrukturo (zlasti intenzivne enote), da lahko takšno obravnavo podpirajo. Zato je treba 
spodbujati premestitev vseh nosečnic, ki jim grozi porod na meji viabilnosti, v terciarni center.

Pod pogojem, da je določitev gestacijske starosti zanesljiva, glede na trenutne dokaze pred 22. tednom gestaci-
jske starosti (< 22 0/7 tednov) preživetje novorojenčka ni možno; pri 22. tednih (22 0/7–22 6/7 tedna) se 
preživetje giblje med 1 in 15 %, pri preživelih je pogostost težke invalidnosti visoka (87–98 %). Kratkoročnega cilja 
(preprečitve smrti) ne moremo zagotoviti z nobenim od pristopom, ki vključujejo porod s carskim rezom, oživljanje 
novorojenčka in intenzivno zdravljenje. Ob upoštevanju večjega tveganja zapletov za žensko ter nobenih koristi 
za plod in novorojenčka zdravnik z vidika dobronamernosti ni obvezan nuditi agresivne porodniške ali neonatalne 
obravnave, ki vključuje carski rez in/ali oživljanje novorojenčka; zahtevo po taki obravnavi mora zavrniti (1,9,11).

Pri 23 tednih gestacije (23 0/7 to 23 6/7 tednov; pogosto navedeno kot “siva cona”) je preživetje od 8 do 33 %, 
preživetje brez težkih posledic pa se giblje med 7 in 23 %. S temi rezultati prednost klinično ugodnega izida pred 
škodo ni jasno dokazana, celo nasprotno. Ker ob odsotnosti fetalne indikacije za poseg ni prepričljivih dokazov o 
prednosti carskega reza za plod ali novorojenca, carskega reza nosečnicam ne ponudimo in smemo zahtevo po 
njem zavrniti. Kadar je prisotna indikacija za carski rez s strani ploda, se lahko operacija opravi le v primeru, ko je 
predvideno, da bomo otroku po rojstvu nudili oživljanje (čeprav nekateri tak pristop označujejo kot »nenadzorovan 
poskus«). Oživljanje sicer lahko prepreči neizbežno smrt pri majhnem deležu novorojenčkov, vendar v primerjavi s 
preživetjem do smrti pride pogosteje, obenem je neokrnjeno preživetje redko. Takojšnje oživljanje novorojenčka, 
rojenega po 23 tednih nosečnosti, ni obvezno tudi z vidika pravičnosti, saj bi v skladu z vrednotenjem današnjih 
rezultatov enoten agresiven porodniški in neonatalni pristop lahko pomenil izkoriščanje (1,9,11). Vendar se danes 
soočamo z vse večjim številom porodnišnic, ki se odločijo za zdravljenje novorojenčkov, rojenih po 23 ali celo 22 
tednih nosečnosti (20). Ob današnjem vedenju, da otroku oklevanje pri pričetku intenzivnega zdravljenja ne koristi, 
se zdi boljša odločitev, da z oživljanjem pričnemo. V primeru, ko bi postalo jasno, da otrok nima možnosti za preživet-
je ali da bo izid zdravljenja zelo slab, ne nadaljujemo z intenzivnim zdravljenjem in oskrbo usmerimo v tim. podporno 
nego (comfort care). Tak pristop lahko upravičimo z dejstvom, da če izjemno nezreli nedonošenčki umrejo, jih večina 
umre v prvih dneh življenja. Za razliko od intenzivno zdravljenih odraslih bolnikov vsak dan dlje, ki ga novorojenček 
na intenzivnem oddelku preživi, izboljša obete za ugoden izid (21).

V gestacijski starosti 24 tednov in kasneje (≥ 24 0/7 tednov, pod pogojem, da novorojenček nima težjih priro-
jenih nepravilnosti ali težkega zastoja rasti) je pri večini novorojenčkov preživetje pričakovan kratkoročni cilj, saj 
preživi 51 % otrok. Obenem obstoja tudi visoka verjetnost doseganja dolgoročnega cilja nizke obolevnosti in vi-
sokega funkcijskega stanja, saj se preživetje brez težke senzorične, motorične ali kognitivne prizadetosti giblje med 
12 in 38 %. Ti rezultati pomenijo, da je obveza ukrepanja na osnovi dobronamernosti razumna in smiselna (1,11). 
Carski rez zaradi fetalne indikacije je potrebno ponuditi in celo priporočiti, takoj po rojstvu izvajati vse potrebne 
ukrepe za oživljanje ter novorojenčka sprejeti na neonatalno intenzivno enoto. Ob tem je za vse postopke potrebno 
pridobiti privoljenje staršev (9). 

Neonatalna paliativna oskrba ima svoje mesto v primerih, ko postane verjetnost kratkoročnega in dolgoročne-
ga dobrega izida poskusa zdravljenja (kar pomeni preživetje brez ireverzibilnih in nesprejemljivo obremenjujočih 
bolezni in invalidnosti) zelo majhna in nadaljevanje zdravljenja nima več smisla (22,23). Takšna oskrba je usmerjena 
v prepoznavanje in kritje osnovnih potreb otroka, med katere sodijo vzdrževanje telesne temperature, lajšanje la-
kote/žeje ter nelagodja in omogočenje stika s starši. Pri takšnih novorojenčkih je alternativa »podporne nege«, pri 
kateri prenehamo s postopki za vzdrževanje življenja, ki so povezani z bolečino in trpljenjem, etično sprejemljiva, 
vključno z dajanjem določenih zdravil, ki lahko (kot nenamerna posledica uporabe) povzročijo depresijo dihanja. V 
vsakem primeru pa moramo jasno razložiti staršem (ki lahko zahtevajo, da se »naredi vse«, da se reši njihovega 
otroka), da so takšne odločitve zgolj strokovne in ne vključujejo presoje laikov (24).  
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Zaključek

Vsi zdravniki imamo na načelu dobronamernosti temelječe obveznosti do ploda/novorojenčka, ki jih moramo urav-
notežiti z našimi obveznostmi do nosečnice in njenega partnerja ter temeljijo na dobronamernosti, zaupanju ter 
načelu avtonomije. Ker je natančnost predvidevanja izida v obdobju periviabilnosti slaba in so psihosocialni vidiki 
vsakega primera edinstveni, mora biti postopek sprejemanja odločitev usklajen in naj vključuje perinatologe, neo-
natologe in druge specialiste s področja medicine. Optimalno svetovanje staršem je izjemno pomembno. Vključe-
vati mora pogovor staršev s porodničarji in pediatri, ki usklajeno posredujejo tako statistične podatke o možnosti 
preživetja ali smrti kot tudi o tveganju za nevrološke in razvojne posledice. Svetovanje naj bi vključevalo tudi nekaj 
podatkov o tem, kaj se pričakuje: tako med porodom, v času oživljanja novorojenčka (če je oživljanje potrebno), v 
obdobju umiranja (če do tega pride), kot tudi o nadaljnjem življenju otroka z dodatnimi boleznimi (če do njih pride). 
Pri tem so zelo pomembne želje staršev, ki jih moramo vključiti v vse pogovore o odločitvah glede naše obravnave, 
tako pred, med, kot po porodu.  

Vsaka nosečnica, vsak plod in vsak novorojenček so različni in vsi morajo imeti pravico do individualne presoje pred 
odločitvijo o ravni njihovega zdravljenja. Pri tem moramo vsa načela, omenjena v prispevku, upoštevati kot sploš-
na priporočila, ki jih je treba prilagoditi vsakemu posamičnemu primeru posebej. Kljub zapletenemu odločanju pa 
ne smemo pozabiti, da bodo vse odločitve, ki jih sprejmemo, lahko vplivale na celotno življenje otroka in njegove 
družine. Mnoge odločitve (na primer odločitev o odtegnitvi zdravljenja) tudi niso reverzibilne in lahko dolgotrajno 
vplivajo na duševno zdravje svojcev.
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Introduction

Over the past four decades, technological and medical progress has brought enormous changes in the care of 
premature neonates and the limit of viability (where some, but not all, infants may be able to survive) has been 
pushed to incrementally lower gestational ages. As our ability to prevent premature birth does not appear to have 
changed, the number of newborns born at extremely premature gestational ages has increased substantially. On 
the other hand, surviving immature infants are more prone to short-term complications and neurodevelopmental 
handicap than more mature babies which generates ongoing clinical and complex ethical controversies concerning 
the role of obstetrical practices (such as prenatal corticosteroids, tocolysis, antibiotics for preterm premature rup-
ture of membranes, or magnesium for neuroprotection; site and mode of delivery), initial neonatal resuscitation and 
subsequent life-sustaining care (1). 

Many medical professionals question themselves about the eligibility of the treatment of this group compared to 
other patient groups which have similar long-term follow-up results (such as children with certain congenital anom-
alies or severe infections, and adults with some acute diseases). The justification for treating these groups is rarely 
discussed and the lack of enthusiasm for treating immature infants (in the Canadian study of Janvier, only 35% of 
respondents would treat a premature infant with a gestational age of 24 weeks compared to 74% for a 2-month-
old child with meningitis, although both groups had the same survival and sequelae rate) has raised the question 
of the authors as to why “Nobody likes premies” (2). A similar cross-sectional study on the “do-not resuscitate” 
decision-making process performed in Slovenia and Croatia 10 years after initial research undertaken in Canada 
showed that most students (even 97% of medical and nursing facilities in Slovenia) would decide to resuscitate 
even a premature infant born at 24-weeks of gestation (3). There has been a wide variety of opinions regarding 
individually preferred treatment decisions of periviable children in most European countries as certain aspects are, 
for the most part, not covered in national guidelines on perinatal practice in extreme prematurity (4-7). Further-
more, centre-to-centre variations in actual practice and outcome exist and obstetricians and neonatologists do not 
always agree on all the aspects (8). Because (or in spite) of that, ethical guidelines and recommendations for the 
care of infants born at the edge of viability are greatly needed and highly desirable (9).

What is periviability?

Numerous similar terms have been used in different settings to describe the problem of such premature birth that 
death is certain or near-certain and the survival without severe sequelae is not likely. These include extremely low 
birth weight, extreme prematurity, birth at the limit of viability and periviability. The World Association of Perinatal 
Medicine (WAPM) defines a foetus as viable when it is mature enough to survive into the neonatal period with 
the clinical support that is available. Therefore, a viable foetus becomes the patient when a pregnant woman is 
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introduced to obstetrical treatment and care (10). To define precisely a lower gestational age zone of viability (for 
instance 22 - 23 weeks) it would be essential to have reliable criteria; however, most of the ones employed are 
questionable. If mortality is applied, which percentage of survival is acceptable? If morbidity is applied as a criteri-
on, how injured does an infant have to be to be characterized as not viable? And which injury should be considered: 
brain, lung, or injury to other organs (11)?

Ethical concepts and reasoning

Ethics is an essential dimension of the management of periviable birth in both clinical practice and research (12). 
The ethical framework is based on the professional responsibility model of obstetric and neonatal ethics which 
rejects rights-based reductionism. It includes the ethical concept of the foetus as a patient in terms of benefi-
cence-based and autonomy-based obligations to the pregnant woman and beneficence-based obligations to the 
foetus which emphasize that the foetus is not a separate patient. 

Beneficence (“doing good”) and non-maleficence (“doing no harm”) are the oldest ethical principles in the history 
of Western medical ethics (already included in the Hippocratic Oath) that require physicians to seek the greater 
balance of clinical good over clinical harm to the patient. Beneficence is a major force behind the efforts to rescue 
periviable infants; on the other hand, the principle of non-maleficence is taken into account when continuing life 
would mean severe suffering. These principles are often summarised as clinical judgments in the term “medically 
reasonable”. A pregnant woman also has beneficence-based obligations to her foetus.

Respect for autonomy (“respecting individual preferences”) is more complicated as infants have no autonomy; 
however, both parents and physicians have a moral right and a legal duty to make any decisions regarding treat-
ment in the best interests of the infant. This ethical principle requires that the physician provides a pregnant 
patient with information regarding the expected clinical benefits and risks of various treatments in specific circum-
stances. After empowering patient autonomy by providing all the necessary information, informed consent should 
then be obtained. 

The third ethical principle, justice, implies not only treating similar infants similarly, but also effectively using 
resources (distributive justice). Aggressive care of extremely premature infants with a remote possibility of intact 
survival may be considered as an inappropriate allocation of resources. Unfairness, or even exploitation, occurs 
when a small percentage of a number of patients receives a clinical benefit (such as survival with little or no harm 
resulting from an adverse outcome), while a far greater percentage of patients experience clinical harm (such as 
death, severe morbidity or disability) without experiencing any off-setting clinical benefit.

Implications for clinical use

WAPM has chosen an approach to decision-making and treatment of the periviable foetus and newborn which is 
described as “evidence-based” as their recommendations are based on recently published experiences collated 
from individual centres and tertiary centre collaborations, such as the EPICure collaboration, the MOSAIC collabora-
tion, the United States National Institute of Child Health and Human Development (NICHD) and Neonatal Research 
Network (NRN) (13-18). These data were also the background for similar guidelines for the management of ex-
tremely premature deliveries, also in a systematic review published by Guillén in 2015 (19).

The literature data show that at all extremely low gestational ages, better outcomes can be achieved at centres of 
excellence. Therefore, whenever possible, periviable births for which maternal or neonatal intervention is planned 
should be undertaken in centres that offer expertise in maternal and neonatal care with the associated necessary 
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infrastucture, including intensive care units, to support such services. It should be encouraged that women with 
periviable pregnancies who are likely to concieve soon are referred to tertiary centres.     

Below 22 weeks’ of gestational age (< 22 0/7 weeks’) (with gestational dating that can be ascertained), accord-
ing to current evidence, there is no survival. At 22 weeks (22 0/7 - 22 6/7 weeks) survival ranges from 1 to 15%, 
and in survivors profound disabilities are common (in 87 - 98%). The short-term goal of preventing death cannot 
be guaranteed by any means, including cesarean delivery, neonatal resuscitation or intensive care. As far as the 
clinical risks for the woman with no benefit for the foetal or neonatal patient are concerned, then there is no benef-
icence-based obligation to offer any aggressive obstetric or neonatal management, such as cesarean section and/
or neonatal resuscitation; if requested, they should be denied (1,9,11).

At 23 weeks’ of gestation (23 0/7 to 23 6/7 weeks’; often referred to as the “gray zone”), survival ranges from 
8 to 33%, and survival without severe adverse outcome ranges from 7 to 23%. Therefore, the outcomes do not 
clearly show a greater balance of clinical benefits over harm, in fact, the opposite may apply. In the absence of any 
foetal indication then there is no conclusive evidence suggesting any benefit of cesarean delivery to the foetus/
newborn, therefore it should not be offered, and if requested should be denied. If there is a foetal indication for 
cesarean delivery, the operative procedure may be offered only if neonatal resuscitation is planned after birth (al-
though some describe such an intervention as an “uncontrolled experiment”). Resuscitation may prevent imminent 
death in a small percentage of infants; however death occurs more frequently than survival and intact survival 
among survivors is rare. According to justified-based interpretation of current evidence, uniform aggressive ob-
stetric and neonatal management would result in exploitation and thus immediate neonatal resuscitation is not 
required (1,9,11). On the other hand, an increasing number of units are treating infants at 23 and even 22 weeks 
of the gestational age (20). Today we know that it is not beneficial to hesitate before initiating intensive care and 
it seems better to start resuscitation. If it becomes obvious that the child is not going to survive or that the out-
come can be deemed as being miserable, intensive care should not be prolonged and the care should be redirected 
towards “comfort care”. This approach can be justified as we know the most of immature infants who die do so in 
the first days of life. Unlike adult intensive care patients, each day a newborn infant survives in an intensive care 
unit improves the chances for a good outcome (21).

At a gestational age of 24 weeks and after (≥ 24 0/7 weeks’), provided there is no severe foetal malformation or 
severe growth restriction, the short term goal of preventing imminent death is expected in a substantial majority of 
cases as survival ranges up to 51%. There is a reasonable probability of achieving the long-term goal of producing 
minimal morbidity and maximal functional status as survival without profound sensory, motor or cognitive disabil-
ity ranges from 12 to 38%. These outcomes mean that a beneficence-based obligation to intervene is reasonable 
(1,11). Cesarean delivery for foetal indication should be offered, and even recommended, and immediate neonatal 
resuscitation with admission to neonatal intensive care should be initiated. Nevertheless, parental authorization 
for any intervention should be sought (9).

Neonatal palliative care is considered for newborns when the probability of achieving the short-term or long-
term goal of a management trial (survival without irreversible and unacceptably burdensome morbidity and disabil-
ity) becomes very small and further treatment is futile (22,23). Such care identifies and addresses the basic needs 
of the child, such as maintaining body temperature, relief of hunger/thirst, alleviation of discomfort and bonding. 
In such infants, offering the alternative of “comfort care” with discontinuation of life-sustaining treatments which 
may cause pain and suffering becomes ethically acceptable, including the use of certain drugs that may (as an un-
intended consequence) supress respiratory effort. However, it should be made clear to parents (who may request 
that “everything is done” to save their child) that these are medical and not lay judgments (24).
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Conclusion

We all have beneficence-based obligations to the foetal/neonatal patient that have to be balanced against our 
beneficence-based, fiduciary and autonomy-based obligations to the pregnant woman and her partner. As there is 
little accuracy in the prognosis during the periviable period and psychosocial aspects of each case u que, our coor-
dinated decision-making process should include perinatologists, neonatologists ni and other healthcare specialists. 
The provision of optimal counselling for parents is extremely important. It involves harmonised cooperation of ob-
stetric and neonatal care providers who can offer data on the statistical probability of survival or death, and proba-
bility of neurodevelopmental impairment. Counselling should include some information on what might be expected: 
including the process of delivery, the process of neonatal resuscitation (if required), the process of dying (if this 
occurs), and the continued life of an infant with additional morbidities (if these occur). The wishes of the parents 
are particularly important and should be included in all discussions about management, both before and after birth.

Each foetus/infant and pregnant woman is different and should have the right to be considered individually be-
fore making any decision on the level of their treatment. All the principles mentioned above should therefore be 
interpreted as general principles which need to be adapted to each individual situation. Despite the complexities 
involved in the decision-making process, it must be remembered that all the conclusions that are drawn are going 
to impact on the entire life of the child and the family. Most of them (such as withdrawing care) are not reversible 
and may have a long-term impact on the mental health of the parents.
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Povzetek

Za pravilno in učinkovito uporabo novih zdravil na ljudeh je le-te potrebno najprej s predkliničnimi, nato tudi s 
kliničnimi raziskavami preskusiti na odraslih ljudeh in ugotoviti njihovo učinkovitost ter neškodljivost. Odrasli ljudje, 
ki sodelujejo v kliničnih raziskavah, morajo dati avtonomni pristanek po poučitvi, da so razumeli cilje in potek ra-
ziskave ter da so pripravljeni sodelovati v raziskavi. V raziskave so vedno pogosteje vključeni tudi otroci in to celo 
najmanjši, novorojenčki in nedonošenčki. Pristanek po poučitvi za sodelovanje v raziskavi na otrocih dajo njihovi 
starši oziroma zakoniti zastopniki, čeprav je potrebno vzpodbujati raziskovalce, da dobijo pristanek tudi od otrok. 

Novorojenčkov organizem je nedozorel. Zaradi nedozorelosti organov in presnovnih procesov pri novorojenčkih, 
še posebej pri nedonošenčkih, so otroci, ki so vključeni v klinične raziskave najbolj občutljiva in ranljiva skupina 
preiskovancev. Nedozorelost organov vpliva na farmakokinetiko in farmakodinamiko zdravila v novorojenčkovem 
telesu. Zaradi tega je potrebno celovito poznavanje vseh teh fizioloških procesov in prilagajanje odmerkov ne samo 
zdravil, ampak tudi vseh nosilnih sestavin zdravil, ki morajo biti primerne sestave in odmerka za otrokovo starost. 
Za preskušanje zdravil na otrocih morajo biti raziskovalci v farmacevtski industriji in v zdravstvenih centrih, kjer se 
bodo izvajale te raziskave, izobraženi in izkušeni v izvajanju raziskav na otrocih.

Pred začeto raziskavo morajo etične komisije obravnavati raziskavo na novorojenčkih in nedonošenčkih. Prav tako 
morajo pri etičnih ocenah vključevanja novorojenčkov v raziskave v teh komisijah sodelovati strokovnjaki, ki tudi 
sami zdravijo novorojenčke in majhne otroke ter poznajo vplive na nedozorel otrokov organizem. Ob tem morajo 
poznati domača in mednarodna priporočila etičnih komisij, ki so napisana na osnovi Helsinške, Oviedske in drugih 
deklaracij o raziskavah na ljudeh in otrocih.

Uvod

Preden pride zdravilo na tržišče, mora biti predklinično preizkušeno na živalih in nato klinično na odraslih ljudeh. 
Dolgo časa so se odrasla zdravila uporabljala na otrocih, ne da bi bil pred tem opravljen preskus zdravil na otrocih in 
novorojenčkih. Zaradi neupoštevanja teh zahtev so številni otroci utrpeli nepopravljive poškodbe in okvare, neredko 
so se končale s smrtjo otroka v najtežjih primerih. V zadnjih dveh desetletjih je prišlo do zavedanja, da je potrebno 
pred uporabo zdravil za otroke ta zdravila preskusiti in jih primerno otrokovi starosti tudi izdelati za uporabo (ve-
likost tablet, kapsul, ki bo primerna velikosti otroka). Testirati je potrebno okus, način dajanja, odmerek zdravila, 
farmakokinetiko in farmakodinamiko (PL/PD) zdravila, lastnosti in vpliv nosilnih sestavin zdravil na nedozorel orga-
nizem novorojenčka itd. Pri preskušanjih zdravil na otrocih sledimo načelu stopenjskega pristopa, se pravi najprej 
vključujemo odrasle, nato starejše otroke, nato mlajše in šele nato najmlajše. Če se klinično stanje pojavlja samo pri 
najmanjših, to je novorojenčkih in nedonošenčkih, potem raziskavo izvedemo samo na tej skupini otrok.

Za preskušanje zdravil za novorojenčke in nedonošenčke morajo proizvajalci zdravil in tudi izvajalci teh raziskav 
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ter klinični zdravniki poznati pravna in etična načela, ki se jih morajo držati, ko preskušajo novo zdravilo ali znano 
zdravilo za novo indikacijo zdravljenja. 

Mednarodna etična priporočila in navodila pri raziskavah na odraslih ljudeh in otrocih (1-7)

Kot posledica zločinskih nacističnih raziskav na ujetnikih med drugo svetovno vojno in Nurnberškega sojenja vojnim 
zločincem so nastala prva etična navodila, ki naj bi preprečevala podobna dogajanj v mirnem času.

Leta 1964 je Svetovna zdravniška organizacija (SZO) izdala prva priporočila, ki naj bi vodila zdravnike pri razisko-
vanjih na ljudeh, znana pod imenom Helsinška deklaracija, ker so bila sprejeta na zasedanju SZO v Helsinkih (1). 
V naslednjih desetletjih so bila še večkrat posodobljena.

Svet Evrope je leta 1997 pripravil in izdal Oviedsko deklaracijo z namenom, da bi zaščitil ljudi, pri katerih se up-
orabljata biologija in medicina (2).

Vse raziskave v Evropski uniji naj bi potekale v okviru standardov dobre klinične prakse. Kot piše v uvodu Dobra 
klinična praksa (ang. Good Clinical Practice (GCP)), je to mednarodni etični in znanstveni standard kakovosti za 
oblikovanje, izvajanje, snemanje in poročanje o preskusih, ki vključujejo udeležbo na človeških subjektih. Skladnost 
s tem standardom zagotavlja javno zagotovilo, da so pravice, varnost in dobro počutje preizkušenih oseb zaščitene 
v skladu z načeli, ki izvirajo iz Helsinške deklaracije, in da so podatki kliničnega preskušanja verodostojni. Cilji te 
smernice Mednarodne konference za harmonizacijo (ang. International Conference on Harmonisation, ICH) GCP je 
zagotoviti enoten standard za Evropsko unijo (EU), Japonsko in Združene države Amerike, da bi olajšali medsebojno 
sprejemanje kliničnih podatkov s strani regulativnih organov v teh jurisdikcijah (3).

Leta 2002 je mednarodna skupina s sodelovanjem Svetovne zdravstvene organizacije izdala Etična priporočila za 
biomedicinske raziskave, ki vključujejo ljudi (4). 

V letu 2011 je Svetovna zdravstvena organizacija izdala Standarde in operativna navodila za etično ocenje-
vanje z zdravjem povezanih raziskav, ki vključuje ljudi (5).

Evropska komisija je 2013 izdala Etična priporočila za raziskovalce, ki so dobili sredstva iz sedmega okvira pro-
grama (ang. 7th Framework Programme (FP7)) Evropske komisije (6).

Vsa ta etična priporočila se dotikajo raziskav na odraslih ljudeh, samo na kratko so omenjeni tudi otroci, ki so vkl-
jučeni v raziskave. Zato je Delovna skupina za etiko pri Evropski akademiji za pediatrijo čutila dolžnost da 
jasneje predstavi, katere so ključne etične dileme pri raziskavah na otrocih. Priporočila je objavila v European Journal 
of Paediatrics leta 2004 z naslovom: Etična priporočila in operativna navodila za dobro klinično prakso pri 
raziskavah na otrocih (7). V Priporočilih so navedena tri poglavja, in sicer: 

1. Pravice otrok, ki jih moramo upoštevati 
2. Nujnost raziskav na otrocih − zakaj, kdaj in kako izvajati raziskave na otrocih 
3. Zakaj se morajo pri raziskavah na otrocih upoštevati starostne razlike med vključenimi otroci (Tabela 1). 
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Tabela 1. Razlogi, zakaj se morajo pri raziskavah na otrocih upoštevati starostne razlike

Farmakokinetične razlike

Spremenjene farmakodinamične reakcije

Proces rasti in razvoja

Specifična patologija

Največji interes in zaščita otroka

Postmarketinški nadzor

Raziskave učinkovitosti PK in varnosti je treba izvesti pri živalih in pozneje pri odraslih

Čas vključitve otrok v interventne raziskave (4 kategorije)

Heterogenost otroške populacije

Koristi pred tveganjem pri raziskavah

Načrtovanje in izvajanje študij

Minimiziranje tveganj in nezadovoljstva za otroka

Privolitev po poučitvi/privolitev otrok/pacientov

Vloga etičnega odbora pri ocenjevanju biomedicinskih raziskav pri otrocih

Slovenska pravna in etična priporočila ter navodila pri  
raziskavah na odraslih ljudeh in otrocih (8, 9)

V Sloveniji je bila na Medicinski fakulteti Univerze v Ljubljani ustanovljena Komisija za medicinsko etiko, in sicer 
v drugi polovici 60. let po začetku veljavnosti Helsinške deklaracije o raziskavah na ljudeh (1964) (8). Bila je ena 
izmed prvih ustanovljenih etičnih komisij v Evropi, njena osnovna naloga pa je bila ocenjevanje etične ustreznosti 
doktorskih raziskovalnih projektov.

Komisija za medicinsko etiko Republike Slovenije se pri raziskavah naslanja na: Zakon o pacientovih pravicah, Ko-
deks zdravniške etike, Kodeks etike v zdravstveni negi in oskrbi Slovenije, Kodeks etike fizioterapevtov, Zakonodajo 
v zvezi etiko raziskav, Etičnim kodeksom za raziskovalce Univerze v Ljubljani (9). Njeno delo je opredeljeno v Pravil-
niku. Prav tako pa je Slovenija podpisnica vseh mednarodnih deklaracij (Helsinške, Oviedske itd).

Pravilnik o kliničnih preskušanjih zdravil v Sloveniji (10)

Prvi člen pravilnika določa postopek in vsebino dokumentacije za odobritev ali priglasitev kliničnega preskušanja 
zdravila, pravice in dolžnosti udeležencev v preskušanju, pristojnosti Urada Republike Slovenije za zdravila ter vse-
bino kliničnega dela predloga za pridobitev dovoljenja za promet z zdravilom (10). 

Zakon o zdravilih v Sloveniji(11) 

Prvi člen Zakona o zdravilih in medicinskih pripomočkih določa, da ta zakon ureja področje zdravil za uporabo v 
humani in veterinarski medicini, določa pogoje in ukrepe za zagotavljanje njihove ustrezne kakovosti, varnosti in 
učinkovitosti, pogoje in postopke za njihovo preskušanje, proizvodnjo, promet in porabo zdravil, cene zdravil, uradno 
kontrolo, pripravo nerutinsko pripravljenih zdravil za napredno zdravljenje in nadzor nad izvajanjem tega zakona 
z namenom varovanja javnega zdravja za zdravila, ki so industrijsko proizvedena ali proizvedena na način, ki vkl-
jučuje industrijski postopek, vključno s predmešanicami za pripravo zdravilnih krmnih mešanic, z učinkovinami, ki 
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se uporabljajo kot vhodne snovi in za določene snovi, ki se lahko uporabljajo kot zdravila za uporabo v veterinarski 
medicini in imajo anabolne, protiinfekcijske, protiparazitne, protivnetne, hormonske ali psihotropne lastnosti, ter 
naloge in pristojnosti Javne agencije Republike Slovenije za zdravila in medicinske pripomočke (JAZMP).

Evropska agencije za zdravila, EMA (12)

Evropska agencija za zdravila (ang. European Medicine Agency, EMA) je bila ustanovljena 1995 in je imela 
do izstopa Velike Britanije iz Evropske unije sedež v Londonu. Sedaj je njen sedež v Amsterdamu. Je agencija Ev-
ropske unije, odgovorna za vrednotenje in nadzor nad zdravili za uporabo pri ljudeh in živalih ter s tem za doseganje 
varovanja in promocije javnega zdravja (12). Sestavlja jo več znanstvenih odborov, eden izmed njih je tudi Pedi-
atrični odbor (ang. Paediatric Committee, PDCO), ki je bil ustanovljen kasneje (leta 2006) po Uredbi (EU) No 
1901/2006 Evropskega parlamenta z dne 12. decembra 2006.

Pediatrični odbor EMA je pristojen za dejavnosti na področju zdravil za otroke in za podporo razvoju takšnih zdravil 
v Evropski uniji z zagotavljanjem znanstvenega znanja in opredelitvijo pediatričnih potreb.

Za optimalno delo sta Odbor za medicinske produkte za uporabo na ljudeh in Pediatrični odbor EMA (ang. Committee 
for medicinal producs for human use (CHMP) and Paediatric committee (PDCO) pripravila Navodila za raziskave 
medicinskih produktov pri donošenih in nedonošenih otrocih (ang. Guideline on the investigation of me-
dicinal products in the term and preterm neonate) (13). Na osnovi tega lahko zainteresirani raziskovalci v ok-
viru farmacevtskih podjetij pripravijo Pediatrični načrt za raziskave zdravil in medicinskih produktov na otrocih (ang. 
Paediatric investigational plan, PIP) ter ga predložijo v obravnavo Pediatričnemu odboru (PDCO) v oceno in sprejem.

Navodila za raziskave zdravil in medicinskih produktov  
pri donošenih in nedonošenih otrocih (13)

V Navodilih so definirali starostna obdobja novorojenčkov in nedonošenčkov, pravne dokumente, ki podpirajo ta 
navodila, ter razloge za pripravo navodil, kot so: dozorevanje organov pri otrocih; klinična stanja, ki se pojavljajo 
samo pri novorojenčkih in dojenčkih; kdaj je pravi čas razvoja medicinskih pripomočkov pri novorojenčkih in kateri 
podatki (z ozirom na predhodne raziskave na celicah in tkivih (in vitro raziskave) ter na raziskave na živalih) so po-
trebni pred prvo dano zahtevo za klinično raziskavo na novorojenčkih. Nadalje opredeljujejo, kakšne naj bodo oblike 
zdravila in mesto aplikacije zdravila, kako določiti odmerke zdravila ter izvedbo PK/PD raziskav.

Na koncu opredeljujejo navodila še specialna določila klinične raziskave na novorojenčkih z ozirom na starost in 
stratifikacijske kriterije, primarne in sekundarne cilje raziskave, farmakogenetiko, prilagajanje odmerkov v časovnih 
intervalih, uporabo placeba in/ali aktivnega primerjalnega zdravila (komparatorja), odvzeme krvnih vzorcev za ra-
ziskave, analizo; preprečevanje bolečine in distresa; ter spremljanje varnosti raziskave. Zadnja točka navodil se 
nanaša na farmakovigilanco in dolgotrajno varnost zdravila v raziskavi.

Pediatrični načrt za raziskave zdravil na otrocih (ang. Paediatric investigational plan, PIP)

To je načrt za razvoj in avtorizacijo medicinskih produktov za vse skupine otrok od novorojenčka do adolescenta. 
Obsega postopkovne detajle in časovnice ter vse dokumente, ki jih mora tak PIP vsebovati, da bi bilo zdravilo na 
tržišču kakovostno, varno in seveda učinkovito. PIP se sprejema na sestankih Pediatričnega odbora EMA. Prav tako 
se vse spremembe, ki so drugačne od prijavljenega in sprejetega PIP-a, usklajujejo na PDCO odboru. Na koncu 
vedno sledi tudi ocena (ang. Compliance check), ali so izvedene raziskave skladne oz. kompliantne s predlaganim in 
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nato sprejetim PIP-om. Za vsak PIP, ki pride na PDCO odbor, mora zdravilo vsebovati formulo zdravila, toksikološe 
raziskave, ki so bile opravljene, ali obstaja karcinogenost ali genotoksičnost zdravila in katere raziskave na mladih 
živalih so bile opravljene, ki so po starosti skladne s skupino otrok, katerim je zdravilo namenjeno. Koncept delovan-
ja in varnost zdravila morata biti natančno popisani, opredeljeno mora biti, kakšne odmerke se bo uporabljalo ter 
katere PK in PD raziskave so bile v ta namen narejene. Na koncu sledi klinično preverjanje učinkovitosti delovanja 
zdravila in možnih stranskih učinkov (14).

Kdaj mora biti poslana zahteva za PIP na EMA, je natančno opredeljeno v pravilnikih, vsekakor vedno pred drugo 
fazo kliničnih raziskav na odraslih. Skladnost PIP-a se ugotavlja na koncu tretje faze raziskav in preden farmacevts-
ko podjetje zaprosi za avtorizacijo zdravila na tržišču.

Etični razmisleki za klinična preskušanja zdravil, opravljena pri otrocih (15)

Evropska komisija je na osnovi strokovne skupine o kliničnih preskušanjih za izvajanje Uredbe (EU) št. 536/2014 
o kliničnih preskušanjih zdravil za uporabo v humani medicine izdala Etične razmisleke za klinična preskušanja 
zdravil, opravljena pri otrocih (ang. Ethical considerations for clinical trials on medicinal products conducted 
with minors) (15).

Dokument predstavlja priporočila o različnih etičnih vidikih kliničnih preskušanj, ki se izvajajo pri otrocih od rojstva 
do let, ko so zakonsko odgovorni (kompetentni), da se lahko sami odločajo in da lahko dajo pristanek za sodelovanje 
v raziskavi po poučitvi. Natančno je opisan proces pridobivanja pristanka po poučitvi od staršev ali zakonitih zas-
topnikov. Zelo je pomembno, da je zapisano, kdaj in in kako lahko starši ali zakoniti zastopniki umaknejo soglasje k 
raziskavi na njihovem otroku ter kako ukrepati glede odloženega soglasja v urgentnih stanjih.

Posebno poglavje je namenjeno temu, kako lahko dajo privolitev tudi otroci, ki pravno niso še samostojni in kom-
petetni, da bi sami dali soglasje. Etična navodila spodbujajo raziskovalce, da pridobijo soglasje ne samo od staršev 
ali zakonitih zastopnikov, temveč tudi od otrok. Sledi poglavje, kjer so natančno popisane strokovne kvalifikacije, ki 
naj bi jih imeli raziskovalci, ki opravljajo raziskave na otrocih (kako naj potekajo raziskave, kako naj bodo zasnovane, 
kakšne naj bodo kontrolne skupine, kdaj naj se uporabi placebo in kdaj sploh ne, zasnova raziskave naj bo taka, da 
potrjujemo boljše rezultate zdravljenja z zdravilom, ki ga raziskujemo, in ne, da raziskujemo, da zdravilo ni slabše od 
že uporabljenega zdravila (t. i. ang. superiority versus inferiority trial) itd.

V priporočilih je izrecno poudarjeno, da moramo pri raziskavi vedno slediti konceptu največjega neposrednega do-
brega učinka in koristi za otroka, ki je vključen v raziskavo, ter tudi, kdaj lahko od tega odstopimo in uporabimo kon-
cept samo delnega dobrega učinka. Sledijo razdelitev vrste raziskav ter načini ocenjevanja tveganj in obremenitev 
za otroke, vključene v raziskavo (Tabela 2). Posebno pozornost namenjajo odvzemom vzorcev krvi za raziskavo bi-
oloških markerjev ali koncentracij zdravil za PK/PD raziskave in temu, koliko krvi lahko vzamemo z enim odvzemom 
in koliko v štirih tednih. 

Pri jemanju vzorcev krvi je dovoljen maksimalni enkratni odvzem krvi 1 % celotnega volumna krvi. Če je odvzemov 
več, je dovoljeno odvzeti 3 % celotnega volumna krvi v obdobju štirih tednov, pri čemer se šteje, da imajo otroci krvi 
80−90 ml/kg telesne mase in novorojenčki 100 ml/kg telesne mase. Pri tem moramo opozoriti, da moramo vedno 
upoštevati volumen celotnega odvzema krvi, in sicer tako za rutinske preiskave in klinično raziskavo.

Za primer naj navedemo, da ima 0,5 kg težek izjemno majhen za gestacijsko starost nedonošenček 50 ml celotnega 
volumna krvi, da je 1 % odvzema krvi 0,5 ml in 3 % v 4 tednih 1,5 ml od celotnega volumna krvi.
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Tabela 2. Vodilo za oceno sprejemljivosti stopnje tveganja in obremenitve v razmerju do koristi raziskave (15)

Ustreznost
•	 Ali klinično preskušanje obravnava pomembno znanstveno vprašanje?
•	 Ali klinično preskušanje odgovarja na vprašanje, na katero predhodno še niste odgovorili?
in če DA,

Subsidiarnost (nadomestnost)
•	 Ali je za izvedbo raziskovalnega vprašanja potrebno opraviti klinično preskušanje na ljudeh?
•	 Ali je za odgovor na raziskovalno vprašanje potrebno opraviti klinično preskušanje s (to posebno skupino) otrok?
•	 Ali ni mogoče izvesti kliničnega preskušanja na manj tvegan ali obremenjujoč način?
in če DA,

Klasifikacijsko vprašanje 1: 
•	 Ali predstavlja klinično preskušanje neposredno korist za otroka? 
•	 Ali klinično preskušanje zagotavlja možnost neposredne koristi za otroke?
in če DA,

Načelo sorazmernosti 
•	 Ali koristi sodelujočega otroka presegajo tveganje in obremenitve vključenih otrok? 
in če DA,

Klasifikacijsko vprašanje 2: 
•	 Ali predstavlja klinično preskušanje določeno korist za populacijo, ki jo predstavljajo otroci?
In če DA,

Standardno zdravljenje
•	 Kakšno je standardno zdravljenje za področje, ki ga raziskujemo? 
•	 Ali sta tveganje in obremenitev kliničnega preskušanja razumljena kot minimalna v primerjavi s standardnim 

zdravljenjem?
in če DA,

Načelo splošne sorazmernosti
•	 Ali pričakovane koristi za javno zdravje ali za sodelujočega v raziskavi upravičuje predvideno tveganje in obre-

menitev zaradi kliničnega preskušanja? 
in če DA,

•	 Klinično preskušanje predstavlja sprejemljivo tveganje in obremenitev za sodelujoče v raziskavi

Legenda: Če na vsa ta vprašanja v Tabeli 2 odgovorimo z DA, nadaljujmo in opravimo klinično preskušanje. Če na katero koli od teh vprašanj odgovorimo z NE, potem 

kliničnega preskušanja ni treba opraviti.

Zaključki

Svet Evrope je izdal Etične razmisleke za klinična preskušanja zdravil, opravljena pri otrocih, ki jih moramo upošte-
vati pri novorojenčkih in dojenčkih, ki jih vključujemo v raziskave. Zaradi majhnosti, ranljivosti in nedozorelosti or-
ganov in encimskih sistemov ter nesposobnosti, da sami odločajo od tem, ali želijo ali biti vključeni v raziskave, so 
ta etična priporočila izredno natančno napisana. Pomembno je, da jih poznajo ne samo odbori, ki skrbijo za pravilen 
potek raziskav, ampak tudi etične komisije, ki odobravajo take raziskave. Komisija za medicinsko etiko RS ima na 
svoji spletni strani priloženo navodilo, kako naj bo napisana vloga za etično komisijo, pri čemer posebno pozornost 
namenjajo otrokom in novorojenčkom.
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Summary

Conventionally, for proper and effective use in humans, new medicines must undergo preclinical evaluation fol-
lowed by clinical testing in adult humans to determine their efficacy and safety. Adults who participate in clinical 
trials are required to give an autonomous informed consent before the start of trial, affirming that they understand 
the aim and course of the trial and are willing to participate. In recent years, children including newborns and 
preterm infants are increasingly also included in clinical trials. The informed consent to participate in the research 
on children is given by their parents or legal representatives. Investigators are encouraged to obtain consent/as-
sent not only from parents or legal representatives, but also from children. 

Due to the immaturity of organs and the delicate metabolic processes of newborns, especially preterm infants, they 
represent the most sensitive and vulnerable group of human participants in clinical trials. Organ immaturity affects 
the pharmacokinetics and pharmacodynamics of drugs in the newborn body. Accordingly, safe medication testing 
in this category of minors requires a comprehensive knowledge of the physiological processes of the newborn’s 
organism, to guide relevant pharmacologic considerations such as the adjustment of doses, not only of the drug, 
but also of all the excipients of the drugs, which should be appropriate for the child’s age. In order to responsibly 
conduct clinical trials on children, researchers in the pharmaceutical industry and in the clinical settings where such 
research is to be executed must therefore be appropriately trained and experienced in pediatric research protocols.

Per convention, relevant ethics committees should review clinical studies on newborns and preterm infants prior to 
the initiation of such studies. Ethical assessments of the clinical trials where newborns are included should be done 
by experts with extensive clinical experience in neonatal care, and profound understanding of the physiology and 
pharmacologic dispositions of the immature growing organism. Such ethical evaluations should be guided by the 
national and international ethics recommendations based on the Helsinki, Oviedo and other declarations on clinical 
trials on humans and children.

 

Introduction

Prior to receiving marketing authorisation, medicinal products for human use are required to first pass pre-clinical 
testing on animals and clinical trials on adult human subjects. For a long time, adult medicines have been adapted 
for use in pediatric patients, without direct clinical trials in children and neonates. This practice has often resulted 
to children suffering severe adverse effects, sometimes leading to mortality. Over the last two decades, there has 
been a stronger awareness and consciousness that medicines intended for use in children should earn clinical 
certification through testing on children in properly conducted clinical trials. Prior to such trials, the medicines 
in question should be prepared in doses and forms of tablets, capsules and solutions which are appropriate for 
the weight and age of the trial subjects. These medicines should be tested for taste, route of administration, 
appropriate dosage, pharmacokinetics and pharmacodynamics (PK/PD) of the drug and the characteristics and the 
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influence of the excipients of the medicinal products on the immature newborn organism, etc. In pediatric clinical 
trials of medicines, a conventional principle of staggered approach is followed, first involving adolescents then 
older children, then younger children, and finally newborns and preterm infants. However, if the clinical condition 
only occurs in the youngest, i.e. newborns and preterm infants, then the clinical trial can be performed on only this 
group of children.

In conducting clinical trials on medicines for use in newborns and preterm infants, pharmaceutical companies as 
well as clinical trial leaders of such studies, need to understand the legal and ethical principles that they must ad-
here to when trying a new medicine, or known medicines for a new treatment indication.

International Ethical Recommendations and Guidelines  
for Research on Adults and Children (1-7)

In response to the Nazi criminal investigations of prisoners of war during the Second World War and the Nuremberg 
War Crimes Trial, the first ethical considerations were created to prevent similar events in peacetime.

In 1964, the World Health Organization (WHO) issued the first recommendations to guide physicians in human re-
search, known as the Declaration of Helsinki, since they were adopted at the WHO meeting in Helsinki (1). They 
have been updated several times over the following decades.

In 1997, the Council of Europe drafted and issued the Oviedo Declaration in order to protect human rights and 
dignity with regard to the applications of biology and medicine (2).

All research in the European Union should be conducted within the framework of good clinical practice standards. 
According to the Good Clinical Practice (GCP) introduction, GCP is an international ethical and scientific quality 
standard for the design, implementation, recording and reporting of trials involving participation of human subjects. 
Compliance with this standard provides public assurance that the rights, safety and well-being of the test persons 
are protected in accordance with the principles stemming from the Declaration of Helsinki and that the clinical trial 
information is authentic. The objectives of the International Conference on Harmonization (ICH) GCP Guideline are 
to provide a uniform standard for the European Union (EU), Japan and the United States to facilitate the mutual 
acceptance of clinical data by regulatory authorities in these jurisdictions (3 ).

In 2002, with the participation of the World Health Organization, an international group, the Council for Inter-
national Organizations of Medical Sciences (CIOMS), issued the Ethical Recommendations for Biomedical Re-
search involving Human Subjects (4).

In 2011, the World Health Organization issued the Standards and Operational Guidance for Ethics Review of 
Health-related research with Human participants (Geneva, 2011) (5).

In 2013, the European Commission issued the Ethical Recommendations to Researchers who received funding 
from the 7th Framework Program (FP7) of the European Commission (6).

All of these ethical recommendations referred majorly to adult clinical trials, with only a brief mention of children 
involved in research. In the light of this, the Ethics Working Group at the European Academy of Pediatrics 
sought to specifically articulate the key ethical dilemmas in research on children. It published its recommendations 
in the European Journal of Paediatrics in 2004, entitled: Ethical Recommendations and Operational Guidelines 
for Good Clinical Practice in Research in Children (7). The Recommendations are framed in three chapters, 
namely:

1. The rights of the children that we must respect
2. The need for research on children - why, when and how to conduct research on children and
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3. Why research on children should take into account age differences between the children involved (Table 1).

Table 1. Reasons why age differences should be considered in child research

Pharmacokinetic differences

Altered pharmacodynamic reactions

The process of growth and development

Specific pathology

The best interest and the protection of the child

Post-marketing surveillance

Studies of PK efficacy and safety should be performed in animals and later in adults

Time for inclusion of children in intervention research (4 categories)

Heterogeneity of the pediatric population

Benefits versus risk in research

Planning and conducting studies

Minimizing risks and discomfort

Informed consent/assent of parents and child-parents

The role of the ethics committees in evaluating biomedical research projects in children

Slovenian legal and ethical recommendations and guidelines  
for research on adults and children (8, 9)

In Slovenia, the first Commission of Medical Ethics was established at the Faculty of Medicine of the University 
of Ljubljana in the second half of the 1960s pursuant to the Declaration of Helsinki on Human Research (1964) 
(8). It was one of the first ethics committees set up in Europe and its primary mission was to assess the ethical 
suitability of doctoral research projects.

The Commission for Medical Ethics of the Republic of Slovenia relies on a number of statutory frameworks, 
including the Patients’ Rights Act, the Code of Medical Ethics, the Code of Ethics in Nursing and Care of Slovenia, 
the Code of Ethics for Physiotherapists, the Law on Research Ethics, the Code of Ethics for University of Ljubljana 
Researchers (9). In addition, Slovenia is also a signatory to all the important international ethics declarations (Hel-
sinki, Oviedo, etc.).

Regulation on clinical trials of medicinal products in Slovenia(10)

The first article of the Regulation on Clinical Trials defines the procedure and contents of the documentation for 
approval or notification of a clinical trial of a medicinal product, the rights and duties of the trial participants, the 
competence of the Medicines Office of the Republic of Slovenia, and the content of the clinical part of the proposal 
for marketing authorization (10).
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Medicines Act in Slovenia (11)

Article 1 of the Medicines Act states that this Act regulates the field of medicinal products for human and veter-
inary use, sets out the conditions and measures for ensuring their adequate quality, safety and efficacy, the con-
ditions and procedures for their testing, production, marketing and consumption, distribution and use of medicinal 
products, the prices of medicinal products, official controls, advanced therapy medicinal products prepared on a 
non-routine basis and the supervision of the implementation of this Act for the purpose of protecting public health 
for medicinal products manufactured industrially or produced in a manner involving an industrial process, including 
premixes for the preparation of medicinal feed mixtures, with active substances used as starting materials and for 
certain substances which may be used as veterinary medicinal products and which have anabolic, anti-infectious, 
anti-parasitic, anti-inflammatory, hormonal or psychotropic properties, and tasks and responsibilities of the Public 
Agency of the Republic of Slovenia for medicines and medical devices (JAZMP) (11).

European Medicines Agency, EMA (12)

Established in 1995, the European Medicine Agency was headquartered in London until the UK left the European 
Union. It is now based in Amsterdam. It is the European Union Agency responsible for the evaluation and control 
of medicinal products for human and animal use and thus for the protection and promotion of public health (12). It 
is composed of several Scientific Committees, one of which is the Pediatric Committee (PDCO), which was set up 
more recently (in 2006) under Regulation (EU) No 1901/2006 of the European Parliament of 12 December 2006.

The EMA Pediatric Committee is responsible for activities in the field of medicines for children and to support the 
development of such medicines in the European Union by providing scientific knowledge and identifying pediatric 
needs.

For optimal work, the Guidelines for the Study of Medicinal Products for Infants and Preterm neonate have 
been prepared by the EMA Committee for Medicinal Products for Human Use (CHMP) and the EMA Pediatric Com-
mittee (PDCO) (13) On this basis, interested researchers in pharmaceutical companies may draw up a Pediatric 
Investigation Plan (PIP) for Pediatric Investigation in Children and submit to the Pediatric Committee (PDCO) for 
evaluation and admission.

Guidelines on the investigation of medicinal products in the term and preterm neonate (13)

The Guidelines define the ages of newborns and preterm infants, the legal documents supporting these guidelines, 
and the reasons for preparing the instructions, such as: organ maturation in children; clinical conditions occurring 
only in neonates and infants; the right time for the development of newborn medical devices; and the data (with 
reference to previous cell and tissue (in vitro) and animal studies) required before the first request is made for a 
newborn clinical trial. They further define the form of the drug and the site of administration of the drug, how to 
determine the doses of the drug, and the conduct of PK / PD studies.

Finally, the guidelines define the specific provisions of the newborn clinical trial with respect to age and stratifica-
tion criteria, primary and secondary outcomes, pharmacogenetics, dose adjustment at intervals, use of placebo and 
/ or active comparator, blood sampling for research analysis, prevention of pain and distress, and safe monitoring of 
the research. The last point in the Guidelines relates to the pharmacovigilance and long-term safety of the product 
under study.
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Pediatric Investigation Plan (PIP)

It is a plan to develop and authorize medicinal products for all groups of pediatric subjects, from newborns to ad-
olescents. It covers procedural details and timelines, as well as all the documents that such a PIP must contain in 
order for the product to be considered of good quality, safe and of cost-effective. The PIP is accepted and approved 
at the meetings of the EMA Pediatric Committee (PDCO). Likewise, any changes that are different from the PIP 
notified and accepted are coordinated on the PDCO. Finally, an evaluation (i.e. compliance check) is conducted to 
assess whether the research executed is consistent or compliant with the approved PIP. For each PIP that comes 
to the PDCO board, the medicinal product must contain the formula of the medicinal product, toxicological studies 
that have been performed, disclosures on the carcinogenic or genotoxic potentials of the medicinal product and the 
available studies in young animals that are age-consistent with the group of children to whom the medicinal prod-
uct is intended. The concept of efficacy and safety of the medicinal product must be clearly spelled out, including 
the doses that will be used and the PK and PD studies that have been done to this end. Finally, a clinical evaluation 
of the efficacy of the product and the possible side effects follow (14).

The timing of submission of a PIP request to the EMA is clearly specified in the policies, as prior to the second 
phase of adult clinical research. PIP compliance is assessed at the end of the third phase of research before the 
pharmaceutical company requests for market authorization. 

Ethical considerations for clinical trials of medicinal products conducted with minors (15)

Based on the recommendations of the Expert Group on Clinical Trials for the implementation of Regulation (EU) 
No 1095/2010. 536/2014 on clinical trials of medicinal products for human use, the European Commission issued 
Ethical considerations for clinical trials on medicinal products conducted with minors (15).

The document presents recommendations on the various ethical aspects of clinical trials that are conducted in chil-
dren, from birth to the age when they are legally responsible (competent) to make their own decisions regarding 
assent to participate in a research. The process of obtaining informed consent from parents or legal representatives 
is described in detail. The document also clarifies how parents or legal representatives can withdraw consent for 
research on their child, and how to act on delayed consent in emergency situations.

A special chapter is devoted to how consent/assent can also be given to children who are not yet legally indepen-
dent and competent to give their consent/assent. Ethical guidance encourages investigators to obtain consent not 
only from parents or legal representatives, but also from children. The document also provides detailed information 
on the professional qualifications that researchers doing research on children should have, as well as how research 
should be done, how they should be designed, what control groups should be used, when to use a placebo and 
when not at all. Such research in minors should aim to confirm better results of treatment with the investigational 
medicinal product rather than to investigate if the medicinal product is no worse than a previously used drug (so-
called superiority versus inferiority trial), etc.

The recommendations explicitly emphasize that research must always follow the concept of maximum direct best 
interest and benefit for the child involved in the research, and when we can deviate from it, the concept of partial 
best interest only may be applied. Next step is a guideline on the type of research and ways of assessing the risks 
and burdens for children included in the survey (Table 2). Particular attention is paid to blood sampling for the study 
of biological markers or drug concentrations for PK / PD studies and how much blood can be taken in one and four 
weeks.
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When taking blood samples, a maximum single blood collection of 1% of the total blood volume is allowed. If more 
blood samples are required, 3% of the total blood volume is allowed to be taken at four weeks. The total blood vol-
ume per body weight should be considered: children have 80-90 ml/kg body weight while newborns have 100 ml / 
kg body weight. .However, it should be noted that the volume of total blood collection must always be considered 
for routine blood test withdrawn during routine clinical investigation.

For example, to say that 0.5 kg weighs extremely small for gestational age, a preterm infant has 50 ml of total 
blood volume, hence 1% of blood collection is 0.5 ml and 3% in 4 weeks is 1.5 ml of total blood volume.

Table 2. Guideline for assessing the acceptability of the degree of risk and burden in relation to the benefits of the 
research (15).

Relevance
•	 Does the clinical trial address an important scientific question? 
•	 Does the clinical trial answer a question that has not been previously answered? 
and if YES,

Subsidiarity 
•	 Is it necessary to conduct a clinical trial with human subjects to answer the research question? 
•	 Is it necessary to conduct the clinical trial with (this particular group of) children to answer the research ques-

tion? 
•	 Is it not possible to conduct the clinical trial in a less risky or burdensome way? 
And if YES,

Clasification question 1: 
•	 Does the clinical trial directly benefit the child?
•	 Does the clinical trial provide a prospect of direct benefit for the minor concerned? 
And if YES

Proportionality 
•	 Do the benefits to the participating minors outweigh the risks and burden involved? 
And if YES

Classification question II: 
•	 Does the clinical trial provide a prospect of some benefit for the population represented by the minor concerned? 
And if YES

Standard treatment
•	 What is/are the standard treatment(s) for the condition under study? 
•	 Can the risks and burden of the clinical trial be considered as minimal in comparison to the standard treatment(s)? 
And if YES, 

General proportionality
•	 Do the anticipated benefits to public health, or for the participants justify the foreseeable risks and burden of 

the clinical trial? 
And if YES,

•	 The trial poses acceptable levels of risk and burden on participants

Legend: If you answer on all those question in Table 2 with YES, then go on and do the clinical trial. If in any of those questions answer is NO, then there is no need 
to do the trial.
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Conclusions

The European Commission has issued Ethical Considerations for Clinical Trials of Medicinal Products Conducted 
with Minors which should be considered for newborns and infants involved in research. These ethical recommen-
dations are well-articulated to protect the dignity, rights and best interests neonates, infants and children involved 
in clinical research, especially on account of their vulnerability due to their small size, immaturity of organs and 
enzyme systems, and the inability to make their own choices about whether they want to be involved in research.. 
It is important that the recommendations are understood and applied not only by the bodies responsible for the 
proper conduct of research, but also by the ethics committees that directly approve such research. The Commission 
for Medical Ethics of the Republic of Slovenia provides on its website, instructions on how to write the application 
to the Ethics Committee with reference to research involving children and newborns.
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Uvod

Genetsko testiranje ima vedno pomembnejšo vlogo pri delu ginekologa in porodničarja. Naraščajoče znanje o vlogi 
genov in njihovih sprememb na zdravje vpliva na varovanje zdravja, načrtovanje diagnostičnih in terapevtskih post-
opkov, vodenje nosečnosti in skrb za potomstvo. Zato je genetsko svetovanje skupaj z diagnostičnimi postopki, 
oceno napovedi genetske bolezni in oceno tveganja za ponovitev pri potomcih in drugih članih družine tesno pre-
pleteno s številnimi etičnimi dilemami, kot so (1,2):

•	 pravica preiskovanca do prostega odločanja glede genetskih testov, vključno s prediktivnimi testi;
•	 pravica do zaupnosti rezultatov preiskav, hkrati pa pravica potomcev, da izjemoma lahko dostopajo do informacij, 

ki se dotikajo tveganja za njihovo lastno zdravje;
•	 predrojstni testi, določitev spola in selekcija zarodkov.

Na področju klinične genetike rešujemo etične dileme na osnovi racionalnega pristopa, z etiko načel in principov, ki 
jih uporabljamo kot temelj za moralno odločanje. V zdravstveni praksi so nadvse pomembni štirje principi – avtonomi-
ja, dobrodelnost, neškodovanje in pravičnost. Principi igrajo v racionalnem odločanju pomembno vlogo, izbor teh 
štirih in njihova razvrstitev po prioriteti z avtonomijo na čelu pa sta predvsem odsev zahodne svobodomiselne 
kulture in nista nujno univerzalna (3).

Genetski posvet

Genetski posvet je komunikacijski proces (4), ki vključuje podajanje informacij o:

•	 bolezni in načinu dedovanja;
•	 načrtovanju postavitve diagnoze; 
•	 genetskem testiranju;
•	 morebitnih verjetnostih za prirojeno bolezen otroka glede na prisotnost le-te v družini;
•	 možnostih medicinske, psihološke in socialne podpore posamezniku, ki se sooči s prirojeno boleznijo.

Pred zanositvijo je genetski posvet usmerjen v osebno in družinsko anamnezo zaradi prepoznavanja predispozicije 
za prirojene bolezni v družini, opredelitve sorodstvenih razmerij in same bolezni. Na osnovi anamneze odkrijemo 
posameznike ali njihove družinske člane s kroničnimi boleznimi, spontanimi prekinitvami nosečnosti, mrtvorojenimi 
otroki ter otroki z razvojnimi zaostanki ali prirojenimi nepravilnostmi.

Zato je že pri prvem koraku pomembno naše zavedanje, da se z vsakim posvetom globoko dotaknemo posameznik-
ovega sedanjega in bodočega življenja ter etičnih dilem, ki jih ima kot avtonomna oseba v vsakdanjem življenju.

Klinični genetik ali genetski svetovalec mora podajati informacijo na primeren način, ki ga preiskovanec razume. 
Ne sme vsiljevati lastnih pogledov na rešitev genetskega problema v družini in upoštevati mora preiskovanče-
vo avtonomijo pri načrtovanju postavitve diagnoze ter kasneje pri njegovem odločanju za genetsko testiranje. 
Klinični genetik mora pred začetkom preiskave obvezno pridobiti pisno privolitev po pojasnilu (poučitvi) (ang. in-
formed consent).
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Rezultat genetskega testiranja predstavlja velik psihološki stres in distres za preiskovanca, lahko ga tudi nehote 
stigmatizira, še posebej, če je test pozitiven na določeno genetsko obolenje. Potrebno mu je ponuditi ustrezno 
psihološko podporo. 

Genetski testi in njegove značilnosti

Genetski test je vsak laboratorijski test, ki ga opravimo, da pridobimo specifične informacije o dednem zapisu posa-
meznika. S pomočjo genetskega testa ugotavljamo, ali obstaja sprememba na nivoju števila in oblike kromosomov 
ali v opazovanih genih. V nasprotju z večino laboratorijskih preiskav je izvid genetskega testiranja dokončen in 
ugotovljena sprememba ostane v dednem zapisu vse življenje (4,5). Vsak posameznik se lahko sam odloči za ali pro-
ti genetskemu testu oziroma, če želi izvedeti rezultate ali ne. Rezultati genetskega testiranja so občutljivi osebni 
podatki, hkrati pa razkrijejo tudi informacije o drugih družinskih članih v krvnem sorodstvu in tako odpirajo dileme, 
komu vse so lahko dostopni (5,6).

Glavne indikacije za genetsko testiranje so:

•	 potrditev genetske bolezni pri simptomatskem bolniku,
•	 potrditev genetske bolezni pri asimptomatskem preiskovancu,
•	 ugotavljanje prenašalstva za genetsko bolezen,
•	 testiranje pred rojstvom in
•	 presejanje v populaciji.

Indikaciji za genetsko testiranje sledi pravilna izbira testa. Ločimo več vrst testov, ki jih razdelimo v štiri glavne sk-
upine: diagnostični, prediktivni, testi prenašalstva in farmakogenomski testi (2,6). Vsak test dodatno opredeljujeta 
njegova analitična in klinična občutljivost ter specifičnost (7,8). 

Največ etičnih dilem se skriva v prediktivnih testih in testih prenašalstva, kjer se kot temelj moralnega odločan-
ja poleg avtonomije prepletata še principa dobrodelnosti in neškodovanja.

Prediktivne teste delimo na predsimptomatske in predispozicijske teste. Predsimptomatske genetske teste nared-
imo pri posamezniku, ki še nima zdravstvenih težav, pred pojavom znakov določene genetske bolezni s 100 % 
penetranco in pozitivni rezultat zanesljivo potrdi nastop bolezni v prihodnosti. Tudi predispozicijske teste naredimo 
pred pojavom znakov določene genetske bolezni, ki pa ima nepopolno penetranco in na pojav bolezni v prihodnosti 
pomembno vplivajo dejavniki okolja.

Testi prenašalstva so namenjeni odkrivanju posameznikov, ki nimajo znakov bolezni, nosijo pa enega ali več muti-
ranih alelov, pri čemer obstaja tveganje, da se bo bolezen pojavila pri njihovih otrocih.

Ker se vsi izvajajo na zdravih preiskovancih, lahko pozitiven rezultat povzroči hude psihološke, socialne in etične 
obremenitve posameznika.

Predrojstno testiranje

Pri iskanju bolezni in razvojnih nepravilnosti ploda uporabljamo presejalne teste in diagnostične postopke. 

Prenatalni (predrojstni) presejalni testi za odkrivanje plodov s kromosomskimi nepravilnostmi so kljub ustrezni in 
visoki stopnji kakovosti drugačni, posebni presejalni testi. Pri njih ne moremo govoriti o aktivnem iskanju znakov 
ozdravljive bolezni kot pri običajnem presejanju. V sebi nosijo breme spremembe poteka ali izhoda nosečnosti (4,7). 
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Najpomembnejši del informiranja je pravilna opredelitev presejalnega testa ter razlike med presejanjem in diagnos-
tičnim testom. Razgovor mora vsebovati informacije o poteku presejalnega testa, vplivu ali škodljivosti preiskave 
na plod, možnih rezultatih in občutljivosti presejanja (4,9). 

Zavedati se moramo, da rezultat presejanja ni individualni rezultat, temveč ocena tveganja. Vsaka ocena pa ima 
svojo dogovorjeno mejo, ki opredeli pozitivno/negativno, veliko/majhno tveganje in jo vsak posameznik sprejema 
drugače, z njemu lastnim procesom odločanja. Individualni diagnostični rezultat pa je posamezniku dosegljiv samo 
z uporabo diagnostičnih postopkov. Zato je naša skupna dolžnost in etična odgovornost, da nosečnicam in njihovim 
partnerjem ponudimo najprimernejše informacije na način, ki ga razumejo in sprejemajo (Slika 1) (10-12).

Slika 1. Večina preiskovak doživlja nosečnost z enim samim, pozitivnim zaključkom, z rojstvom zdravega otroka. 
Predrojstno presejanje lahko zaseje strah in dvom v »zdravo nosečnost« (10-12). 

Zaključek

Avtonomija: vsak posameznik se lahko sam odloči za ali proti genetskemu testu ter o tem, ali želi izvedeti rezultate 
ali ne. Obvezna je pisna privolitev po pojasnilu (poučitvi).

Neškodovanje: predrojstno testiranje lahko zaseje strah in dvom tudi v primeru »zdrave nosečnosti«. 

Pravičnost: naša skupna dolžnost in etična odgovornost je, da posameznikom, nosečnicam in njihovim partnerjem 
ponudimo najprimernejše informacije na način, ki ga razumejo in sprejemajo.

Zavedati se moramo, da se pri našem kliničnem delu, z napredkom znanosti in medicine, pojavljajo vedno novi etični 
izzivi:

•	 embrionalno gensko zdravljenje,
•	 somatsko gensko zdravljenje,
•	 genomska medicina in tudi
•	 zloraba genetskih informacij.



ETHICAL CHALLENGES IN GYNAECOLOGY, PERINATOLOGY AND REPRODUCTIVE MEDICINE    |    159

Literatura
1.	 American College of Obstetricians and Gynecologists. Committee Opinion: Ethical Issues in Genetic Testing. Obstet Gynecol. 

2008; 111: 1495–502.

2.	 Braverman G, Shapiro ZE, Bernstein JA. Ethical Issues in Contemporary Clinical Genetics. Mayo Clin Proc Inn Qual Out. 2018; 
2(2): 81–90.

3.	 Svetovno zdravniško združenje. Priročnik zdravniške etike, slovenska izdaja. Maribor: Medicinska fakulteta Univerze v Mariboru; 
2016.

4.	 Clarke A. Harper’s Practical Genetic Counselling. 8th ed. Boca Raton: CRC Press; 2020.

5.	 Geršak K. Genetsko svetovanje in prenatalna diagnostika. V: Takač I, Geršak K, ur. Ginekologija in perinatologija, 1. izdaja. 
Maribor: Medicinska fakulteta Univerze v Mariboru; 2016. p. 447–54.

6.	 Nussbaum RL, McInnes RR, Willard HF. Thompson & Thompson Genetics In Medicine. 8th ed. Philadelphia; Elsevier: 2016. P. 
383–53.

7.	 Geršak K. Načela in lastnosti presejalnih testov. V: Novak Antolič Ž, ur. 12. Novakovi dnevi. Med Razgl 2011; 50, Suppl 2: 19–24.

8.	 Rudolf G, Peterlin B. Uporaba genetskega DNK testa v medicine. Zdrav Vestn. 2009; 78: 65–71.

9.	 Society of Obstetricians and Gynaecologists of Canada. Counselling Considerations for Prenatal Genetic Screening. J Obstet 
Gynaecol Can. 2012; 34(5): 489–93.

10.	 Korenromp MJ, Page-Christiaens G, van den Bout J, Mulder EJH, Visser GHA. Maternal decision to terminate pregnancy after a 
diagnosis of Down syndrome. Am J Obstet Gynecol. 2007; 196: 149.e1–11.

11.	 Chaplin J, Schweitzer R, Perkoulidis S. Experiences of Prenatal Diagnosis of Spina Bifida or Hydrocephalus in Parents Who 
Decide to Continue with Their Pregnancy. J Gen Counsel. 2005; 14: 151–62.

12.	 McCoyd JLM. Pregnancy interrupted: loss of a desired pregnancy after diagnosis of fetal anomaly. J Psychosomat Ob Gyn. 2007; 
28: 37–48.



160    |    ETIČNI IZZIVI V GINEKOLOGIJI, PERINATOLOGIJI IN REPRODUKTIVNI MEDICINI

ETHICAL DILEMMAS IN GENETIC TESTING

Ksenija Geršak 1,2

¹ Division of Gynaecology and Obstetrics, University Medical Centre Ljubljana,
2 Faculty of Medicine, University of Ljubljana

Introduction

Genetic testing plays an increasingly important role in the work of a gynaecologist and obstetrician. Increased ex-
pertise regarding the role of genes and their effects on health influences how we protect health, plan diagnostic 
and therapeutic procedures, manage pregnancy and care for our offspring. Therefore, genetic counselling, along-
side diagnostic procedures, assessment of genetic disease prognosis, and the risk of recurrence in any offspring 
and other family members, is closely intertwined with many ethical dilemmas such as (1 and 2):

•	 the right of the client to an impartial decision regarding genetic testing, including predictive tests,
•	 the right to confidentiality in respect of the test results and, at the same time, the right of any offspring to be 

able, to access information, in certain exceptions, regarding the risks to their own health,
•	 prenatal tests, foetal sex determination and embryo selection.

In the field of clinical genetics, we solve ethical dilemmas based on a rational approach using ethical principles 
where we apply these ethical principles as a basis for moral decision-making. Four principles are of the utmost im-
portance in healthcare practice - autonomy, beneficence, non-maleficence and justice. Principles play an important 
role in rational decision making, while the selection of these particular four principles with autonomy being at the 
forefront indicate, above all, a reflection of Western free-thought culture but not necessarily universal (3).

Genetic counselling

Genetic counselling is a communication process (4) that involves providing information on:

•	 disease and mode of inheritance,
•	 planning the diagnosis process,
•	 genetic testing,
•	 the possible likelihood of a child’s congenital disorder given its presence in the family,
•	 the possibilities of medical, psychological and social support of an individual faced with a congenital disorder.

Preconception genetic counselling focuses on personal and family medical history in order to identify the predispo-
sition for a congenital disorder in the family, to define kinship and the disorder itself. Based on their medical history, 
we find clients and their family members with chronic diseases, spontaneous abortions and stillbirths, children 
with congenital malformations or developmental retardation.

From the outset it is imperative for us to be aware of the fact that with each consultation we deeply affect an 
individual’s present and future life, as well as the ethical dilemmas that they have in their everyday life as an au-
tonomous person.
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A clinical geneticist or genetic counsellor must provide information in an appropriate way that the client under-
stands, a geneticist should not impose his or her own views on the solution of the genetic problem within the 
family (non-directive assistance) and should take into account the client’s autonomy in planning the diagnosis 
process and later on in their decision to undergo genetic testing. It is mandatory for the clinical geneticist to obtain 
written informed consent prior to testing.

The result of genetic testing represents a great deal of psychological stress and distress for the client, who may 
also be inadvertently stigmatised, especially when the test proves positive for a particular genetic condition. It is 
therefore necessary to offer the client the appropriate psychological support.

Genetic tests and its characteristics

A genetic test is defined as any laboratory test that is performed to obtain specific information about an individu-
al’s genetic makeup. Using a genetic test we can determine whether there is a change in the number and shape of 
chromosomes or in the observed genes. Contrary to most laboratory tests, genetic testing results are final and any 
changes found remain in the genotype for the duration of an individual’s life (4 and 5). Each client can decide for 
him or herself whether they wish to be tested or whether they wish to find out the results or not. Genetic test re-
sults are sensitive personal information which, at the same time, also reveal information about other blood-related 
family members, consequently opening up dilemmas as to whom they should be accessible (5 and 6).

The main indications for genetic testing are:

•	 confirmation of a genetic disease in a symptomatic patient,
•	 confirmation of a genetic disease in an asymptomatic subject,
•	 genetic disease carrier screening,
•	 prenatal testing, and
•	 population screening.

The indication for genetic testing is followed by the selection of an appropriate test. There are several types of 
tests which are divided into four main groups: diagnostic, predictive, carrier and pharmacogenomic tests (2 and 6). 
Each test is further defined by its analytical and clinical sensitivity and specificity (7 and 8).

Most ethical dilemmas are found in genetic predictive and carrier tests where, in addition to autonomy, the 
principle of beneficence and non-maleficence are interwoven as the basis of moral decision-making.

Predictive tests are divided into presymptomatic and predisposition tests. Presymptomatic genetic tests are 
performed on an individual who has no underlying or previous health issues before the onset of any signs of a 
particular genetic disease with a 100% penetrance, where a positive result confirms the onset of a disease in the 
future with absolute certainty. Predisposition tests are also performed before the onset of any sign of a particular 
genetic disease which, however, has incomplete penetrance, its future onset being significantly influenced also by 
environmental factors.

Genetic carrier tests are designed to detect individuals with no signs of the disease who carry one or more mu-
tated alleles, which constitutes a risk that the disease will occur in their children.

As they are all performed on healthy clients, a positive result can give rise to severe psychological, social and eth-
ical issues on an individual.
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Prenatal testing

Screening tests and diagnostic procedures are used to identify foetal diseases and developmental abnormalities.

Prenatal screening tests for detecting foetuses with chromosomal abnormalities use different, specific screening 
tests, despite their adequate to high level of quality. In their case, we cannot speak of actively searching for signs 
of a treatable disease as in conventional screening. These tests carry the burden of changing the course or out-
come of the pregnancy itself (4 and 7).

The most important part of providing information is the correct definition of a screening test and the differences 
between a screening and diagnostic test. The discussion should include information about the screening test pro-
cess, its impact or harmfulness to the foetus, the possible results and the sensitivity of the screening (4 and 9).

We must be aware that the result of any screening is not an individual result, it is a risk assessment. Each assess-
ment, however, has its own agreed boundary that defines the positive/negative, high/low risk and is interpreted 
differently by each individual according to their own decision-making process. However, an individual diagnostic 
result can only be obtained through the use of diagnostic procedures. Therefore, it is our collective duty and ethical 
responsibility to provide pregnant women and their partners with the most appropriate information presented in 
such a way that they understand and accept it (Figure 1) (10-12).

Figure 1. Most pregnant women experience pregnancy with a single, positive outcome, i.e., the birth of a healthy 
baby. Prenatal screening, however, can sow the seeds of fear and doubt about a “healthy pregnancy” (10-12).

Conclusion

Autonomy: individuals can decide for themselves whether or not to undergo genetic testing and whether they wish 
to know the results. Written informed consent is required.

Non-maleficence: prenatal testing can create fear and anxiety even in respect of a “healthy pregnancy”.
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Justice: it is our common duty and ethical responsibility to provide individuals, pregnant women and their partners 
with the most appropriate information in a way that they can understand and accept.

We need to be aware that with advances in science and medicine, new ethical challenges are emerging into our 
clinical work:

•	 embryonic gene therapy,
•	 somatic gene therapy,
•	 genomic medicine, and also
•	 misuse of genetic information.
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Uvod

Razvoj medicine je v zadnjih letih in desetletjih močno spremenil porodništvo. Prenatalna diagnostika je preusmeri-
la porodništvo od odkrivanja in reševanja zapletov v porodni sobi med porodom v odkrivanje nepravilnosti in bolezni 
ploda že v maternici. Plod je postal bolnik. Ker ni sposoben avtonomnega odločanja in je somatsko odvisen od svoje 
matere, zanj velja pravilo, da je nosečnica njegov najboljši zagovornik (1). Mar res?

Za razumevanje etičnih dilem je potrebno poznati osnovna etična načela. Žal (?) ni učbenika ali navodil, ki bi nam 
razložila, katere odločitve so prave in katere niso. Razvoj medicine nas je danes privedel v situacijo, ko je nemogoče 
predvideti, s katerimi etičnimi vprašanji se bomo srečali v prihodnosti. Naša naloga je, da se ob težjih odločitvah, ki 
jim sami nismo kos, posvetujemo s kolegi, prisluhnemo njihovemu mnenju, pa čeprav je drugačno od našega zaradi 
kulturnih, verskih ali drugih prepričanj.

Prispevek je razmislek o osnovnih etičnih smernicah, ki lahko zdravnikom pomagajo pri odločanju in varovanju inte-
resa nosečnice ter še nerojenega otroka.

Kodeks zdravniške etike

Hipokratova zaprisega in pred njo Hammurabijev zakonik kažeta na zavedanje zdravnikov, da potrebujejo s pacienti 
urejen in zaupen odnos. Težišče odnosa se je iz pokroviteljstva nad bolnikom preneslo na opolnomočenje pacien-
tove avtonomije v sprejemanju ustreznih odločitev.

V uvodu Kodeksa zdravniške etike Slovenskega zdravniškega društva in Zdravniške zbornice Slovenije zdravnice 
in zdravniki med drugim svečano obljubljamo, da bomo spoštovali človeško življenje od spočetja dalje. Po 3. členu 
Kodeksa imamo sicer pravico do ugovora vesti, a delo in delovanje ginekologov in porodničarjev že med uvodom in 
3. členom trči v etično dilemo ali vprašanje: nosečnica ali plod, plod ali nosečnica?

Načrtovanju družine so posvečeni štirje členi, od teh 22. člen ponovno poudari, da zdravnik spoštuje življenje od 
spočetja dalje in s svetovanjem tak odnos prenaša na širšo skupnost. Zdravnik se zaveda etičnih dilem v zvezi z 
umetno prekinitvijo nosečnosti in je ne priporoča kot metodo načrtovanja družine (2).

V svetu je podobnih kodeksov toliko, kolikor je različnih kultur oziroma držav. V zahodni kulturi sta se razvili dve 
vodilni etični teoriji, ki imata do etične dileme ali vprašanja različni stališči. Po utilitaristični (posledični) filozofiji oz. 
teoriji (3) so moralni zakoni in delovanja usmerjeni v pospeševanje blaginje človeštva z zaviranjem škode. Deon-
tologija (4) pa trdi, da so slaba dejanja vedno slaba, ne glede na njihove posledice.

Ljudje večinoma nismo popolni zagovorniki ne čiste utilitaristične niti samo deontološke teorije. V Principih bio-
medicinske etike sta Beauchamp in Childress (5) priporočila osnovna etična načela, na katerih naj temelji etična 
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analiza, ki naj bi bila osnova reševanja vsake etične dileme oziroma vprašanja:

•	 spoštovanje samoodločitve, ki predstavlja dolžnost spoštovanja osebnih odločitev in dolžnost varovanja oseb iz 
ranljivih skupin (otroci, nosečnice, invalidi, duševni bolniki);

•	 načelo dobronamernosti, ki predstavlja zdravnikovo delovanje v korist bolnika;
•	 načelo o neškodovanju (primum nil nocere), ki preprečuje zdravniku, da bi bolniku (namerno ali nenamerno) škodil;
•	 načelo sorazmernosti, ki predstavlja izbiro zdravljenja ali diagnostičnih in terapevtskih postopkov, ki bodo bolniku 

najbolj koristili in najmanj škodili;
•	 načelo pravičnosti, ki pomaga zdravniku enakomerno razporediti koristi in bremena, da lahko v enakih primerih 

ravna enako (1,5).

Privolitev po pojasnilu

Načelo samoodločitve oziroma avtonomnosti je bilo utemeljeno že z Deklaracijo o splošnih človekovih pravicah leta 
1948 (6), večina zahodnih držav pa ga je razvila v doktrino o »informed consent« (7). V slovenskem jeziku ni izraza, 
ki bi povedal to, kar pove angleški. Uporabljamo »obveščeni pristanek«, pa »pacientov podpis«, možni prevodi so 
še »informirano soglasje«, »privolitev s pojasnilom« ali »privolitev po pojasnilu«.

Privolitev po pojasnilu je osnovna doktrina moderne medicine in temelji na etičnem, moralno-pravnem stališču 
do pacientove avtonomije, dobrobiti in pravičnosti. Vsakdo mora biti o zdravstvenem posegu poučen in mora vanj 
prostovoljno privoliti (8).

Etični odbor Mednarodnega združenja za ginekologijo in porodništvo (FIGO) je definiral privolitev po pojasnilu kot 
pristanek, ki ga je dala bolnica svobodno, brez groženj ali prisile, po primerni in njej razumljivi razlagi ter v njej 
razumljivem jeziku. Odbor meni, da privolitev po pojasnilu ni samo podpis bolnika, ampak predstavlja proces komu-
nikacije in medsebojnega vplivanja. Zdravnikova etična dolžnost je, da bolnici poda vse diagnostične možnosti in 
načine zdravljenja, ne glede na kulturna, verska ali druga prepričanja (1,9,10).

Slovenska zakonodaja

V slovenski zakonodaji sta zdravniško delo in odnos med bolnikom in zdravnikom pravno opredeljena v dveh za-
konih (11,12). Zakon o zdravniški službi (ZZdrS) predpisuje, da mora zdravnik bolnika seznaniti s predvidenimi di-
agnostičnimi postopki in s predlaganim zdravljenjem ter ne sme ukrepati brez bolnikove privolitve (11). Ukrepi brez 
privolitve so dopustni le v nujnih primerih. Zakon o pacientovih pravicah (ZPacP) podrobneje opredeljuje pravice 
pacientov v poteku zdravljenja (12).

Etični pogledi na prenatalno diagnostiko

Napredek v medicini in razvoj tehnologije sta omogočila nastanek številnih presejalnih in diagnostičnih metod za 
prenatalno diagnostiko. Ustrezen presejalni test je hiter, cenovno dostopen, relativno preprosto izvedljiv, zanesljiv 
ter sprejemljiv za izvajalce in uporabnike. Pomembna je dobra organiziranost izvajanja presejalnega testa z dovolj 
ustrezne opreme in osebja za odkrivanje sprememb ter nato za zdravljenje oz. obravnavo bolezni ali nepravilnosti 
pri plodu (13,14). Idealen test bi imel 100 % občutljivost in 100 % specifičnost. Bolj kot je test občutljiv, bolje najde 
zares bolne ali prizadete, vendar je hkrati tudi manj specifičen in v skupino bolnih zajame tudi zdrave nosečnice 
oz. zdrave plodove brez nepravilnosti (15). Lažno pozitiven test spremljajo strah in nelagodje nosečnice in celotne 
družine ter stroški za nepotrebne diagnostične preiskave.
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Za odkrivanje nepravilnosti pri plodu mora biti občutljivost testa ali kombinacije testov čim večja, čim bolj zgodaj v 
nosečnosti.

Prenatalni presejalni testi za odkrivanje razvojnih nepravilnosti pri plodovih

Vsaka ženska, ki zanosi, tvega rojstvo otroka s kromosomsko nepravilnostjo. Pregledovanje nosečnic s prenatalnimi 
presejalnimi testi je del sodobnega prenatalnega zdravstvenega varstva (14). Delovanje zdravnikov in izvajanje 
postopkov je usmerjeno v iskanje bolnih nosečnic in iskanje plodov, ki imajo razvojne nepravilnosti ali povečano 
tveganje za določene bolezni, v želji, da bi se nosečnici rodil zdrav otrok. Tveganje za nekatere nepravilnosti se 
povečuje s starostjo nosečnice in je večje v nižji gestacijski starosti. Presejanje je smiselno, kadar obstaja možnost, 
da se nosečnica z visokim tveganjem odloči za diagnostične preiskave in ima v primeru potrjenega nenormalnega 
izvida možnost spremeniti potek ali izhod nosečnosti. Če z nosečnostjo nadaljuje, bo ob pomoči multidisciplinarne-
ga tima strokovnjakov (ginekolog in porodničar, pediater, psiholog, kirurg, fizioterapevt), ki jo obravnava ter svetuje 
njej in njeni družini, bolje pripravljena na rojstvo otroka s specifičnimi zdravstvenimi težavami.

Izbrani ginekolog ima pomembno vlogo v procesu seznanjanja nosečnice s preiskavami v nosečnosti, saj lahko 
svojo pacientko, ki jo pozna, že na predkoncepcijskem posvetu seznani s koristmi in pomanjkljivostmi presejalnih 
testov in ultrazvočnih preiskav v nosečnosti. Razloži ji, kaj lahko od preiskav pričakuje. Nosečnica se mora zavedati, 
da ni preiskave, ki bi ji lahko zagotovila, da bo novorojenček zdrav in brez razvojnih nepravilnosti. Vedeti mora, da 
bo ob ugotovitvi, da ima plod nepravilnosti, postavljena pred vrsto težkih odločitev in ukrepanj, hkrati pa se mora 
zavedati, da je nihče ne sme prisiliti v preiskave in posege, če se s tem ne strinja in je to v nasprotju z njeno voljo 
in prepričanji (16). Po seznanitvi s preiskavo mora nosečnica pred preiskavo ali posegom podpisati privolitev po 
pojasnilu, kjer s podpisom potrjuje, da je razumela potek opisanega diagnostičnega posega in razloge za njegovo 
izvedbo, da razume, da normalen izvid ne zagotavlja rojstva popolnoma zdravega in normalno razvitega otroka, 
ter izjavlja, da je dobila odgovore na vsa vprašanja, povezana s preiskavo, ter se zavestno odloča za ultrazvočno 
preiskavo in svobodno privoli v pregled. Tudi, če poseg odkloni, naj bi podpisala, da je bila s postopki seznanjena 
in da jih je zavestno odklonila (8). Preden se odločimo, kateri test bomo ponudili nosečnici, se moramo z nosečnico 
pogovoriti o možnostih, ki jih imamo na razpolago. Ob pozitivnem izvidu ji moramo razložiti, kaj povečano tveganje 
na presejalnem testu pomeni, v svetovanje je vključen tudi genetski posvet.

Ultrazvočni pregledi v nosečnosti so zelo razširjeni in z njimi presejamo celotno populacijo nosečnic. Moderne ul-
trazvočne naprave omogočajo natančen morfološki pregled ploda, ki ga med 20. in 22. tednom nosečnosti opravi 
velika večina nosečnic. Ultrazvočnemu pregledu lahko v primerni gestaciji dodamo še preglede različnih bioke-
mičnih markerjev.

Presejalni test v prvem trimesečju je ultrazvočni pregled ploda med 11. in 14. tednom z meritvijo nuhalne svetline 
(NS) in z meritvijo plodovega srčnega utripa, dodamo mu lahko dvojni test (DT) – vzorec materine krvi z določitvijo 
biokemičnih označevalcev prostega beta-hCG (humani horionski gonadotropin) in PAPP-A (z nosečnostjo povezan 
plazemski protein A). Če ob tem pregledamo še nosno kost in nebo ploda, pretok krvi preko trikuspidalne zaklopke 
in duktus venosusa, ki so testi drugega reda, se potreba po invazivnem testu zmanjša na manj kot 3 %, hkrati pa se 
poveča detekcija trisomije 21 (T21) in drugih večjih kromosomskih nepravilnosti iz manj kot 50 % na več kot 95 % (17).

Presejalni test v drugem trimesečju je četverni test (ČT) – meritev AFP (alfa feto protein), uE3 (nekonjugiran estriol), 
prosti beta-hCG in inhibin-A.

Nosečnica se lahko odloči za test določanja proste plodove DNK (ppDNK) v njeni periferni krvi. Test ima več kot 97 
% občutljivost za T21, 93 % občutljivost za T18 in približno 83 % občutljivost za T13. Specifičnost (zanesljivost) 
testa, da ovrže kromosomsko nepravilnost, pa je 99,8 % za vsako od najpogostejših trisomij. Vendar samo pregled 
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krvi ne more nadomestiti ultrazvočne preiskave ploda, saj lahko le z ultrazvočnim pregledom odkrijemo, da gre za 
mnogoplodno nosečnost, da ima plod strukturne nepravilnosti ali da je že odmrl (14,17).

Nosečnicam, ki jih s temi preiskavami uvrstimo v skupino nosečnic z visokim tveganjem za kromosomske nepravil-
nosti, in nosečnicam, ki so starejše od 37 let, so na razpolago invazivni diagnostični postopki prenatalne diagnos-
tike, kot sta biopsija horionskih resic (med 12. in 14. tednom nosečnosti) in amniocenteza (po 16. tednu nosečnos-
ti). Iz tako dobljenih plodovih celic je mogoča analiza kromosomov in genov, različnih encimov in proteinov. Zapleti 
posegov, kot sta vnetje ali splav, so večinoma redki in pri izkušenih preiskovalcih nižji od 1 % (18).

V postopkih oploditve z biomedicinsko pomočjo obstaja možnost predimplantacijske diagnostike, kasneje v 
nosečnosti pa tudi placentocenteza in kordocenteza.

Etični pogledi na obravnavo težko prizadetega ploda

Ginekolog in porodničar mora pri svojem delu skrbeti (vsaj) za dve osebi: za nosečnico in za njen plod. V okviru etike 
spoštuje avtonomnost nosečnice, sledi načelu dobronamernosti ter hkrati poudarja skrb za nosečnico in za plod. 
V Sloveniji je mogoče, da se opravita feticid in rojstvo mrtvega ploda z razvojnimi nepravilnostmi kadar koli med 
nosečnostjo, ne glede na trajanje nosečnosti. In prav ta možnost povzroča številne težke moralne dileme, ki ne 
prizadanejo le nosečnice in njene družine ter lečečega zdravnika, ampak se z njimi ukvarja tudi širša družba. Ljudje 
se delijo na tiste, ki prekinitev nosečnosti dovoljujejo, in druge, ki posegu nasprotujejo. Osnova za taka nesoglasja 
je razlika v verskem ali filozofskem obravnavanju ploda. Argumenti proti prekinitvi nosečnosti so, da plod obstaja 
in da ima osnovne človekove pravice, da je vrednota človeškega življenja nemerljiva, da doktrina enakosti pomeni 
varovanje vsakega življenja, tudi prizadetega z boleznijo ali zaradi razvojnih nepravilnosti. Argumenti za prekinitev 
nosečnosti pravijo, da je naša dolžnost, da preprečujemo trpljenje matere, družine, ploda in skupnosti, da prepreču-
jemo dedne bolezni in njihov vpliv na naslednje generacije in da ima težko prizadeti plod pravico, da se ne rodi, če 
je izhod verjetna smrt ali veliko trpljenje (1).

Skrajneži celo menijo, da je poleg feticida prizadetega ploda mogoč tudi infanticid, saj kar velja za plod, naj bi veljalo 
tudi za otroka. Za večino zdravnikov predstavlja porod jasno ločnico med plodom in otrokom (10,19).

Rimskokatoliška Cerkev prepoveduje prekinitev nosečnosti in zavestno omejuje avtonomijo staršev, kar temelji na 
mnenju, da zarodek pridobi status človeškega bitja že ob spočetju.

Nekateri filozofi govorijo o neodvisnem moralnem statusu ploda. Za razlagalce moralnega statusa ploda so pomem-
bne različne lastnosti ploda, zato je razumljivo, da ni enotnosti o tem, kdaj plod doseže neodvisni moralni status oz. 
kdaj pridobi osnovne človekove pravice. Ali je to ob oploditvi jajčne celice, ob vgnezditvi zarodka, ali ob dozorevanju 
centralnega živčevja in prvih gibih ali ob rojstvu?

Prof. Chervenak je ta etični spor poskušal obiti z etičnim mnenjem, da je plod lahko bolnik tudi, če nima osnovnih 
človekovih pravic. Bolnik je lahko takrat, ko z veliko verjetnostjo pričakujemo, da bo bolnik tudi kasneje kot otrok. 
Tako etično razmišljanje temelji na povezavi med plodom in otrokom. Ena od takih vezi je viabilnost – sposobnost iz-
venmaterničnega življenja. Plod postane bolnik takrat, ko je viabilen in lahko (četudi s pomočjo) preživi neonatalno 
obdobje ter kasneje doseže neodvisni moralni status. V večini razvitih držav in tudi v Sloveniji je meja viabilnosti 
22. teden nosečnosti (1,10,20,21).

Etična mnenja o prekinitvi nosečnosti so različna v različnih državah. V Franciji je prekinitev nosečnosti dovoljena 
brez zgornje omejitve trajanja nosečnosti (22). V Veliki Britaniji je prekinitev nosečnosti po 24. tednu dovoljena, če 
plodovih nepravilnosti ni mogoče pozdraviti, kadar obstaja znatno tveganje, da bo otrok težko prizadet, ter če nad-
aljevanje nosečnosti ogrozi življenje nosečnice in je to tveganje večje od prekinitve nosečnosti. Težka prizadetost 
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je po mnenju Svetovne zdravstvene organizacije takrat, ko oseba potrebuje stalno pomoč pri dnevnih opravilih, ali 
če je popolnoma odvisna od drugih oseb. Royal College of Obstetricians and Gynecologists (RCOG) težko prizadetost 
ploda vrednoti z več merili (23):

•	 verjetnost učinkovitega zdravljenja in utero ali po rojstvu;
•	 verjetna stopnja samozavedanja in zmožnosti komunikacije z drugimi osebami;
•	 stopnja trpljenja, ki ga bo doživljala ta oseba;
•	 verjetnost, da bo oseba zmožna samostojnega življenja in bo kot odrasla lahko skrbela zase;
•	 obseg dnevnih opravil, nujnih za ohranitev zdravja, pri katerih prizadeta oseba potrebuje pomoč.

Njihov Zakon o splavih tudi zahteva, da se mora za postopek izbrati metodo, ki zagotovi, da se plod rodi mrtev.

Podobno je tudi mnenje Odbora za etična vprašanja pri FIGO (24). Nosečnica s plodom z razvojnimi nepravilnostmi 
ima pravico do prekinitve nosečnosti. Za težko nepravilnost štejejo tisto, ki pogojno vodi v smrt ali ima kljub zdravl-
jenju nesprejemljivo duševno in/ali telesno prizadetost.

Če zaradi zakonskih, verskih ali osebnih vzrokov splav ni možna izbira, je pomembno, da se še pred preiskavami, ki 
razvojno nepravilnost odkrijejo, pridobi privolitev po pojasnilu in nosečnica izrazi želje glede obveščenosti v prim-
eru slabega izvida. V nobenem primeru naj bi spol otroka ne bil povod za prekinitev nosečnosti. Pri mnogoplodni 
nosečnosti ima pravica zdravega ploda do življenja prednost pri odločanju, razen v primerih, ko je ogroženo materino 
življenje. Če se partnerja ne strinjata, ima mnenje nosečnice prednost pri odločanju. Prekinitev nosečnosti naj bo 
vedno le odločitev nosečnice ali para, brez zdravniške ali vladne prisile.

Na Ginekološki kliniki v Ljubljani že vrsto let deluje Konzilij za obravnavo razvojnih nepravilnosti pri plodu (pred 
tem se je imenoval Konzilij za umetno prekinitev nosečnosti in Etična komisija), ki poskuša lajšati delo zdravnikom. 
Etično predznanje ter upoštevanje priporočil in smernic skupaj z lastnimi prepričanji omogoča delo konzilija, ki se 
občasno srečuje s težko rešljivimi vprašanji. Ob nepravilnostih, ki so nezdružljive z življenjem (npr.: anencefalija, 
agenezija ledvic, trisomija 13, trisomija 18), so si mnenja članov etične komisije edina in večinoma enaka željam 
nosečnice. Kadar s preiskavami odkrijemo T21, konzilij prepušča odločitev o nadaljevanju nosečnosti ali njeni preki-
nitvi nosečnici oz. paru. Odločitve so težje, kadar s preiskavami odkrijemo plod s kromosomsko nepravilnostjo, ki po 
sprejetih merilih ne pomeni, da bo oseba težko prizadeta, vendar nosečnica oz. par želi prekinitev nosečnosti (npr. 
45,X0 – Turnerjev sindrom, 47,XXY – Klinefelterjev sindrom). Še težje so odločitve, kadar odkrijemo nepravilnost, 
ki ne pomeni težje prizadetosti, nosečnica ali par pa želita prekinitev nosečnosti, ker imata predstavo o popolnem 
otroku, ki je tako prizadet otrok ne bi uresničil. Pri morebitnem izpolnjevanju takih zahtev bi zdravniki tvegali izgubo 
svojega poslanstva: zdravljenje, pomoč, svetovanje in bi pristajali na vodilo modernega sveta: „samo najboljše je 
dovolj dobro“. Odločitve, ki temeljijo na domnevi bodočega slabega duševnega ali fizičnega razvoja ali slabe so-
cialne prilagodljivosti, pomenijo žrtvovanje človeka ali vrednot (1,25,26).

Zaključek

Verjetno ni medicinskega področja, kjer se radost in veselje ob pričakovanju novega življenja lahko tako hitro 
sprevrže v žalost in bolečino ob odkritju, da ima plod razvojno nepravilnost ali nepričakovano bolezen. Zdravniki 
v prenatalnih diagnostičnih centrih in na oddelkih za intenzivno zdravljenje smo vsakodnevno soočeni s takim 
intenzivnim čustvovanjem. Zato je nujno potrebno, da smo oboroženi z notranjo sposobnostjo zaznavanja težav 
drugih in vsaj z minimalnim poznavanjem etičnih prvin. Tako koristimo ne le bolnikom, temveč tudi nam samim, da 
ne klonemo pod težo etičnega bremena.
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Introduction

In recent years and decades, the field of obstetrics has been greatly transformed by the development of medicine. 
Prenatal diagnostics has shifted obstetrics from detecting and resolving complications in the delivery room during 
delivery to detecting foetal abnormalities and diseases already existant in utero. The foetus has become the pa-
tient. However, being incapable of autonomous decision-making and somatically dependent on its mother, it is 
subject to the rule that the pregnant woman is its best advocate (1). Is that true?

Understanding ethical dilemmas requires the knowledge of basic ethical principles. Unfortunately there are no 
textbooks or instructions available that would clarify which decisions are right and those which are not. The de-
velopment of medicine has, at present, put us in a situation where it is impossible to predict the ethical issues we 
will face in the future. It is our job to consult with our colleagues when confronted with difficult decisions we do 
not feel comfortable with and to listen to their opinions, even if they may be different from ours due to our cultural, 
religious or other beliefs.

This article is a reflection on basic ethical guidelines that can help doctors in decision making processes while pro-
tecting the interests of the pregnant woman and the unborn baby.

Code of Medical Ethics 

The Hippocratic Oath, and the Code of Hammurabi before it, are indicative of the awareness of doctors that they 
need a structured and confidential relationship with their patients. The focus of the relationship has shifted from 
patronising to empowering patient autonomy in making appropriate decisions.

As stated in the introduction chapter of the Code of Medical Ethics of the Medical Association of Slovenia and 
the Medical Chamber of Slovenia, we doctors, inter alia, solemnly promise to respect human life from conception 
onwards. According to Article 3 of the Code, we have the right to have a conscientious objection; however, when 
considering this introduction chapter and Article 3, both the ob/gyn’s work and clinical practice are faced with an 
ethical dilemma or question: Pregnant woman or the foetus, foetus or the pregnant woman?

Four articles are devoted to family planning, where Article 22 reiterates that doctors respect human life from con-
ception onwards and, through their counselling, convey such outlook to the wider community. Doctors are aware 
of ethical dilemmas with respect to artificial termination of a pregnancy and shall not propose it as a method of 
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family planning (2).

There are as many codes in the world as there are different cultures and countries. In Western culture, two leading 
ethical theories have developed that offer different views on ethical dilemmas or issues. According to the utilitarian 
philosophy or theory (consequentialism) (3), moral laws and actions are aimed at promoting the welfare of mankind by 
minimising harm. Deontology (4), however, argues that bad actions are always bad, regardless of their consequences.

People generally do not entirely advocate either pure utilitarian or merely deontological theory. In the Principles 
of Biomedical Ethics, Beauchamp and Childress (5) recommended basic ethical principles as a basis for an ethical 
analysis which should be the foundation for solving any ethical dilemmas or questions:

•	 respect for autonomy, which represents the obligation to respect personal decisions and the obligation to pro-
tect persons from vulnerable groups (children, pregnant women, the disabled and mentally impaired/ill);

•	 the principle of beneficence, which represents the doctors’ actions for the benefit of the patient;
•	 the principle of non-maleficence (primum nil nocere), which prevents the doctor from harming the patient (inten-

tionally or unintentionally);
•	 the principle of proportionality, which represents the choice of treatment or diagnostic and therapeutic proced-

ures that will be most beneficial and least harmful to the patient;
•	 the principle of justice, which helps doctors allocate benefits and burdens equally so they can treat those who 

are alike equally (1,5).

Informed consent

The principle of self-determination or autonomy was already justified by the Universal Declaration of Human Rights 
in 1948 (6), and most Western countries have transformed it into the informed consent doctrine (7). There is no 
expression in the Slovenian language that conveys the English meaning precisely. We use “obveščeni pristanek” 
and “podpis pacienta (patient’s signature)”; other possible translations are “informirano soglasje”, “privolitev s po-
jasnilom” or “privolitev po pojasnilu”.

Informed consent is the basic doctrine of modern medicine and is based on an ethical, moral-legal position on pa-
tient autonomy, well-being and justice. Individuals should be informed about the medical procedure and voluntarily 
consent to it (8).

The Ethics Committee of the International Federation of Gynaecology and Obstetrics (FIGO) defined informed con-
sent as a consent obtained freely, without threats or improper inducements, after appropriate disclosure to the pa-
tient of adequate and understandable information in a form and language understood by the patient. The Commit-
tee believes that informed consent does not only mean a patient’s signature, but also a process of communication 
and interaction. It is the doctor’s ethical obligation to provide the patient with all diagnostic options and treatment 
possibilities, regardless of cultural, religious or other beliefs (1,9 and 10).

Slovenian legislation

Slovenian legislation legally defines the medical profession and the relationship between the patient and the doc-
tor in two Acts (11 and 12). The Medical Practitioners Act (Zakon o zdravniški službi – ZZdrS) stipulates that the 
doctor must inform the patient about the planned diagnostic procedures and proposed treatment and must not act 
without the patient’s consent (11). Actions taken without consent are only allowed in emergencies. 

The Patients’ Rights Act (Zakon o pacientovih pravicah - ZpacP), however, details patients’ rights in the course of 
treatment (12).
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Ethical issues in prenatal diagnosis

Advances in medicine and the development of technology have led to the emergence of numerous screening and 
diagnostic methods for prenatal diagnosis. An appropriate screening test is fast, affordable, relatively easy to im-
plement, reliable and acceptable to both providers and users. It is important for screening to be well organized with 
sufficient equipment and personnel to detect changes or abnormalities, followed by the management or treatment 
of the disease or foetal abnormality (13 and 14). The ideal test would produce 100% sensitivity and 100% speci-
ficity. The more sensitive a test is, the better it can detect those actually ill or affected, but at the same time it is 
less specific and may include healthy pregnant women or healthy foetuses without any abnormalities (15). A false 
positive test is accompanied by fear and distress for the pregnant woman and her entire family, as well as the cost 
of unnecessary additional diagnostic tests. To detect foetal abnormalities, the sensitivity of the test, or combina-
tion of tests, should be as high as possible and as early in a pregnancy as possible.

Prenatal screening tests to detect developmental foetal abnormalities 

Any woman who becomes pregnant risks having a baby with a chromosomal abnormality. Screening of pregnant 
women with prenatal screening tests is a part of modern prenatal health care (14). The aim of doctors and the pro-
cedures is to find affected pregnant women and foetuses with developmental abnormalities or an increased risk of 
certain diseases, desiring that a pregnant woman delivers a healthy baby. The risk of some abnormalities increases 
with the age of the pregnant woman and is greater with a reduced period of gestation. Screening is a reasonable 
option when there is a possibility that a high-risk pregnant woman may decide to undergo diagnostic tests and, in 
the case of confirmed abnormal findings, have the ability to change the course or outcome of the pregnancy. If she 
continues with her pregnancy, she will be better prepared to have a baby with specific health problems; all with the 
help of a multidisciplinary team of specialists (gynaecologist and obstetrician, paediatrician, psychologist, surgeon 
and physiotherapist) who will treat and advise her and her family accordingly.

A woman’s selected gynaecologist plays an important role in the process of providing the pregnant woman with 
information about tests during pregnancy, as the patient he/she knows can be informed about the benefits and 
disadvantages of screening and ultrasound examination in pregnancy as early as during a pre-conception consul-
tation. Her gynaecologist can explain what she can expect from the procedures and tests. The pregnant woman 
should be aware that there is no diagnostic test/procedure that can ensure that the new-born baby is healthy and 
without developmental abnormalities. She must be made aware that in the event of any foetal abnormalities found 
that she will be confronted with a series of difficult decisions and actions; at the same time, she must be aware that 
no one should force her to undergo tests and interventions if she disagrees with them and if it is against her will 
and beliefs (16). After detailed explanation about the procedure/examination, the pregnant woman must, prior to 
the examination, sign an “informed consent” form confirming that she has understood the course of the diagnostic 
procedure described and the reasons for its implementation, that she understands that test results within the 
normal range do not guarantee the birth of a perfectly healthy and normally developed baby, and that she declares 
that she has received answers to all her questions related to the procedure and knowingly opts for an ultrasound 
examination and freely agrees to the examination. Even if she declines the procedures, she should still sign it 
indicating that she was given detailed explanation about the procedures and knowingly declined them (8). Before 
deciding which test to offer, we need to talk to the pregnant woman about the available options. In cases with a 
positive test result, we need to explain the meaning of an increased risk in a screening test and include genetic 
counselling.

Ultrasound examinations in pregnancy are widely used and they screen the entire population of pregnant women. 
Modern ultrasound devices allow accurate morphological examination of the foetus, which the vast majority of 
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pregnant women between the 20th and the 22nd week of gestation undergo. Ultrasound examination can be 
accompanied by examinations of various biochemical markers during appropriate gestational age.

First-trimester screening includes an ultrasound examination of the foetus between 11-14 weeks by measuring 
nuchal translucency (NT) and measuring the foetal heart rate; it can be accompanied by a double marker test (dual 
test) - a sample of maternal blood drawn to determine biochemical markers for free beta hCG (human chorionic go-
nadotrophin) and PAPP – A (Pregnancy Associated Plasma Protein A). When we also asses the foetal nasal bone and 
palate, tricuspid valve blood flow and ductus venosus, which are second-tier tests, the need for an invasive test 
is reduced to less than 3%, while the detection of trisomy 21 (T21) and other major chromosomal abnormalities is 
increased from less than 50% to more than 95% (17).

The screening test in the second trimester is a quadruple marker test (quad screen) – measuring levels of AFP (al-
pha-fetoprotein), uE3 (unconjugated estriol), free beta-hCG, and inhibin-A.

A pregnant woman may decide to test for cell-free foetal DNA (cf-DNA) in her peripheral blood. The test has more 
than 97% sensitivity for T21, 93% sensitivity for T18 and approximately 83% sensitivity for T13. The specificity 
(reliability) of the assay to reject chromosomal abnormality, however, is 99.8% for each of the most common triso-
mies. However, a blood test alone cannot replace a foetal ultrasound examination, since only an ultrasound scan 
can reveal a multiple pregnancy, a foetus with structural abnormalities or foetal demise (14 and 17).

Pregnant women who are classified as high risk for chromosomal abnormalities with these tests and pregnant 
women over 37 are offered invasive prenatal diagnostic procedures, such as chorionic villus sampling (between 
12 and 14 weeks of gestation) and amniocentesis (after 16 weeks of gestation). Obtained foetal cells allow for 
chromosomal and genetic analyses and for the analyses of various enzymes and proteins. Complications such as 
inflammation or miscarriage are generally rare and lower than 1% with experienced providers (18).

Preimplantation genetic diagnosis is possible in biomedically assisted reproduction procedures, along with placen-
tocentesis and cordocentesis later in pregnancy.

Ethical issues in the management of a severely malformed foetus

An ob-gyn provider must take care of (at least) two persons: the pregnant woman and her foetus. In the context 
of ethics, he/she respects the autonomy of the pregnant woman, follows the principle of beneficence and, at the 
same time, emphasises concern for the pregnant woman and the foetus. In Slovenia, it is possible to perform a 
feticide and delivery of a dead foetus with developmental abnormalities at any time during pregnancy, regardless 
of gestational age. And it is this possibility that raises a number of difficult moral dilemmas that not only affect the 
pregnant woman, her family and the attending doctor, but are also addressed by wider society. People are divided 
into pro-choice and pro-life groups. The basis for such conflicts is the difference in the religious or philosophical 
view of the foetus. The arguments against termination of a pregnancy are that the foetus exists and that it has 
basic human rights, that the value of human life is immeasurable, that the doctrine of equality means protecting 
every life, including those affected by illness or by developmental abnormalities. Arguments for the termination of 
a pregnancy say that it is our obligation to prevent the suffering of mothers, families, foetuses and communities, 
to prevent hereditary diseases and their impact on the next generations, and that a severely malformed foetus has 
the right not to be born if the outcome is its probable demise or great suffering (1).

Extremists even believe that in addition to a feticide of an affected foetus, infanticide is also possible, arguing 
that what applies to the foetus should also apply to the infant. For most doctors, childbirth is a clear dividing line 
between the foetus and the baby (10 and 19).
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The Roman Catholic Church prohibits termination of a pregnancy and knowingly restricts parental autonomy, based 
on the view that the embryo obtains the status of a human being at conception.

Some philosophers speak of the independent moral status of the foetus. Different features of the foetus are im-
portant for interpreters of the foetal moral status, therefore, it is understandable that there is disunity when the 
foetus attains an independent moral status, or rather when it acquires basic human rights. Is it at the time of 
fertilization of the ovum, embryo implantation, or upon the maturation of the central nervous system and first 
movements, or at birth?

Prof. Chervenak tried to bypass this ethical dispute with the ethical view that a foetus can be a patient even if it 
does not have basic human rights. It can be a patient when we are very likely to expect the patient status even 
later as a child. Such ethical thinking is based on the link between the foetus and the child. One such link is viability 
- the ability to survive outside the uterus. The foetus becomes a patient when it is viable and can (with assistance) 
survive the neonatal period and later attain an independent moral status. In most developed countries, including 
Slovenia, the limit of viability is at 22 weeks of gestation (1,10,20 and 21).

Ethical opinions about termination of pregnancy vary from country to country. In France, termination of pregnancy 
is allowed regardless of gestational age (22). In the United Kingdom, termination of pregnancy after 24 weeks of 
gestation is permitted if the foetal anomaly cannot be cured, where there is a substantial risk that the child will be 
severely malformed, and if the continuation of the pregnancy threatens the life of the pregnant woman and that 
the risk is greater than the termination of the pregnancy. According to the World Health Organization, a severe 
disability is when a person needs continuous assistance with daily tasks or when he or she is completely depen-
dent on others. The Royal College of Obstetricians and Gynaecologists (RCOG) provides guidance on the scaling of 
severity of foetal disability (23):

•	 the potential for effective treatment, either in utero or after birth;
•	 the probable degree of self-awareness and of ability to communicate with others;
•	 the suffering that would be experienced by the person affected;
•	 the probability of being able to live alone and to be self-supportive as an adult;
•	 the extent to which actions performed by individuals without a disability that are essential for health would 

have to be provided by others.

Their Abortion Act also requires that a method chosen for the procedure must be one that ensures that the foetus 
is born dead.

This is in line with the opinion of the FIGO Ethics Committee (24). A pregnant woman has the right to terminate 
pregnancy if the foetus has developmental abnormalities. Severe malformation is considered to be a condition that 
is potentially lethal or results in an unacceptable mental and / or physical disability even with medical treatment.

If an abortion is not an option for legal, religious or personal reasons, then it is important that prior to providing 
malformation detecting procedures, informed consent is obtained and the pregnant woman declares whether she 
wishes to be informed in the event of a poor outcome. In no case should the sex of the child be the cause of ter-
mination of a pregnancy. In multiple pregnancies, the right of the healthy foetus to live takes precedence in any 
decision-making, except in cases where the mother’s life is at risk. If the partners disagree, the pregnant woman’s 
opinion takes precedence in  their decision-making. The termination of a pregnancy should always be a decision of 
the pregnant woman or couple, without medical or governmental coercion.

The Medical Council for the Management of Developmental Foetal Abnormalities (previously called the Medical 
Council for Artificial Termination of Pregnancy and Ethics Committee), established to facilitate doctors’ clinical work, 
has been active at the UMC Ljubljana’s Division of Gynaecology and Obstetrics for many years. Ethical knowledge 
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and consideration of recommendations and guidelines, together with members’ own beliefs, enable the work of the 
Council that, at times, encounters intractable issues. In the event of abnormalities that are incompatible with life 
(e.g.: anencephaly, renal agenesia, trisomy 13 and trisomy 18), the opinions of members of the ethics committee 
do not differ significantly and generally coincide with the wishes of the pregnant woman. When diagnostic tests 
reveal a T21, the Council leaves the decision to continue a pregnancy or to terminate it with the pregnant woman 
or couple. Decisions are more difficult when the tests reveal a foetus with a chromosomal abnormality which, by 
current criteria, does not mean that the person will be severely disabled or malformed, but the pregnant woman or 
couple wish to terminate the pregnancy (e.g. 45, X0 -Turner’s syndrome, 47, XXY -Klinefelter syndrome). It is even 
more difficult to make decisions when abnormalities are found that would not result in a serious disability, but the 
pregnant woman or couple wish to terminate the pregnancy because they have their own idea of the perfect child, 
a notion which would not have been fulfilled by such a disabled child. If such wishes were to be fulfilled, doctors 
would risk losing their mission: treatment, help and counselling and would consequently submit to the modern 
world principle where: “… only the best is good enough ...”. Decisions based on the assumption of future poor mental 
or physical development or poor social adaptability imply sacrificing a person or values (1,25 and 26).

Conclusion

There is no other medical field where the joy and happiness of expecting a new life can so quickly turn into sadness 
and pain upon discovering that a foetus has a developmental abnormality or unexpected illness. Doctors in prenatal 
diagnostic centres and intensive care units are confronted with such intense emotions on a daily basis. Therefore, 
it is imperative that we are equipped with an intrinsic ability to perceive the problems of others and with at least 
a minimal amount of knowledge of ethical elements. Thus, we are of benefit not only to the patients but also our-
selves, so that we are not crushed under the weight of the ethical burden.
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“ Človek je nekaj lepega, če je človek!

“ Pulchra res est homo, si homo est!


